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1. International Human rights and freedoms
Human rights and freedoms

1.1  Fundamental freedoms and rights

1. 
Every human being has a right to life, and to personal security, inviolability and freedom. He also possesses juridical personality.

2. 
Every human being whose life is in peril has a right to assistance.

Every person must come to the aid of anyone whose life is in peril, either personally or calling or aid, by giving him the necessary and immediate physical assistance, unless it involves danger to himself or a third person, or he has another valid reason.

3. 
Every person is the possessor of the fundamental freedoms, including freedom of conscience, freedom of religion, freedom of opinion, freedom of expression, freedom of peaceful assembly and freedom of association.

4. 
Every person has a right to the safeguard of his dignity, honour and reputation.

5. 
Every person has a right to respect for his private life.

6. 
Every person has a right to the peaceful enjoyment and free disposition of his property, except to the extent provided by law.

7. 
A person's home is inviolable.

8. 
No one may enter upon the property of another or take anything therefrom without his express or implied consent.

9. 
Every person has a right to non-disclosure of confidential information.

No person bound to professional secrecy by law and no priest or other minister of religion may, even in judicial proceedings, disclose confidential information revealed to him by reason of his position or profession, unless he is authorised to do so by the person who confided such information to him or by an express provision of law.

The Tribunal must, ex officio, ensure that professional secrecy is respected.

9.1 
In exercising his fundamental freedoms and rights, a person shall maintain a proper regard for democratic values, public order and the general well being of all humanity. In this respect, the scope of the freedoms and rights, and limits to their exercise, may be fixed by law.

1.2  Political rights

21. 
Every person has a right of petition to the Parliament for the redress of grievances.

22. 
Every person legally capable and qualified has the right to be a candidate and to vote at an election.

1.3 Judicial rights
23. 
Every person has a right to a full and equal, public and fair hearing by an independent and impartial tribunal, for the determination of his rights and obligations or of the merits of any charge brought against him. The tribunal may decide to sit in camera, however, in the interest of morality or public order.

24. 
No one may be deprived of his liberty or of his rights except on grounds provided by law and in accordance with prescribed procedure.

24.1 
No one may be subjected to unreasonable search or seizure.

25. 
Every person arrested or detained must be treated with humanity and with the respect due to the human person.

26. 
Every person confined to a house of detention has the right to separate treatment appropriate to his sex, his age and his physical or mental condition.

27. 
Every person confined to a house of detention while awaiting the outcome of his trial has the right to be kept apart, until final judgment, from prisoners serving sentence.

28. 
Every person arrested or detained has a right to be promptly informed, in a language he understands, of the grounds of his arrest or detention.

28.1 
Every accused person has a right to be promptly informed of the specific offence with

which he is charged.

29. 
Every person arrested or detained has a right to immediately advise his next of kin thereof and to have recourse to the assistance of an advocate. He has a right to be informed promptly of those rights.

30. 
Every person arrested or detained must be brought promptly before the competent tribunal or released.

31. 
No person arrested or detained may be deprived without just cause of the right to be

released on undertaking, with or without deposit or surety, to appear before the tribunal at the appointed time.

32. 
Every person deprived of his liberty has a right of recourse to habeas corpus.

32.1 
Every accused person has a right to be tried within a reasonable time.

33. 
Every accused person is presumed innocent until proven guilty according to law.

33.1 
No accused person may be compelled to testify against himself at his trial.

34. 
Every person has a right to be represented by an advocate or to be assisted by one before any tribunal.

35. 
Every accused person has a right to a full and complete defence and has the right to examine and cross-examine witnesses.

36. 
Every accused person has a right to be assisted free of charge by an interpreter if he does not understand the language used at the hearing or if he is deaf.

37. 
No accused person may be held guilty on account of any act or omission, which at the time when it was committed did not constitute a violation of the law.

37.1 
No person may be tried again for an offence of which he has been acquitted or of which he has been found guilty by a judgment that has acquired status as res judicata.

37.2 
Where the punishment for an offence has been varied between the time of Commission and the time of sentencing, the accused person has a right to the lesser punishment.

38. 
No testimony before a tribunal may be used to incriminate the person who gives it, except in a prosecution for perjury or for the giving of contradictory evidence.

1.4  Economic and social rights

39. 
Every child has a right to the protection, security and attention that his parents or the persons acting in their stead are capable of providing.

40. 
Every person has a right, to the extent and according to the standards provided for by law, to free public education.

41. 
Parents or the persons acting in their stead have a right to require that, in the public

educational establishments, their children receive a religious or moral education in conformity with their convictions, within the framework of the curricula provided for by law.

42. 
Parents or the persons acting in their stead have a right to choose private educational

establishments for their children, provided such establishments comply with the standards prescribed or approved by virtue of the law.

43. 
Persons belonging to ethnic minorities have a right to maintain and develop their own

cultural interests with the other members of their group.

44. 
Every person has a right to information to the extent provided by law.

45. 
Every person in need has a right, for himself and his family, to measures of financial

assistance and to social measures provided for by law, susceptible of ensuring such person an acceptable standard of living.

46. 
Every person who works has a right, in accordance with the law, to fair and reasonable conditions of employment which have proper regard for his health, safety and physical well-being.

47. 
Husband and wife have, in the marriage, the same rights, obligations and responsibilities. Together they provide the moral guidance and material support of the family and the education of their common offspring.

48. 
Every aged person and every handicapped person has a right to protection against any form of exploitation. Such a person also has a right to the protection and security that must be provided to him by his family or the persons acting in their stead.

1.5  Special and interpretative provisions
49. 
Any unlawful interference with any right or freedom recognised by this Charter entitles the victim to obtain the cessation of such interference and compensation for the moral or material prejudice resulting therefrom.

In case of unlawful and intentional interference, the tribunal may, in addition, condemn the person guilty of it to exemplary damages.

50. 
The Charter shall not be so interpreted as to suppress or limit the enjoyment or exercise of any human right or freedom not enumerated herein.

51. 
The Charter shall not be so interpreted as to extend, limit or amend the scope of a provision of law except to the extent provided in section 52.

52. 
No provision of any Act, even subsequent to the Charter, may derogate from sections 1 to 38, except so far as provided by those sections, unless such Act expressly states that it applies despite the Charter.

53. 
If any doubt arises in the interpretation of a provision of the act, it shall be resolved in

keeping with the intent of the Charter.

54.
 The Charter binds the Crown.

55. 
The Charter affects those matters that come under the legislative authority of  International Law.

56.1 
In sections 9, 23, 30, 31, 34 and 38, in Chapter III of Part II and in Part IV, the word

"tribunal" includes a coroner, a fire investigation commissioner, an inquiry commission, and any person or agency exercising quasi-judicial functions.

56.2 
In section 19, the words "salary" and "wages" include the compensations or benefits or pecuniary value connected with the employment.

56.3 
In the Charter, the word "law" or "act" includes a regulation, a decree, an ordinance or an order in council made under the authority of any act.

2. THE DIAGNOSIS
2.1 Letter by Panel member.

July16,1997

Mr  Geoff  McDonald

Senior Government Solicitor

Australian Government Solicitor

GPO Box 28MAA

MELBOURNE VIC 3001

Dear Geoff

Re: Mrs Margaret Bansemer

I have been advised by Dr H Waddy (Consultant Neurologist, Royal Adelaide Hospital) that both she and Dr Don Burrow, (Senior Consultant Neurologist, RAH) have considered the clinical features of Mrs Bansemer's illness and consider the differential diagnosis to be:

1........
Atypical Alzheimer's disease

2.........Creutzfeldt‑Jakob disease

Dr Steve Collins and 1 have reviewed the discharge summary (dated 14/7/97) from the RAH, and have formed the opinion that there is a greater than 50% chance that the illness will evolve into that typical of Creutzfeldt-Jakob disease. If you require further clarification, please let me know, 

Sincerely

Colin L Masters

Professor and Head

Independent Panel member.

Department of Pathology

The University of Melbourne  
2.2 Letter from Colin Masters on behalf of Panel.

27 August, 1997

Dr Margaret Dean

Medical Advisor

Public Health Division

Mail drop point 129

GPO 9848

CANBERRA ACT 2601

Dear Dr Dean

Re: Independent Panel to Advise on CJD in Pituitary Hormone Recipients

1 confirm that Ms Julic Hamblin, Dr Steven Collins and I had. a teleconference

today regarding the case of Mrs Bansemer in Adelaide. On the evidence

currently available, we can only confirm the previous opinion given by

myself that  this case was a possible case of CJD, and although the probability of

CJD was greater than 50%, further evidence would be required before a

definite diagnosis could be made.

We agreed that Dr Steven Collins should travel to Adelaide, and with the permission of the patient, her husband, and the referring neurologist (Dr Heather Waddy), perform an independent assessment of Mrs Bansemer's condition. Before Dr Collins' assessment, it would also be desirable for Dr Waddy to obtain a repeat EEG, a sample of CSF for routine analysis (and for the study of the 14‑3‑3 protein) and a sample of blood for DNA analysis of the PRNP gene. It is anticipated that Dr Collins could travel to Adelaide on September 8th.

Because of the current inability to make definitive clinical diagnosis, and  the likely delay before such a diagnosis can be made,  we are strongly of the opinion that the Department should offer some form of interim financial assistance until such time that a definitive diagnosis is made. 

Yours sincerely

Colin L Masters

Professor and Head

On behalf of the Independent Panel

cc
Dr S Collins


Ms Liz Furler


Ms J Hamblin.


Dr H Waddy.


 Prof  J Whitworth

Department of Pathology

The University of Melbourne Parkville Victoria 3052 Australia

2.3 Letter from Robert Hallowell, Government Solicitor

AUSTRALIAN

GOVERNMENT

SOLICITOR

97021617/1397

4 September 1997

Rennick Briggs

Ist Floor

459 Little Collins Street

MELBOURNE VIC 3000

Dear Mr Glen

MARGARET ANNE BANSEMER

Your reference: 960576

Thank you for your letter of 2 September 1997.

2.
My instructions on the 3 questions set out in paragraph 2 of your letter are‑

(i)
batch 003‑2 was sterile

(ii)
batch 003‑21 did not contain psuedomonas

(iii)
CSI Ltd are currently retrieving additional source documentation on the testing for pyrogens. Once that documentation has been examined I will be in a position to answer the question.

3. 
1 am instructed that the Commonwealth is willing to negotiate without the need for an examination by Dr Collins. However, as a leading authority on CJD, an examination by Dr Collins would be useful for Mrs Bansemer and her family to better understand the illness. 

1 enclose a copy of 2 letters recently sent to Mr Peter Bansemer:‑

(a) letter of 31 August 1997 from Professor Judith Whitworth

(b) letter of 3 September 1997 from Dr Cathy Mead

Yours sincerely

Robert Hallowell,

Senior Government Solicitor
Common Law

Telephone: (03) 9242 1395

Facsimile: (03) 9242 1317

2.4 Letter from Professor Judith Whitworth, Chief Medical Officer 

A

COMMONWEALTH OF AUSTRALIA

Mr Dale Boucher

The Australian Government Solicitor

Robert Garran Offices

National Circult

BARTON ACT 2600

Dear Mr Boucher

CREUTZFELDT ‑ JAK0B DISEASE: CLAIM BY MARGARET BANSEMER
I refer to the settlement negotiations currently taking place in relation to the claim by Margaret Bansemer.

Prior to the initial settlement offer to Mrs Bansemer, Professor Masters assessed  the possibility of Mrs Bansemer having CID as greater than 50%. Professor Masters has today informed me that he currently assesses that possibility as 30 to 40%. 1 concur with that assessment. A conclusive diagnosis of CID is not medically possible pre‑mortem. There is no doubt In my mind that there is a very real possibility that Mrs Bansemer has contracted CJD,

Having regard to all the circumstances of this case, including the reasonable possibility that Mrs Bansemer has CJD, I consider that it Is appropriate to proceed to settle this claim on the basis of a diagnosis of CJD for the purposes of the settlement deed.

Yours sincerely

Professor Judith A. Whirworth

Chief Medical Officer

Commonwealth Department Of Health and Family Services.

10 October 1997

2.5 ANNE MORGAN

B.App.Sc. O.T.

REGISTERED OCCUPATIONAL THERAPIST
33 HENRY STREET

STEPNEY S.A. 5069

22nd December 1997

Mr. Geoff McDonald

Senior Government Solicitor

GPO Box 2853AA

MELBOURNE VICTORIA 3001

Dear Mr. McDonald

Re: Mrs. Margaret Bansemer

Thank you for referring this woman for an assessment of her home care needs. Please find the enclosed report following my visit to her home on 11th December 1997. 1 am unsure of the particular format of report you usually prefer and hope that this is satisfactory. 1 would be happy to discuss any aspects of this report with you and 1 can be contacted most readily via my pager (08 8415 7161). 1 enclose my account for the preparation of this report and wait to hear from you regarding my proposed follow up and review of Mrs. Bansemer's situation.

Yours faithfully

ANNE MORGAN

Registered Occupational Therapist

 Medico‑legal Assessment
Functional Capacity Evaluation
Job Analysis

Work‑site Assessment
Return to Work Programmes
Cognitive Function Screening


Activities of Daily Living Assessment

Home Care Assessment

CLIENT 
Mrs. Margaret Bansemer

REFERRED BY
Mr. Geoff McDonald, Senior Government Solicitor

REFERRED FOR
Assessment of Need for Care

DIAGNOSIS
Creutzfeldt ‑ Jakob Disease

DATE ASSESSED :
11/12/97

ASSESSOR
Anne Morgan, Occupational Therapist

PRESENT
Mrs. Bansemer, Mr. Bansemer and their son Jason and the Occupational therapist

BACKGROUND:~

Prior to preparing this report I read a medical report by Ms. Heather Waddey, dated 28/8/97 and some reference material relating to Creutzfeldt‑Jakob Disease. From the above report and my discussions with the Bansemer's, I understand that Mrs. Bansemer developed a rapidly progressive dementing condition this year, which is thought to be spongiform encephalopathy related to pituitary hormone treatment she received about 26 years previously. I understand that a trust fund has been established by the Commonwealth Government to assist the individuals diagnosed with this condition and their families, through the payment of medical and care expenses incurred as a result of this condition.

HOME SITUATION:

Mrs. Bansemer is currently being cared for at home, and lives with her husband, son and a daughter. The family recently travelled to the U.S.A. to pursue the client's hobby of doll collecting and were away for several weeks. Mr. Bansemer reported that the trip had not been entirely successful and that he felt Mrs. Bansemer may have been happier in familiar surroundings.
Mr. Bansemer works full time with the Department of Primary Industries (8:00am ‑ 6:00pm). His job requires him to travel and be away from home for 1‑2 nights about every month. The couple's son Jason, was unemployed at the time when his mother became ill, and has agreed to undertake her day to day care. He has been doing this for some months I understand, with support from another daughter and Mr. Bansemer. No other assistance is currently received I was told. The family wishes to continue with the current arrangement in the future.

REPORTED AND OBSERVED STATUS OF CLIENT:
I did not conduct any formal cognitive assessment of Mrs. Bansemer as this has already been done I understand, and would not have been appropriate. The following information was obtained from my assessment:

•
Mrs. Bansemer had full active range of all joints including movements of the neck, trunk, upper limbs and lower limbs to gross assessment.

•
There was some cogwheeling and reduction in the quality of upper limb movements with some in‑co‑ordination noted on gross testing.

Mrs. Bansemer was able to squat, kneel, half kneel, stand on one foot, balance with her eyes closed, stand on tip tope and jump.

Mrs. Bansemer was not able to fully converse during my assessment, but could answer some simple "yes" or “no" questions appropriately and said a couple of other words. Her responses tended to be variable and not wholly reliable.

Incontinence was reported to occur when coughing during the day, but not at night.

The client is not often agitated or upset and has become more peaceful and tired as the condition has progressed.

Her family is noticing a gradual deterioration in the client's condition (e.g. about 3‑4 months ago the client was able to construct sentences when speaking).

The client is not violent and has not wandered recently, however there have been several incidents of the latter since the condition developed.

The client tends to sleep much more now and will spend 10‑ 12 hours in bed currently.

There is a problem eating and drinking, in that Mrs. Bansemer does not chew or swallow her food and tends to keep filling her mouth. This leads to spillage and vomiting quite regularly I was told.

The client seems to have difficulty tolerating hot drinks, with coughing and choking.

•
There is some muscle tremor noted at night, 1 understand.

•
When attempting to speak there was evidence of considerable stuttering and preseveration of some words. I could not reliably communicate with the client and it is difficult to know exactly what she understands.

The family reported that Mrs. Bansemer does not initiate any activity or task, but does respond to directions and can perform many everyday tasks with prompting, supervision and verbal instructions.

Mrs. Bansemer maintains a small degree of enthusiasm and interest in her dolls collection.

•
The client appears to have no concept of the passage of time according to her family.

•
Mrs. Bansemer has been involved in potentially dangerous incidents in the home such as sticking a knife into the toaster and thumping the electric jug because she thought it was not working.

INDEPENDENT LIVING SKILLS:

PERSONAL CARE

Showering
‑ Mrs. Bansemer is able to wash herself in the shower if someone

supervises
her. To date no‑one has actually been in the bathroom with her to observe

whether she washes herself or not. Her son adjusts the water temperature 1

understand. The client can undress and dry herself with verbal prompting only.

Dressing ‑ Mrs. Bansemer requires someone to select her clothing and place it on the bed 1 was told. She can dress with prompting but needs supervision because she becomes confused with her garments and forgets to sit down to put on her footwear.

Toileting ‑ The family do not supervise the client when toileting and were therefore unclear about peroneal care and how she manages. The family reported that there appears to be some stress incontinence during the day but no night time incontinence.

Grooming ‑ Verbal instructions are required to brush her hair, clean her teeth etc, but they can then be performed by the client I was told.

Eating & Drinking‑ As already mentioned, there are problems in this area, with the

client over‑filling
her mouth, forgetting to swallow and then vomiting and dribbling

food from the mouth. The family indicated that the client can feed herself using a

spoon and fork, if
the food has been cut‑up, but needs prompting to swallow and stop

placing food continually in her mouth. 1 am unsure if these problems are behavioural

or neurological in
nature.

HOUSEHOLD MANAGEMENT

Mrs. Bansemer is unable to attend to any household chores now and her son and daughter have been doing the housework for a number of months. Initially when Mrs. Bansemer was ill, Mr. Bansemer reportedly did most of the cleaning, but found this too great a load on top of his full time job.

Cleaning
‑ The day to day cleaning is reportedly done by Jason and his sister comes

every fortnight to do a thorough clean through the house 1 was told.

Laundry
‑ This is currently done by Jason I understand.

Cooking ‑ Most of the main meals are prepared by Jason at present. At weekends other family members assist.

Shopping ‑ This is currently done by Jason who takes Mrs. Bansemer With him because she cannot be left alone. He stated that the client is quite biddable and they manage well if he leads her by the hand.

Snack Preparation ‑ Mrs. Bansemer is unable to reliably and safely get herself a drink or but can do so with verbal instruction and supervision from her son.

Communication ‑ Mrs. Bansemer is unable to converse reliably or in sentence form, but the family report that she can usually indicate "yes" and "no" and will carry out instructions upon request. She cannot reportedly write, use the telephone or read. She does not initiate any verbal communication I was told.

Recreation ‑ Mrs. Bansemer is reportedly unable to pursue her main interest of purchasing, restoring and collecting dolls and dolls furniture. 1 was told that she was considered an expert in the area and 1 viewed her extensive collection. Her husband said that she can no longer convey her knowledge of dolls and appears to have lost her judgement about the quality of the dolls.

Mrs. Bansemer reportedly has no other hobbies or recreational activities at present. She enjoyed knitting and sewing previously 1 was told, and still appears to enjoy going out for lunch and to the shops with her son. She does not reportedly initiate any activity spontaneously and does nothing unless instructed to perform a task.

CONCLUSIONS & RECOMMENDATIONS:

NATURE OF CARE REQUIRED

Based on my home assessment it is apparent that Mrs. Bansemer is suffering from a considerable dementia. In my opinion she requires constant care, mainly of a supervisory nature, (in much the same way as a young child requires supervision to protect it from injury). Without this care she could not continue to live in her own home in my opinion.

Mrs. Bansemer is reaching the stage where more active supervision of personal care tasks is required. This includes actual supervision of washing when in the shower, with prompting and verbal instructions to ensure adequate cleanliness and skin health.

There would also appear to be a need for periodic checking of her peroneal care when toileting, and the use of an adhesive napkin in her underwear to overcome the stress incontinence.

There is already a need for verbal instruction and monitoring of eating, to avoid choking, vomiting and overfilling the mouth and throat. I do not know if this problem is neurological, and suggest that the family to consult with Dr. Waddy about it.

Mrs. Bansemer is clearly unable to attend to any household chores independently and would have limited capacity to perform chores with supervision and instructions, in my opinion. She would not be safe using electrical appliances unless she had close supervision, and possibly not even then.

Mrs. Bansemer should not be left alone, and will be at risk of injury whenever she is alone while up and ambulant in my opinion. A personal alarm system is unlikely to improve her degree of safety as she would be unlikely to reliably activate it, in my opinion.

Mrs. Bansemer does not appear to require active supervision or assistance at night at present, but does require passive supervision and would be at risk of injury if left unattended and alone overnight I believe.

Mrs. Bansemer is unable to pursue her previous interests and hobbies and would require assistance to participate in any recreational activities currently.

At present Mrs. Bansemer does not require nursing care, but rather an attendant carer, companion and housekeeper.


DEMENTIA SERVICES

EASTERN DOMICILIARY CARE SERVICE
There are services provided to residents in the Eastern suburbs. They are run by

E.D.C.S., and a referral to the service is required prior to attending.

Dementia Group ‑ would attend on Monday or Friday.

•
Group size varies according to the hirer ‑ usually 10 or 12 people.

•
Staff to client ratio is 1A.

•
Clients need to be continent, mobile, not wander and not be aggressive.

•
No current fee for attendance ‑ lunch is provided.

•
Transport is provided by a community bus.

•
The programme runs between 10:30am and 2:45pm.

•
A variety of activities are undertaken including newspaper readings, seated


exercises, craft work, games, day trips and outings (picnics, botanic gardens,


films).

Day Hospital  runs on a Thursday

•
Similar to the Dementia Group but for clients who can't/don't socialise at all, who are incontinent or need nursing care.

•
Similar centre based activities but no outings.

December 1997

3.
HISTORICAL REVIEW.
Monday, December 8, 1997, Sydney Morning Herald

First payout for living victim of CJD 

By JENNIFER COOKE

For the first time the Federal Government has settled a compensation claim -before

death - with a woman believed to be dying of the human equivalent of mad cow

disease, Creutzfeldt-Jakob disease (CJD).

And part of what is believed to be a considerable payout to the family of Mrs

Margaret Bansemer, 55, includes an unprecedented component for pain and

suffering. Mrs Bansemer received injections of the human hormone fertility drug,

human pituitary gonadoptrophin (hPG), in 1971. They resulted in the birth of her

third child, a son now aged 26. She is the fifth Australian woman - and the third

treated in Adelaide in the 1970s - to contract what is believed to be CJD from this

drug.

The Government compensation paid to the families of the other four women -

whose deaths were definitively linked to their fertility treatment only after their

deaths - did not include pain and suffering.

France is the only other country where CJD victims and their families have been

compensated before death following treatment with another human hormone extract,

human growth hormone (hGH). Since 1994, the French Government has

indemnified such families for up to 2 million francs each. France has by far the

world's worst toll of medically acquired CJD - 54 former child recipients of hGH

have died of CJD. Four more are dying.

Although CJD cannot be diagnosed definitely until after death with a post-mortem

examination of the brain, Mrs Bansemer's tentative diagnosis in May this year was

based on her symptoms and her history of hPG use.

CJD symptoms can include staggering, jerking, memory loss and dementia.

Mrs Bansemer's symptoms developed 27 years after her treatment, making hers the

longest known incubation period for CJD after hPG in the world. Incubation

periods for hGH have topped 30 years in both New Zealand and America.

Mrs Bansemer's solicitor, Melbourne-based Mr Michael Glen, of the firm Rennick

Briggs, said her case was treated as a damages case. The outcome was based on abalance of probabilities and was approved by a master of the Victorian Supreme

Court.

"This is a landmark case in relation to Australian CJD where a woman on the

Australian Human Pituitary Hormone Program who is still living has received

damages for pain and suffering," Mr Glen said. The settlement was negotiated,

without proving negligence, on a protocol established in June this year following

another settlement deal with the Federal Government. In that deal, any signatory

who was a recipient of hPG or hGH will be compensated for damages - but only if

they contract the disease.

Under Mrs Bansemer's historic settlement agreement, brokered in October, she also

continues to be eligible for past and future medical care from a trust fund set up in

1994 in the wake of a damning report on the Government-sponsored Australian

Human Pituitary Hormone Program, which treated more than 2,500 Australians

with both hPG and hGH.

"I am very pleased that it's all resolved and I can get along with looking after my

wife," said her husband, Mr Peter Bansemer. "It's just unfortunate she can't

appreciate what has happened."

4.
The Government has failed again.
The Government has failed again.

Whilst Margaret Bansemer was in the Royal Adelaide Hospital being assessed for what could be CJD the Infectious Disease Control Division within the Department of Health (Dr Cathy Mead) was informed that there was a likely case of CJD.  Margaret was discharged from hospital with the full knowledge of the Department of Health that failed in their duty of care to inform the family of the NHMRC guidelines that the Government has produced for this purpose.

For the first few months our family was exposed to a transmissible and infectious fatal disease whereby the mode of infection is not known.

By suspending access to the Fund the family is now unable to properly manage the care of Margaret in the manner proposed by the Government in the establishment of the Trust Fund and there is no control on the potential  spread of  the disease to the wider community.

The Government has said that it does not have a duty of care to have informed the family of the potential risk. They are Public Servants and they do have a duty of care to the Australian Public.   It is irresponsible to suggest otherwise. Shame!

Where is the Minister of Health and Family Services in this debacle?

5.
THE AUSTRALIAN CENTER FOR DISEASE CONTROL.

How does our Australian Center for Disease Control compare to:

5.1 National Center for Infectious Diseases 

Centers for Disease Control and Prevention 

                
Atlanta, GA 

There does seem to be some questions to be asked.

It certainly does not appear that Australians enjoy the same standard of service.

Emerging Infectious Diseases

National Center for Infectious Diseases

Centers for Disease Control and Prevention

Atlanta, GA

The Centers for Disease Control and Prevention (CDC), located in Atlanta,Georgia, USA, is an agency of the Department of Health and Human Services. 

5.2 CDC Mission

To promote health and quality of life by preventing and controlling disease, injury, and disability

5.3.CDC Pledge

       
CDC pledges to the American people:

            . 

           To provide an environment for intellectual and personal growth and integrity. 

To base all public health decisions on the highest quality scientific data, openly and objectively derived. 

           To place the benefits to society above the benefits to the institution. 

           To treat all persons with dignity, honesty, and respect.

5.4 National Center for Infectious Diseases. 

                The mission of NCID is to prevent illness, disability, and death

                caused by infectious diseases in the United States and around

                the world. To accomplish this goal, NCID staff work in

                partnership with local and state public health officials, other

                federal agencies, medical and public health professional

                associations, infectious disease experts from academic and

                clinical practice, and international and public service

                organizations. NCID accomplishes its mission by conducting

                surveillance, epidemic investigations, epidemiologic and

                laboratory research, training, and public education programs to

                develop, evaluate, and promote prevention and control

                strategies for infectious diseases. 

5.5 Infectious Diseases

Infectious diseases are the leading cause of death worldwide, and deaths from infectious diseases in the United States have been increasing. Infectious diseases ranked third among the leading causes of death in 1992 in the United States.

However, even as some previously epidemic infectious diseases have been controlled, new diseases emerge, sometimes in drug-resistant forms.

 
Iatrogenic CJD (The American Center of Disease Control)

Virtually every case of CJD attributed to infection is iatrogenic; transmission between humans has been clearly demonstrated during neurosurgical procedures with contaminated instruments and through central nervous system tissue and extract transfer. 

Transmission occurred despite decontamination. The rate of transmission from a single contaminated instrument is unknown. In some cases the exposure occurred weeks after the instruments were used on a person with CJD. 

CJD was first reported in a recipient of a dura mater transplant in 1987; a second case was identified in 1989 in a 25-year-old man from New Zealand, who also received dura mater.

Because the same company produced dura mater for both patients, the dura mater was suspected as the source of iatrogenic CJD. 

Most dura mater cases have been associated with a 

single manufacturer whose manufacturing processes were inadequate to inactivate the prion agent. 

This, combined with pooling of the dura mater has led to the relatively large number of cases. 

Creutzfeldt-Jakob Disease: Epidemiology, Risk Factors, and Decontamination.

Etiology: The exact mode of transmission in humans is not known; however, the disease can be induced in laboratory animals by percutaneous inoculation of infective material (brain tissue or cerebral spinal fluid from an infected person). Transmission in iatrogenic cases has been associated with the use of contaminated instruments (i.e., neurosurgical instruments or stereotactic electroencephalogram or cortical electrodes used on infected brain tissue, corneal transplants, and dura mater grafts), transplantation of brain tissue, or inoculation of contaminated human pituitar hormone. 

The minimum requirements for decontamination procedures/precautions for materials

potentially contaminated with the agent causing CJD are UNKNOWN. However, several approaches have been used. These include: 

Local care of exposure sites: 

(a) Percutaneous exposure to blood, cerebrospinal fluid, or tissue (especially brain) of aninfected person should be immediately followed by irrigation of the wound with 0.5%      sodium hypochlorite (1). 

(b) Any skin contact with possibly infectious materials should be followed by washing with 1 N sodium hydroxide (2). 

(c) Any mucous membrane contact with possibly infectious materials should be followed by washing with soap and water (1,2). 

Decontamination of a patient-care device after use on patients with CJD: 

Although there is no evidence of CJD transmission via body substances (e.g., blood, urine,bronchial fluid, GI secretions), some experts recommend that when a patient-care device is contaminated with body substances it should be sterilized as follows: 

     
 A. Steam autoclave for 1 hour at 132°C. 

      
B. Immerse in 1 N sodium hydroxide for 1 hour at room temperature. 

      
C. Immerse in 0.5% sodium hypochlorite for 2 hours at room temperature. 

References: 

1.Jarvis WR. Precautions for Creutzfeldt-Jakob disease. Infect Control 1982:3;238-239. 

2.Committee on Health Care Issues, American Neurological Association. Precautions in handling tissues, fluids, and other contaminated materials from patients with documented or suspected Creutzfeldt-Jakob disease. Ann Neurology 1986:19;75-77. 

3.Brown P. Guidelines for high risk autopsy cases: special precautions for Creutzfeldt-Jakob disease 1990. Autopsy Performance and Reporting 1990. College of American Pathologist, Northfield, IL:68-74. 

5.6 Focus on Quarantine 

NCID's Division of Quarantine (DQ) originated in the late 1800s with passage of the National Quarantine Act.. 

DQ's mission has remained the same since its inception: to prevent the introduction, transmission, or spread of communicable diseases from foreign countries into the United States. 

INTRODUCTION (If these principles were appied by the Commonwealth of Australia in the 60s then we might not have the problem we have today.)

        
Etiologic agents are those microorganisms that cause disease in humans and

        
include bacteria, bacterial toxins, viruses, fungi, rickettsia, protozoans, and

        
parasites. These disease causing microorganisms may also be referred to as

        
infectious agents or infectious substances and the materials, such as body

        
fluids and tissues that contain them, are referred to as infectious materials.

        
Organisms such as mosquitoes that may transmit infectious diseases to other

        
humans are called vectors. 

        
Etiologic agents and the vectors and other materials that may contain them,

        
are recognized by the federal government and state governments as hazardous

        
materials. Infectious materials are regularly transported from one location to

        
another by common land and air carriers. Containers of infectious materials

        
must be carefully packaged to prevent breakage or leakage to avoid exposure

        
of the package handlers, transporters, and the general public to the package

        
contents. The package must be labeled with the universal biohazard sign to

        
warn package handlers of the hazardous contents. When a package of

        
infectious material is being imported into the United States it should be

        
accompanied by an importation permit. 

IMPORTATION PERMITS

        
Many etiologic agents, infectious materials or vectors containing infectious

        
agents are imported from foreign locations into the United States for domestic

        
use and study. Packages containing etiologic agents originating in these

        
foreign locations must have an importation permit issued by the United States

        
Public Health Service. 

 
FEDERAL REGULATION

        
The importation of etiologic agents is governed by the following federal

         
a.
A person may not import into the United States, nor distribute after

            
importation, any etiologic agent or any arthropod or other animal host or

            
vector of human disease, or any exotic living arthropod or other animal

            
capable of being a host or vector of human disease unless accompanied

            
by a permit issued by the Director. 

          
b.
Any import coming within the provisions of this section will not be

           
 
released from custody prior to receipt by the Port Director of U.S.

            
Customs Service of a permit issued by the Director (Centers for Disease

            
Control and Prevention). 

  
ITEMS REQUIRING PERMITS

        
Etiologic agents It is impractical to list all of the several hundred species of

       
etiologic agents. In general, an import permit is needed for any infectious

        
agent known to cause disease in man. This includes, but is not limited to,

        
bacteria, viruses, rickettsia, parasites, yeasts and molds. In some instances,

        
agents which are suspected of causing human disease also require a permit. 

        
Biological materials. Unsterilized specimens of human and animal tissue

        
(including blood), body discharges, fluids, excretions or similar material,

        
when known or suspected of being infected with disease transmissible to man

        
require a permit under these provision in order to be imported. 

6.
SAD South Australian Dementia Association

SAD
South Australian Dementia Association (Incorporation pending)  

We are pleased to announce that we are seeking expressions of interest to join a new Dementia related illness group. Email us at:

The aims are:

· Persons diagnosed with CJD or other dementia related diseases

· Persons caring for someone with the above

· Health carers providing care and for those that desire a better understanding of CJD.

· Funding for research

· Caring for the families of afflicted victims of CJD

· Meetings on a bi-monthly basis.

The aim of this group is to assist future victims that may succumb to a dementia related disease that is suspected of being CJD.  We do not wish to "re-invent the wheel" as much of the information is common to all dementia groups.

We are non professional, non political and are merely here to help.

Join us if you care.

Elements of a care plan.

Medical needs
Pediatrician
Internist
Neurological visits

Opthalmological
Ear nose and throat
Developmnent assessment
Dental neeeds

Psychological assessments
Hospitalisation
Anesthesiologist
Special needs

Lab tests
Xray
EEG's
Blood Tests

Emergency visits
Doctors
Specialists
Seizure meds

Prescribed vitamins
Special diets
Supplementary feeding
Hygeine supplies

Care whilst at home
Housekeeping
Meals
Respite care

Social services
Care on holidays
Custodial care
Staffing based on function

Recreation
Sheltered workshop
Job Coach
Care when leaving home

Physical Therapy
Speech Therapy
Occupational Therapy
Behavioral therapy

Counseling
Case management
Special equipment
Wheelchair

Therapy equipment 
Recording(computer)
Feeding equipment
Switches

Bed
Communications
Special clothing
Home modifications

Transport
Containment
Infection control
Legal











7.
Duty of Crown Prosecutor
7.1 Duty of the Crown Prosecutor.

The Crown Prosecutor represents the people of  Australia in bringing guilty parties to justice. Those people that perpetrate breaches of the Law that affect Australians both in the past and now should be brought to account to ensure that it sends a warning to others who may offend. Indeed the Department of Health's denial of any responsibility to inform the carer of risk is present day negligence by the very people employed by the Public to look after their health. Do they ever learn that they are not empowered to avoid responsibility to the taxpayer - there duty is to the taxpayer!

7.2 Introduction 

Directors of Public Prosecutions : independent and accountable

by John McKechnie QC

Director of Public Prosecutions for Western Australia 

The potential for ultimate dismemberment of the office by a government is so obvious it barely needs stating. If a government or a parliament really wishes to destroy a prosecution service, each is capable of doing so. Parliament can abolish courts. Governments can withhold funding. Ministers can decline to reappoint troublesome directors who are therefore not immune from destruction.

I will develop a theme that independence of the office is intertwined with accountability. Better systems of accountability will be rewarded with greater independence of decision.

The Western Australian experience, along with all others, indicates why an independent prosecution service should now be regarded as part of the constitutional balance in 20th century democratic Australia.

"What is the object of having a Director of Public Prosecutions? Obviously, it is to ensure a high degree of independence in the vital task of making prosecution decisions and exercising prosecution directions. Its purpose is illustrated in the present case. The court was informed that, in the prosecution of a police officer, it is now normal practice in this State for the prosecution to be ‘taken over’ from a private prosecutor or informant and conducted by the DPP . The purpose of so acting is to ensure that there is manifest independence in the conduct of the prosecution. It is to avoid the suspicion that important prosecutorial discretions will be exercised otherwise than on neutral grounds. It is to avoid the suspicion, and to answer the occasional allegation, that the prosecution may not be conducted with appropriate vigour. Analyses by law reform and other bodies have demonstrated conclusively how vital are the decisions made by prosecutors: (ALRC 15) (1980) Canberra, AGPS at 61f. Decisions to commence, not to commence or to terminate a prosecution are made independently of the courts. Yet they can have the greatest consequences for the application of the criminal law. It was to ensure that in certain cases manifest integrity and neutrality were brought to bear upon the prosecutorial decisions that the Act was passed by Parliament affording large and important powers to the DPP who, by the act, was given a very high measure of independence: cf discussion X Connor, ‘Victorian Director of Public Prosecutions’ (1994) 68 ALJR 488."

I give an instance.

There is a world of difference between a police minister standing apart and separate from decisions to charge suspected drug offenders, and the same minister requiring of a commissioner proper standards of conduct, supervision, financial accountability, and risk management procedures within a drug squad. The former is appropriate; the latter is abrogation.

A decision to prosecute or not to prosecute is at least as important to an accused person as any subsequent decision in judicial proceedings.
Yet in murder by medically acquired diseases where is the Crown Prosecutor to be found? If there is no watch dog because these matters happened all too long ago, then you can not complain if things do not go quite to plan in the future.  The future of your health is in your hands alone.

A working relationship between the media and a prosecution service is vital for the interests of justice and to maintain the independence of the prosecution service.

The public must generally be informed about the work of any government agency, including a prosecution service.

It is especially important for a prosecution service to have its work publicised.

If sentences are to have any effect of general deterrence then, self-evidently, a sentence will not generally deter unless it is well known.

Prosecutions perform other useful functions besides deterrence.

A prosecution can be the means of restoring peace within the community.

Allegations of serious misconduct will not be left to fester in secret but will be broadcast. 

The result - conviction or acquittal - is generally marked by the community as a close of the event, and respected as such.

For this reason, courts insist on open justice, and prosecution services must be responsive to the needs of the media when it seeks to report matters or to explain decisions. 

Trust is necessary before the community is prepared to allow a statutory officeholder a measure of independent judgment. The community cannot trust an officeholder if they do not know anything of the process, reasoning or factors which may influence the officeholder’s decisions.

In contrast with the openness of the judiciary, the public is suspicious and disinclined to trust those processes of government which are confidential.

Alleged victims of crime have, in the past, been neglected in the criminal justice system. Their needs and rights are very important and all prosecution services have procedures to ensure that victims are kept informed, and in some cases consulted, as to progress of an action. There are specific statutes in several jurisdictions which protect the rights of victims eg: Victims of Crimes Act 1994 (WA); Victims of Crimes Act 1994 (ACT); Crimes (Victims Assistance) Act 1992 (NT); Victims of Offences Act 1987 (NZ); Criminal Code (Victims of Crime) Act 1988 (Can).

A victim, or in some cases victims group, is, however, generally entitled to have the decision explained. 

While from my experience it is fair to say that few victims accept the reasons for discontinuing a prosecution when I explain them, almost all recognise that the Director is the person entrusted by the community with the power to act.

At the core of that independence, I believe that there must be accountability and the two factors, far from being inconsistent, are in fact complementary to the extent that independence without accountability is an illusion. Independent power is entrusted only to those who give an account of its exercise.

John McKechnie QC 

10 October 1996 
Res Ipsa Loquitor.

(The facts speak for themselves)

8 
Failure of  the Crown Prosecutor to explain why no prosecution.
Failure of  the Crown Prosecutor to explain why no prosecution.

We, as Australians have a right to know why the Crown Prosecutor has chosen not to implement proceedings in respect to the Human Pituitary Hormone Program. Families of victims of violent crimes do not have to take civil action in order to obtain justice. Why should there ever been ever any question of legal aid in determination of negligence. It should have been undertaken by the Crown Prosecutor. 

This is the Government appointed by the people to act in the interests of the people. Why should the people have to pay for proof?

Demand your rights, write to your Federal member now!

Res Ipsa Loquitor

9 
Commonwealth of Australia as a Criminal Enterprise.
Commonwealth of Australia as a Criminal Enterprise.

Many people in control or in key positions in the Commonwealth Department of Health in administering the health care for Australians and Territorians of Papua New Guinea, the Commonwealth Serum Laboratories and the Australian Human Pituitary Hormone Program were directly involved in the activities described in these pages. Their dereliction of duty, their aiding and abetting, caused, and made possible, great harm inflicted upon the Australian people.  In short it was criminal negligence.

This is paramount to organised crime with the organisations conspiring to collect pituitary glands illegally. Even today, decades later, the perpetrators seek to hide behind the confidential settlements made with victims families (five to date) without any admission of liability.  This is not a private Company, it the Government and we are the principal shareholders. The Public have the right to judge the Government on its performance and the perpetrators must be brought to account.

The Crown Prosecutor is responsible for preventing activities of this nature from openly and freely occurring regardless of the political or financial ramifications and to fail to do so is to the detriment of all Australians and future generations.

Res Ipsa Loquitor

10.
Murder by what is called Medical Research.
Murder by what is called Medical Research.

1O.1 CSL LTD

CSL Ltd are entrusted with supplying large quantities of pharmaceuticals, vaccines and injectables to the Australian public. Are  the recipients of these products produced by this Company  exposed to a low dose of TSE's from a previously known contaminated factory of the 60s and 70s? The Americans have paid $800,000,000 compensation in respect to vaccine compensation. The UK built a new production facility to contain the spread of TSEs,  and there are numerous other examples cited in the literature where no chances have been taken.

Whereas CSL Ltd claim that they are completely dissociated from the present pituitary hormone action it serves no useful purpose to ignore a request for information on how they went about decontamination and containment in respect to transmissible spongiform encephalopies(TSEs).  There is a case to answer and the public have a right to know.

CSL Ltd should suspend their operations until they respond with a sutable reply as to how they know that there is not a problem and how they cotained the spread of disease during the 60s through to the 80s.

10.2 Increasing dementia diseases

No, it's not always aluminium saucepans.

Dementia diseases have increased from the 70's and many of these diseases have the potential to have been misdiagnosed TSEs as they can only be diagnosed by autopsy. This website will attempt to explain why some of these diseases are on the increase in the World today.

The scientific world, like the Titanic, is moving in uncharted waters. It is now common place to read of recalls, medical negligence, future prospects of cloning and making body parts, slow viruses etc. In the pursuit of fame and profit the pace is set and we, the poor unsuspecting public are more and more at risk of something nasty waiting in the background victim. We all know the fate of the Titanic.

If our neighbor is wounded and later dies, the perpetrator of the crime is apprehended at any cost and prosecuted by the Crown Prosecutor. Not so with the perpetrators of the Australian Human Pituitary Hormone Program.

The Other Dementias

Alzheimer's disease is the nation's leading mind-robber-but it's not the only one. Many other conditions can cause symptoms that might be mistaken for Alzheimer's. Some rare dementing conditions, for example, Creutzfeldt-Jakob disease and Pick's disease, are less treatable than Alzheimer's and fatal within about a decade.  

Current tests and assessments for Alzheimer's are about 90 percent accurate. But this means that in approximately one case in 10, a person diagnosed with Alzheimer's disease may have something else.


Diagnosis

Alzheimer’s disease                    



Parkinson's disease

Multi-infarct dementia




Progressive dementia

Amyotrophic lateral sclerosis



Chronic encephalopathy

Hypoxic brain damage




Meningoencephalitis

Multiple sclerosis





Pick's disease

Wernicke's disease 




Epilepsy

Depression





Central pontine myelinolysis

Subdural haematoma




Psychosis

Spinocerebellar ataxia




Post-traumatic brain damage

Cerebral amyloid angiopathy



Hyperparathyroidism

Intoxication





Huntington's disease

B cell lymphoma





Hashimoto's disease

Paraneoplastic syndrome

Mistakes like de Kooning's original Alzheimer's misdiagnosis are much less, Iikely today because during the last 20 years, diagnosis of Alzheimer's disease has improved considerably. 

But misdiagnosis is still possible which is why anyone concerned that a loved one might have Alzheimer's should become familiar with the other causes of dementia, many of which can be successfully treated.

Are many of these a consequence of contaminated products produced at CSL.

There are other Australian Instituions at the same time handling contaminated specimens and for further information refer to the Gajdusek files in the Melbourne archives.

11.
Victims of crime.

Victims of crime.

This is opinion only providing the basis to insist on prosecution of the guilty parties by the Crown Prosecutor. You need to do your own further research and the Government is going to resist the charge of criminal negligence even though:

Res Ipsa Loquitor.

(The facts speak for themselves)

What are my rights as a victim in the criminal trial process?

Offences against Person. Criminal negligence.

If you are concerned for any reason about this matter concerning you as a recipient becoming public knowledge, you can ask the Crown Prosecutor, at the beginning of the preliminary inquiry or trial, to apply for an order to prohibit the media from publishing or broadcasting your name or any other information that might disclose your identity. It is up to the judge to decide whether the order is granted.

Details of your health history cannot be used at the trial to suggest that you should not be believed when you say that you were treated unlawfully with a  product that was illegally administered to you and without your consent. If you go onto develop neurological symptoms, typical or atypical of CJD then you are entitled to compensation.

However, notes taken by yourself (diary entries), treating doctor or hospital centre particularly in regard to establishing treatment may be useful for the Prosecutor to prosecute the accused, if he can establish that these notes are likely to be relevant to the case. They will be relevant if the information you gave is different from the evidence given at court by the Defendants or there is any suggestion that you were influenced to make the accusation against the Defendants. (The Department initially informed Margaret Bansemer that she was "off the program").

If the doctors or institutions have destroyed these notes, and it was found by the court that the notes were likely to be relevant, the case against the Defendants may be dropped (because the Defendants has not had an opportunity to fully defend their position). The fact that you as a Plaintiff are on the mailing list as having been identified as a recipient of an unlawful product is sufficient.

If you are concerned for any reason about this matter in regard to your personal circumstances becoming public knowledge you can ask the Crown Prosecutor, at the beginning of the preliminary inquiry or trial, to apply for an order to prohibit the media from publishing or broadcasting your name or any other information that might disclose your identity. It is up to the judge to decide whether the order is granted.

The trial may not take place for some time, often years, after the offence, so victim can make a videotape at any time disclosing the incident within a reasonable time after the offence. This video will be admissible as evidence at trial if it is consistent with the evidence given by the victim at trial.  Again most recipients, being treated with an unlawful substance, have been informed of their exposure to criminal negligence through the various enquiries.

It is clear that from the evidence presented on this web site that you are a Victim of Crime.

Victims of Crime are entitled to compensation.

Res Ipsa Loquitor

 12.
How to defend yourself for damages less that $5000. The Civil Court.  

You might ask what is this section doing here. If you are a future victim of CJD you are not going to get much satisfaction from the Government or the Government financed support group. You will need to look after yourself in the best way you can.

How to defend yourself for damages less that $5000. The Civil Court.
12.1 NEGLIGENCE

The following article is excerpted from West's Encyclopedia of American Law. (Ordering information here.)

Conduct that falls below the standards of behavior established by law for the protection of others against unreasonable risk of harm. A person has acted negligently if he or she has departed from the conduct expected of a reasonably prudent person acting under similar circumstances. Negligence is also the name of a cause of action in the law of torts. To establish negligence, a plaintiff must prove that the defendant had a duty to the plaintiff, the defendant breached that duty by failing to conform to the required standard of conduct, the defendant's negligent conduct was the cause of the harm to the plaintiff, and the plaintiff was, in fact, harmed or damaged.

The concept of negligence developed under English law. Although English common law had long imposed liability for the wrongful acts of others, negligence did not emerge as an independent cause of action until the eighteenth century. Another important concept emerged at that time: legal liability for a failure to act. Originally liability for failing to act was imposed on those who undertook to perform some service and breached a promise to exercise care or skill in performing that service. Gradually the law began to imply a promise to exercise care or skill in the performance of certain services. This promise to exercise care, whether express or implied, formed the origins of the modern concept of "duty." For example, innkeepers were said to have a duty to protect the safety and security of their guests.

The concept of negligence passed from Great Britain to the United States as each state (except Louisiana) adopted the common law of Great Britain (Louisiana adopted the civil law of France). Although there have been important developments in negligence law, the basic concepts have remained the same since the eighteenth century. Today negligence is by far the widest-ranging tort, encompassing virtually all unintentional, wrongful conduct that injures others. One of the most important concepts in negligence law is the "reasonable person," which provides the standard by which a person's conduct is judged.

The Reasonable Person 

A person has acted negligently if he or she has departed from the conduct expected of a reasonably prudent person acting under similar circumstances. The hypothetical reasonable person provides an objective by which the conduct of others is judged. In law, the reasonable person is not an average person or a typical person but a composite of the community's judgment as to how the typical community member should behave in situations that might pose a threat of harm to the public. Even though the majority of people in the community may behave in a certain way, that does not establish the standard of conduct of the reasonable person. For example, a majority of people in a community may jaywalk, but jaywalking might still fall below the community's standards of safe conduct.

The concept of the reasonable person distinguishes negligence from intentional torts such as assault and battery. To prove an intentional tort, the plaintiff seeks to establish that the defendant deliberately acted to injure the plaintiff. In a negligence suit, however, the plaintiff seeks to establish that the failure of the defendant to act as a reasonable person would have acted caused the plaintiff's injury. An intoxicated driver who accidentally injures a pedestrian may not have intended to cause the pedestrian's injury. But because a reasonable person would not drive while intoxicated because it creates an unreasonable risk of harm to pedestrians and other drivers, an intoxicated driver may be held liable to an injured plaintiff for negligence despite his lack of intent to injure the plaintiff.

The law considers a variety of factors in determining whether a person has acted as the hypothetical reasonable person would have acted in a similar situation. These factors include the knowledge, experience, and perception of the person, the activity the person is engaging in, the physical characteristics of the person, and the circumstances surrounding the person's actions.

Knowledge, Experience and Perception

The law takes into account a person's knowledge, experience, and perceptions in determining whether the person has acted as a reasonable person would have acted in the same circumstances. Conduct must be judged in light of a person's actual knowledge and observations, because the reasonable person always takes this into account. Thus, if a driver sees another car approaching at night without lights, the driver must act reasonably to avoid an accident, even though the driver would not have been negligent in failing to see the other car.

In addition to actual knowledge, the law also considers most people to have the same knowledge, experience, and ability to perceive as the hypothetical reasonable person. In the absence of unusual circumstances, a person must see what is clearly visible and hear what is clearly audible. Therefore, a driver of a car hit by a train at an unobstructed railroad crossing cannot claim that she was not negligent because she did not see or hear the train, because a reasonable person would have seen or heard the train.

Also, a person cannot deny personal knowledge of basic facts commonly known in the community. The reasonable person knows that ice is slippery, that live wires are dangerous, that alcohol impairs driving ability, and that children might run into the street when they are playing. To act as a reasonable person, an individual must even take into account his or her lack of knowledge of some situations, such as when walking down a dark, unfamiliar corridor.

Finally, a person who undertakes a particular activity is ordinarily considered to have the knowledge common to others who engage in that activity. A motorist must know the rules of road and a product manufacturer must know the characteristics and dangers of its product, at least to the extent they are generally known in the industry.

Special Skills 

If a person engages in an activity requiring special skills, education, training, or experience, such as piloting an airplane, the standard by which his or her conduct is measured is the conduct of a reasonably skilled, competent, and experienced person who is a qualified member of the group authorized to engage in that activity. In other words, the hypothetical reasonable person is a skilled, competent, and experienced person who engages in the same activity. Often persons practicing these special skills must be licensed, such as physicians, lawyers, architects, barbers, pilots, and drivers. Anyone who performs these special skills, whether qualified or not, is held to the standards of conduct of those properly qualified to do so, because the public relies on the special expertise of those who engage in such activities. Thus, an unlicensed driver who takes his friends for a joyride is held to the standard of conduct of an experienced, licensed driver.

The law does not make a special allowance for beginners with regard to special skills. The learner, beginner, or trainee in a special skill is held to the standard of conduct of persons who are reasonably skilled and experienced in the activity. Sometimes the beginner is held to a standard he or she cannot meet. For example, a first-time driver clearly does not possess the experience and skill of an experienced driver. Although it seems unfair to hold the beginner to the standards of the more experienced person, this standard protects the general public from the risk of a beginner's lack of competence, because the community is usually defenseless to guard against such risks.

Physical Characteristics 

The law takes a person's physical characteristics into account in determining whether that person's conduct is negligent. Whether a person's conduct is reasonable, and therefore not negligent, is measured against a reasonably prudent person with the same physical characteristics. There are two reasons for taking physical characteristics into account. A physically impaired individual cannot be expected to conform to a standard of conduct that would be physically impossible for her to meet. On the other hand, a physically handicapped person must act reasonably in light of her handicap, and she may be negligent in taking a risk that is unreasonable in light of her known physical limitations. Thus, it would be negligent for a blind person to drive an automobile.

Mental Capacity 

Although a person's physical characteristics are taken into account in determining negligence, the person's mental capacity is generally ignored and does not excuse the person from acting according to the reasonable person standard. The fact that an individual is lacking in intelligence, judgment, memory, or emotional stability does not excuse the person's failure to act as a reasonably prudent person would have acted under the same circumstances. For example, a person who causes a forest fire by failing to extinguish his campfire cannot claim that he was not negligent because he lacked the intelligence, judgment, or experience to appreciate the risk of an untended campfire.

Similarly, evidence of voluntary intoxication will not excuse conduct that is otherwise negligent. Although intoxication affects a person's judgment, voluntary intoxication will not excuse negligent conduct, because it is the person's conduct, not his or her mental condition, that determines negligence. In some cases a person's intoxication is relevant to determining whether his or her conduct is negligent, however, because undertaking certain activities, such as driving, while intoxicated poses a danger to others.

Emergencies.

In some circumstances failure to anticipate an emergency (EPIDEMIC) may constitute negligence. The reasonable person anticipates, and takes precautions against, foreseeable emergencies. For example, the owner of a theater must consider the possibility of a fire, and the owner of a swimming pool must consider the possibility of a swimmer drowning. Failure to guard against such emergencies can constitute negligence.

Also, a person can be negligent in causing an emergency (EPIDEMIC), even if he or she acts reasonably during the emergency. A theater owner whose negligence causes a fire, for instance, would be liable for the injuries to the patrons, even if she saved lives during the fire.

Conduct of Others 

Finally, the reasonable person takes into account the conduct of others and regulates his or her own conduct accordingly. A reasonable person must even foresee the unlawful or negligent conduct of others if the situation warrants. Thus, a person may be found negligent for leaving a car unlocked with the keys in the ignition because of the foreseeable risk of theft, or for failing to slow down in the vicinity of a school yard where children might negligently run into the street.

Proof of Negligence 

In a negligence suit, the plaintiff has the burden of proving that the defendant did not act as a reasonable person would have acted under the circumstances. The court will instruct the jury as to the standard of conduct required of the defendant. For example, a defendant sued for negligent driving is judged according to how a reasonable person would have driven in the same circumstances. A plaintiff has a variety of means of proving that a defendant did not act as the hypothetical reasonable person would have acted. The plaintiff can show that the defendant violated a statute designed to protect against the type of injury that occurred to the plaintiff. Also, a plaintiff might introduce expert witnesses, evidence of a customary practice, or circumstantial evidence.

Statutes 

Federal and state statutes, municipal ordinances, and administrative regulations regulate all kinds of conduct and frequently impose standards of conduct to be observed. For example, the law prohibits driving through a red traffic light at an intersection. A plaintiff injured by a defendant who ignored a red light can introduce the defendant's violation of the statute as evidence that the defendant acted negligently. However, a plaintiff's evidence that the defendant violated a statute does not always establish that the defendant acted unreasonably. The statute that was violated must have been intended to protect against the particular hazard or type of harm that caused injury to the plaintiff.

Sometimes physical circumstances beyond a person's control can excuse the violation of a statute, such as when the headlights of a vehicle suddenly fail, or when a driver swerves into oncoming traffic to avoid a child who darted into the street. To excuse the violation, the defendant must establish that, in failing to comply with the statute, he or she acted as a reasonable person would have acted.

In many jurisdictions the violation of a statute, regulation, or ordinance enacted to protect against the harm that resulted to the plaintiff is considered "negligence per se." Unless the defendant presents evidence excusing the violation of the statute, the defendant's negligence is conclusively established. In some jurisdictions a defendant's violation of a statute is merely evidence that the defendant acted negligently.

Experts 

Often a plaintiff will need an expert witness to establish that the defendant did not adhere to the conduct expected of a reasonably prudent person in the defendant's circumstances. A juror may be unable to determine from his own experience, for example, if the medicine prescribed by a physician was reasonably appropriate for a patient's illness. Experts may provide the jury with information beyond the common knowledge of jurors, such as scientific theories, data, tests, and experiments. Also, in cases involving professionals such as physicians, experts establish the standard of care expected of the professional. In the above example, the patient might have a physician offer expert testimony regarding the medication that a reasonably prudent physician would have prescribed for the patient's illness.

Custom 

Evidence of the usual and customary conduct or practice of others under similar circumstances can be admitted to establish the proper standard of reasonable conduct. Like the evidence provided by expert witnesses, evidence of custom and habit is usually used in cases where the nature of the alleged negligence is beyond the common knowledge of the jurors. Often such evidence is presented in cases alleging negligence in some business activity. For example, a plaintiff suing the manufacturer of a punch press that injured her might present evidence that all other manufacturers of punch presses incorporate a certain safety device that would have prevented the injury.

A plaintiff's evidence of conformity or nonconformity with a customary practice does not establish whether the defendant was negligent; the jury decides whether a reasonably prudent person would have done more or less than is customary.

Circumstantial Evidence 

Sometimes a plaintiff has no direct evidence of how the defendant acted and must attempt to prove his or her case through circumstantial evidence. Of course, any fact in a lawsuit may be proved by circumstantial evidence. Skid marks can establish the speed a car was traveling prior to a collision, a person's appearance can circumstantially prove his or her age, etc. Sometimes a plaintiff in a negligence lawsuit must prove his or her entire case by circumstantial evidence. Suppose a plaintiff's shoulder is severely injured during an operation to remove his tonsils. The plaintiff, who was unconscious during the operation, sues the doctor in charge of the operation for negligence, even though he has no idea how the injury actually occurred. The doctor refuses to say how the injury occurred, so the plaintiff will have to prove his case by circumstantial evidence.

In cases such as this, the doctrine of res ipsa loquitur ("the thing speaks for itself") is invoked. Res ipsa loquitor allows a plaintiff to prove negligence on the theory that his or her injury could not have occurred in the absence of the defendant's negligence. The plaintiff must establish that the injury was caused by an instrumentality or condition that was under the defendant's exclusive management or control and that the plaintiff's injury would not have occurred if the defendant had acted with reasonable care. 

12.2 Civil Actions

BASIC INFORMATION

A civil action is begun by means of a document known as an originating process. The most common example of an originating process is a writ of summons. This has to be filed in the appropriate court by the party making a claim ("the plaintiff") and served on the party against whom the claim is made ("the defendant").

After a civil action has been begun, it usually goes through various interlocutory proceedings before the trial actually takes

place. Examples of common interlocutory proceedings are:

    discovery, that is, a process in which the parties have to disclose to each other the    documents in their possession,

    custody or power which are relevant to the matter in dispute between them; 

    amendment of the various documents filed in relation to the matter in dispute; and 

    summary judgement, that is, where the plaintiff successfully applies for judgement without    trial on the ground that the

    defendant has no real defence to his claim. 

Parties to a civil action can choose to act through lawyers or in person. Any party who does not have the financial means to

pursue or defend a claim can apply to the legal Aid Bureau. The legal Aid Bureau is located at 1 Colombo Court #03-01, Singapore 179742. Applicants need to pass a Means Test before legal aid can be granted to them.

SUPREME COURT:

High Court

The High Court has jurisdiction to hear and try any civil matter ("original civil jurisdiction"), although it will generally deal

with matters where the value of the subject matter of the claim is more than $100,000. The following matters are also dealt

with by the High Court:

    admiralty matters; 

    company winding-up proceedings; 

    bankruptcy proceedings; and 

    petitions for the admission of advocates and solicitors. 

In addition, the High Court is empowered to hear civil appeals from District Courts, Magistrates' Courts and Small Claims

Tribunals ("appellate civil jurisdiction"). The decision of the High Court on appeal from the order or judgement of a Small Claims Tribunal is final and may not be appealed against.

The High Court has no jurisdiction to hear and try any civil proceeding which comes within the jurisdiction of the Syariah

Court constituted under the Administration of Muslim Law Act.

12.3 Australian Product Liability Law.

A secondary issue in regard to the manufactured product. CSL were manufacturing a commercial product for sale to the Australian public via the medical profession.

OVERVIEW OF A TYPICAL PRODUCT LIABILITY ACTION

Set out below is an overview of the procedural steps involved in a typical product liability action in the Supreme Court of New SouthWales.

Although the procedural steps vary slightly between the various State Supreme Courts and the Australian Federal Court, there are few differences of substance.

The commencement of  Proceedings will be commenced by Statement of Claim. This is a document setting out the material facts upon which the plaintiff alleges gives rise to the cause or causes of action on which he or she will rely, particulars of the nature and extent of the plaintiff's injuries or other loss and the relief being sought. Australian courts have jurisdiction over persons and corporations

resident or carrying on business in Australia.  After service of the Statement of Claim, the defendant has a comparatively short period of time, 14-28 days depending upon the circumstances, to either file an Appearance, and thereby submit to the jurisdiction of the Court, or take some other step to have service of the Statement of Claim set aside. Failure to pursue one of these courses may result in the entry of a default judgment by the plaintiff.

Any motions for Summary Judgment or to strike out the Statement of Claim would be filed at this time.

Defence

Prior to filing a document setting out the defendant's grounds of defence, it is generally necessary to make a request for further and better particulars of the plaintiff's claim. This is done by way of letters passing between the parties' lawyers. In a product liability claim, the defendant will inevitably seek extensive particulars from the plaintiff both in relation to the factual circumstances giving rise to the claim and the loss and damage allegedly suffered by the plaintiff. Particularization of the plaintiff's claim is important as, if done properly, it can substantially reduce the length of any ultimate trial and minimize the plaintiff's ability to ambush the defendant during its course.

The Defence will generally address the matters pleaded in the Statement of Claim on a paragraph by paragraph basis. The defendant is obliged to plead in its defence the real issues upon which reliance is to be placed at trial. In addition to answering the allegations contained in the Statement of Claim, any affirmative defence, voluntary assumption of risk, contributory negligence or the like, must be specifically pleaded in the Defence.

It is at this point in the proceedings that a defendant would, if necessary, file any Cross-Claim against the plaintiff.. Once filed, a Cross-Claim generally proceeds in a similar manner to the original proceedings.

Discovery

Once the pleadings have been completed, both plaintiff and defendant may be obliged to give discovery of documents. Whilst discovery is not available as of right in claims for damages

arising out of bodily injury, it will generally be granted by the Court in product liability proceedings where the plaintiff satisfies the Court it is necessary.

A party who is obliged to give discovery must prepare a List of Documents enumerating every document which it has, or has had at some time in the past, in its possession, custody or control that is relevant to the matters in issue. This is a broad test which is interpreted liberally. As a consequence, the discovery process, particularly for a defendant, can be particularly onerous. The List of Documents must also include any documents for which a claim for privilege, for example legal professional privilege (attorney work product), is claimed. The List of Documents will usually be verified by either the party or, in the case of a corporation, by an officer of the corporation.

Upon completion, the Lists of Documents are exchanged and the parties are entitled to inspect their opponents' documents. All documents must be produced for inspection and, if desired, copied, save for those in relation to which a claim for privilege has been advanced.

Interrogatories

Australian law does not provide for the taking of depositions prior to trial, save in certain limited circumstances. However, the parties may interrogate each other by way of written Interrogatories. Like Discovery, leave of the Court is required in bodily injury claims.

Considerable restriction has been imposed upon the extent of Interrogatories.

A party is entitled to interrogate its opponent as to facts which tend to support its own case or impeach the case of the opponent. Interrogatories are not, however, limited to matters which are directly in issue and may extend to other matters which are relevant to some question in issue between the parties. The answers to the Interrogatories must be verified by affidavit and may be tendered at trial in whole or in part.

Medical examinations

In cases where the plaintiff alleges that he or she has suffered bodily injury, the defendant is entitled to have the plaintiff medically examined by an appropriate medical expert of its choice. (In the present case the defendant has accepted the diagnosis of the consulting neurologists, referred to the Plaintiff by the treating physician). The results of the medical examination are confidential to the defendant, unless it chooses to use the material at trial. However, the plaintiff can require his or her own medical expert to be present at the examination.

The trial

At the present time, there exist considerable delays between the time when a matter is ready to proceed to trial and the actual commencement of that trial. An expedited hearing will only be granted in exceptional circumstances. The length of the delay varies from State to State and, in most cases, intense efforts are being made to reduce the length of the delay. Trial by jury is not automatic in civil actions, but either party can requisition a jury in some cases. Jury trials are becoming less common in long, complex civil actions.

In the period prior to a matter being set down for trial, the parties will generally come before a judicial officer on a number of occasions to confirm that the matter is ready to proceed and explore any possibilities of settlement. Expert witness reports to be relied on at trial must be served on the other party and frequently directions are made concerning these reports by the judicial officer.

The trial, and indeed any subsequent appeal, will be conducted orally to a very great extent. There is, however, an increasing tendency for the courts to make orders that the evidence-in-chief of witnesses, and in particular expert witnesses, be prepared in writing and exchanged prior to the commencement of the trial.

Where written statements of evidence-in-chief have been exchanged prior to the trial, the statement will be tendered, any minor additions or modifications addressed orally, and the witness turned over for cross-examination. In Australian courts, a witness may be cross-examined at large and without restriction as to time. As a consequence, it is possible to address a witness's evidence in minute detail during the cross-examination.

The admissibility of any evidence subject to objection is determined during the course of the trial rather than by way of pre-trial motion. In addition to oral evidence, documents produced on subpoena may be tendered as part of a party's case. At the conclusion of the evidence, the Court will hear closing arguments which address both questions of fact and law. Where the matter is being heard by a jury, the judge presiding at the trial will address the jury at the conclusion of the parties' submissions, summarizing the evidence and directing them as to the law. It is then for the jury to make such findings of fact as may be appropriate and, if necessary, assess the quantum of damages.

Appeal

Any party which is dissatisfied with the outcome of the trial, whether it be heard by judge and jury or judge sitting alone, may appeal to the Court of Appeal. The appeal will be heard by a bench of three judges of the Court of Appeal.

The appeal proceedings are conducted orally, although "skeleton" outlines of each party's argument are exchanged shortly prior to the hearing of the appeal. Although appeals will generally turn on questions of law, it is not uncommon for parts of the evidence used at trial to be reviewed during the course of the appeal. As a consequence, the hearing of an appeal in a complex matter may continue over a number of days or even weeks.

A party dissatisfied with the decision of the Court of Appeal may seek leave to appeal to the High Court of Australia - the country's ultimate Court of Appeal. Appeals to the High Court of Australia are, essentially, restricted to questions of law. A party is not entitled to appeal to the High Court as of right, but first must convince the Court that there is a significant question to be determined before leave will be granted.

13.
The Forms needed to make a small claim in the Adelaide Magistrates Court:

                                                    SOUTH AUSTRALIA                                        Form No. 3

MAGISTRATES COURT (CIVIL DIVISION)

MINOR CIVIL ACTION ‑ CLAIM

Trial Court:   Adelaide

Address:        Angas Street, Adelaide.

Telephone: (08) 8204 2444
Fax No.:

Amount Claimed (if any)      :
$   







Court Fee on Filing

$      




  Action No:

Set‑vice and Other Fee

$

Solicitor's Fee


$

TOTAL CLAIMED

$………………………
TYPE OF CLAIM (tick):

(Debt     (Motor Vehicle Property          (Personal Injury Motor Vehicle            (Defacto relationship

(Corporations Law              (Other Personal Injury Building         (Other:
METHOD OF SERVICE (tick).‑,

Registrar  (
Sheriff (
Plaintiff s Solicitor  (
Party (
PLAINTIFF/S:

Full Name: 

Address:    

Registered Office, if Body Corporate:

Telephone No.
Fax No  
DX No.:

Solicitor for Plaintiff/s (A solicitor is not required. The solicitor cannot appear at the trial):

Name: 

Address:

Telephone No.:
Fax No.:
DX No.

DEFENDANTS:

Full Name/s (if known).
Address/es: 
Registered Office, if Body Corporate:

Telephone No.:
Fax No.:
DX No.:

DEFENDANT/S ‑ If you have a defence or counterclaim, you must, within 21 days from receiving this claim, go to your nearest court and file a defence and/or counterclaim.

** TAKE THIS FORM WITH YOU**

If you do nothing, the plaintiff may get judgment against you.

If you consent to judgment, please sign and return this form to the Trial Court (address above).

I,……………………………………………………………………………... 
consent to judgment for the total claimed.

Date:      /        / 98
Signature: ....…………………………………………..





(Defendant/s)

PARTICULARS: State what you want from the Court. Briefly state the date, place and circumstances from which the claim


arose. Where the claim is for damages the amount claimed for each head of damages must be given (e.g. an amount for pain and suffering or economic loss etc.). The plaintiff or his/her solicitor must sign and date each page.

Date:      /       / 98                                                                  Signature:………………………………………………….

AFFIDAVIT OF PROOF OF SERVICE

1








of

Occupation:

MAKE OATH AND SAY that ‑

I.    I did on the
             day of
             19

      between the hours of
              and

      duly serve the within named Defendant
                                                                with this claim.

      (TICK THE APPROPRIATE BOX)

(1)
By personal service on the person.

            (2)    By service on the solicitor acting for the person.

            (3)    By leaving it for the person at the address of the place of dwelling or business of the person

with someone apparently above the age of 14 years.

(4)
By depositing it for the person at the DX addressed to the DX number of the person or solicitor acting for the person.

(5)
By leaving it at the registered office of the body corporate or by sending it by prepaid to the registered office of the body corporate.

(6)
By sending it by prepaid post addressed to the strata corporation at its site or its post office box.

(7)
By Fax directed to the Fax number of the person or the solicitor acting for the person during normal business hours on a business day.

(8)
By service on one partner or at the principal place of business of the firm.

(9)
By

(here describe any other authorised means of service).

II.
I served the person at (State the address, DX number, Fax number etc).

III.       I necessarily made
trips and travelled
kilometres for the purpose of effecting the service.

SIGNED

SWORN before me at

the
day of
19

Person authorised to take Affidavits (e.g. Justice of the Peace).

14.
ELIGIBILITY
ELIGIBILITY TO THE TRUST FUND.

Department of Health and Family Services

'HPH Newsletter' September 1997

PROBABLE NEW CASE OF IATROGENIC CJD

The National Pituitary Hormone Advisory Council (NPHAC) wishes to advise readers of HPH News that a former recipient of pituitary hormones has developed a neurological condition for which no definitive cause has been found. On the basis that the woman was concerned was treated under the AHPHP, CJD must be considered high on the list of probable causes.

The woman concerned is under the care of a neurologist. An independent panel of experts has considered clinical records and has stated that further evidence would be required before a definitive diagnosis could be made.
Assistance to the family has already commenced.

A claim under the compensation settlement scheme , which was extended to all former recipients in May, 1997, has also been received. The Commonwealth is currently processing this claim.

From information provided to the Department, it is believed that the former recipient of pituitary hormone was treated with hPG sometime between 1968 and 1971. These documents also indicate that batch 003-2 was used in treatment.

As the below documents will demonstrate a definitive diagnosis is not possible at present.

COMMONWEALTH OF AUSTRALIA

Mr Dale Boucher

The Australian Government Solicitor

ltobert Garran Offices

National Circuit

BARTON ACT 2600

Dear Mr Boucher

CREUTZFELDT - JAKOB DISEASE... CLAIM BY MARGARET BANSEMER

1 refer to the settlement negotiations currently taking place in relation to the claim by Margaret Banserner.

Prior to the initial settlement offer to Mrs Banserner, Professor Masters assessed the possibility of Mrs Bansemer having CID as greater than 50%. Professor Masters has today informed me that he currently assesses that possibility as 30 to 40%. 1 concur with that assessment. A conclusive diagnosis of CID is not medically pollible pre-mortern. There is no doubt In my mind that there is a very real possibility that Mrs Banserner has contracted Cl D.

Having regard to all the circumstances of this case, including the reasonable possibility that Mrs Banserner has CID, 1 consider that it is appropriate to proceed to settle this claim on the basis of a diagnosis of CJD for the purposes of the settlement deed.

Yours sincerely

Professor ludith A. Whitworth Chief Medical Officer

10 October 1997

****************************************

July 16,1997

Mr Geoff MeDonald

Senior Government Solicitor

Australian Government Solicitor

GPO Box 2853AA

MELBOURNE VIC 3001

Dear Geoff

Re., Mrs Margaret Bansemer

1 have been advised by Dr H Waddy (Consultant Neurologist, Royal Adelaide Hospital) that both she and Dr Don Burrow, (Senior Consultant Neurologist, RAH) have considered the clinical features of Mrs Banserner's illness and consider the differential diagnosis to be:

1
Atypical Alzheirner's disease

2 Creutzfeldt-jakob disease

Dr Steve Collins, and I have reviewed the discharge summary (dated 14/7/97) frorn the RAH, and have formed the opinion that there is a greater than 50% chance that the illness will evolve into that typical of Creutzfeldt-lakob disease.

If you require ftnther clarification, please let me know.

Sincerely

Colin L Masters

Professor and Head

Department of Pathology

The University of Melbourne Parkville, VIC 3052 Australia
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Settlement in the Supreme court.

Settlement in the Supreme Court.

PHONE: (03) 9603 9390




ADDRESS ALL CORRESPONDENCE TO:

               OR (DIRECT)…………………………

SENIOR MASTER'S OFFICE

FAX:      (03) 9603 9388




(FUNDS IN COURT)








SUPREME COURT

Our Ref:………………….




210 WILLIAM STREET

Your Ref:…………………



MELBOURNE.  30000

SENIOR MASTER'S OFFICE

(FUNDS IN COURT)

BENEFICIARY'S COPY


Dear Sir/Madam,

Your solicitors have been requested to forward this copy for your information. Pleasen keep it in a safe place for future reference. If you have any enquiries or if any of the information contained herein is incorrect, please contact this office and quote the Account Number: XYZ.

IF THE BENEFICIARY HAS IMMEDIATE NEEDS, OR YOU WISH TO DISCUSS THE FUTURE USE OF THE FUND PLEASE CONTACT THIS OFFICE ON (03) 9603 9390

CERTIFICATE OF MONEY RECEIVED BY THE SENIOR MASTER.

Payment into the Court has been received by the Senior Master in accordance with the details shown below.

Type of Payment into Court:


PERSONAL INJURY

Court Action Number:


97/6995
Action Title:
BANSEMER, MARGARET ANNE - and-CSL LTD and COMMONWEALTH OF AUSTRALIA

Date of Last Receipt:



12/11/1997

Amount Received:



$XXXXXX

File Number:




XXXXXXX
Common Fund Number:


2
Account Number:



XXXXXXX
Interest Rate Applicable:


As Fixed by the Senior Master.

BENEFICIARY DETAILS.

Invested in the name of 


BANSEMER, Margaret Anne
Date or Birth:




1941

Eligible for Payment - out:


UPON FURTHER ORDER.








………………………………..








(SENIOR MASTER'S CLERK)

16.
THE TRUST FUND
   HUMAN PITUITARY HORMONES TRUST ACCOUNT MANAGEMENT AND

    ADMINISTRATION GUIDELINES

    Establishment

The Human Pituitary Hormones Trust Account has been established within the  Commonwealth Public Account in accordance with Section 62A of the Audit Act.

A total of $5m has been placed within a Group 3 Trust Account by the Department of Finance as part of Appropriation Bill 1, item 28920014.

    Purpose

To provide funding for grants and other payments for: the provision of ongoing counselling and support services for people treated with human pituitary hormones and their families; and medical and other care costs in the event of a person contracting Creutzfeldt-Jakob Disease (CJD) as a result of human pituitary hormone treatment in Australia.

    Delegate

All payments made from the Trust must be authorised by the delegate of the Minister for Health and Family Services, currently the Head of the National Centre for Disease Control.

    MEDICAL AND OTHER CARE COSTS

The Human Pituitary Hormones Trust Account provides for medical, hospital, childcare, livein home care, community nursing and other care in the event of another human pituitary hormone recipient contracting Creutzfeldt-Jakob Disease (CJD). Funeral charges and associated costs may also be met from this provision of the Trust. 

    Eligibility

Access to financial assistance from the medical and other care component of the Trust will depend upon the provision of documented medical evidence provided by a neurologist to support the claim that a person who received human pituitary derived hormones in Australia has been clinically diagnosed as suffering from CJD. The neurologist's report will be referred to an independent panel approved by the Department of Health and Family Services for a second opinion and confirmation.  (of the diagnosis by the neurologists)

Once confirmation is given that CJD is the most probable diagnosis, or if CJD is confirmed at autopsy, payments will be back dated to the date of the initial onset of the illness as determined by independent medical experts in this field.

    A claim for assistance under this section of the Trust would be satisfactorily supported by:

    (i) treatment records held on departmental files; or

written advice from the original treating doctor that the person did receive this treatment based on the doctor's clinical records or other documentary evidence establishing that the treatment was administered;

        or

written advice from a doctor involved with the research use of the  hormones that the person received hPG or hGH treatment under the research provision of the National Health Act 1953 based on the treating

        
doctor's clinical records; and

(ii) a neurologist's report and other supporting medical opinion that the person is assessed as exhibiting the symptoms of CJD and is in his/her opinion suffering from CJD; and

(iii) assessment and confirmation of the referring neurologist's report by the registered neurologist who is currently a member of the Scientific Research Subcommittee of the National Pituitary Hormones Advisory Council or a nominee

in his/her absence. If that person is not part of the Creutzfeldt-Jakob Disease Case Registry, the report shall be further confirmed by a member of the Creutzfeldt-Jakob Disease Case Registry; and

(iv) copies of invoices and medical bills and statement of claims made through Medicare and/or private health insurance.

    Payments

    Assistance will be offered to: 

        if appropriate, the hormone recipient; or 

next of kin or other nominated person if the recipient is in the advanced stages  of CJD or otherwise incapacitated and meets the conditions outlined under eligibility. 

Claims/invoices from the approved recipient, next of kin or nominated person, hospital, institution or service provider will be processed: 

to reimburse the claimant for `out of pocket' medical/other expenses once CJD is diagnosed as the most likely cause of the illness; 

        to cover the cost of treatment/care in public or private hospitals/institutions; 

       for home/child care and other care costs; and 

       for costs associated with funeral arrangements. 

All such claims must be accompanied with supporting documentation, either a receipt if the claimant has already paid the account or an account from the hospital/institution or organisation.

    The claimant will be reimbursed for the full amount charged by the  hospital/institution.

    The claimant will be reimbursed for costs associated with home nursing, doctor's visits and 

    home  maintenance (cleaning, lawn mowing etc.).

    The claimant will be reimbursed for the full amount of full or part-time child care.

If the claimant is eligible to apply for other Commonwealth benefits such as child care relief payments then the Trust  will only allow payment of the difference between the benefits entitled and the actual cost of the service.

Advance payments will only be approved under exceptional circumstances. Such exceptional circumstances would be or similar to the situation where an institution or organisation will not provide a service unless prior payment has been arranged, and again only after the independent panel opinion is that CJD is the most likely cause of the illness.

    COMPENSATION

Persons provided with assistance from the Trust may still pursue claims through the Courts if they so choose. However, the Commonwealth will reduce any payment for which it may become liable by an amount equal to the amounts paid or an amount equivalent to the value of either goods or services provided under the Trust where

    this would prevent the receipt of payment twice for the same service.

Payment of damages awarded by a Court (other than amounts "off set" as described  above) will be paid from the Department's Compensation and Legal appropriation. 

17.
Action No 98.6799 Adelaide Magistrates Court.
17.1  Purpose.

The purpose of this action is to seek a satisfactory reponse to the request that we asked of Government to explain why these costs would not be a valid charge against the Trust Fund. They refused to give any explanation other than that they say that we are not entiltled to it. That is it, no further discussion.  Its not the money as it has cost more that $2000 in time!

Action No 98.6799 Adelaide Magistrates Court
THE ACTION:

CIVIL COURT ACTIONS BY THE PLAINTIFF.

IN THE ADELAIDE MAGISTRATES COURT

BETWEEN: 98 6799

Plaintiff, Margaret Bansemer

and 

CSL LIMITED and  COMMONWEALTH OF AUSTRALIA Defendant

Definitions

A. "the plaintiff" means Margaret Bansemer

B. "the defendants" means CSL Ltd. and the Commonwealth of Australia.

C. "the proceeding" means action no: 98.6799

D. "the Commonwealth" means the Commonwealth of Australia.

E. "CSL" means CSL Limited.

F. "CJD" means Creutzfeldt-Jakob Disease.

G. "HPAC" means the Human Pituitary Advisory Committee.

H. "hPG" means human pituitray gonadotrophin provided under the HPAC program o

I. "the HPAC program" means the program supervised and/or managed by the HPAC and under which hPG was provided to the plaintiff.

J. "the fund" means the Human Pituitary Hormones Trust Account Trust Fund.

2. Introductory

2.1 The plaintiff has instituted the proceeding claiming eligibility and access to the Trust Fund the defendants have established in respect of her treatment with HPG for the provision of on going care. The Defendants have failed in their duty of care to provide for some care costs identified by the Plaintiff.

2.2  The defendants have denied and maintain a denial of liability in respect of any claim of negligence brought by the plaintiff in the proceeding.

2.2 The plaintiff maintains that the defendants are negligent and are liable in respect of any claim brought by the plaintiff in the proceedings and identified as a valid component of the Trust Fund related to the care of the Plaintiff.

3. Undertakings agreed to in past litigation:- 

3.1 Subject to paragraphs 3.2, 3.3 and 4.1 the Commonwealth, because of the plaintiff having contracted CJD as a result of her treatment with hPG has paid an amount of compensation ("the compensation") to her or her legal representative.

3.2 The compensation was assessed in accordance with the principles of common law assessment of damages as at the date that the plaintiff or her legal representative gave notice to the Commonwealth that the plaintiff has been diagnosed as having contracted CJD.

3.3 The assessment of damages pursuant to paragraph 3.2 does not  include any allowance by way of compensation for any damages, costs or expenses paid or payable to the plaintiff or paid or payable on behalf of the plaintiff or her family pursuant to the fund.

4. Arbitration

4.1 Issues relating to the application of and/or interpretation of paragraph 3.1 cannot be resolved between the plaintiff and the Commonwealth. Although the Plaintiff has requested Arbitration, (Arbitration Act 1985) access to arbitration has not been granted by the Defendants. 

4.2 The arbitrator under the settlement agreement was to be appointed by agreement between the plaintiff and the Commonwealth. The Plaintiff requests that the arbitrator be the Adelaide Magistrates Court.

4.3 The plaintiff and the Commonwealth at this time have not agreed to an appropriate arbitrator. The Plaintiff requests that the Adelaide Magistrates Court is appointed as the Arbitrator. If not acceptable by the Defendants the Plaintiff respectfully requests the Adelaide Magistrates Court to grant leave for the Plaintiff to approach the Chairman of the Victorian Bar Council to appoint an arbitrator appropriately qualified in the area of personal injuries litigation. Costs to be born by the Defendants.

5 The Fund

5.1 This agreement does not affect any entitlement of the plaintiff to payments in accordance with the provisions of the fund. The Defendants have refused to meet specified care costs and have denied the Plaintiff access to the fund from 31st March, 1998.
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18.
STATEMENT OF CLAIM.

18.1 Purpose

The purpose of this action is to seek a satisfactory reponse to the request that we asked of Government to explain why these costs would not be a valid charge against the Trust Fund. They refused to give any explanation other than that they say that we are not entiltled to it. That is it, no further discussion.  Its not the money as it has cost more that $2000 in time!

9th March, '98


Attachment to Minor Civil Action Claim.

Plaintiffs: Peter Carl Bansemer & Margaret Anne Bansemer

Defendant: Christopher Sheedy, Chief Executive Officer, South Australian Division of the Commonwealth Department of Health and Family Services.

The Defendant has set up a Trust Fund to compensate recipients who were treated with contaminated pituitary hormones and who develop symptoms that are considered to be Creukesfeldt-Jakob Disease(CJD). The Trust fund is for health care costs incurred by the recipient. The Commonwealth Department of Health and the Government owned Commonwealth Serum Laboratories are the alleged negligent party in the administration of the contaminated hormone and at the same time they are administering the Compensation Fund. They are making value judgements that as the likely guilty party they have no right to make.

(q.v. Trust Fund guidelines attached hereto).

The Plaintiff, Margaret Bansemer, has been assessed by the Victorian Supreme Court and settlement made on the basis that the Plaintiff has CJD.

(q.v. settlement document attached).

The plaintiff, Margaret Bansemer, on being informed of the possibility of death within 4 months to two years was encouraged by her family to go on a holiday. The plaintiff, Margaret Bansemer, has had full time care from July, '97 provided by the family and the labour component cost of this has been paid by the Commonwealth.  

In November, '97 the Plaintiffs traveled to the United States to visit friends and because of costs the trip was direct via Tokyo. This was a 30 hour trip each way and  the Plaintiff, Margaret Bansemer required full time care during the duration of the flights. Obviously the family had overlooked the stress factor in a trip of this nature.

The Plaintiffs state that the Defendant is liable for the reimbursement of the Air fare for the carer who accompanied the Plaintiff, Margaret Bansemer, as under normal circumstances, a carer would not have been required - it is an additional expense as a result of injury. The plaintiff,  Peter Bansemer, paid for the air fares associated with this trip.

The plaintiffs request that the Defendant reimburse the plaintiffs for the carer air fare, Adelaide to Los Angeles return at a cost of $1355. 

The Plaintiffs have engaged the services of a private care provider and sought to replace the current arrangements with an agency appointed carer. Because of the significant number of small antiques held by the plaintiffs, the associated security risk, and the need to have a person that could interact with the plaintiff, Margaret Bansemer, on a sociable level, it was necessary to assess the agency carer side by side with the current carer for at least one day. It was decided that the agency employee was not suitable after this evaluation day and indeed at a later date the agency employee contacted the Plaintiffs to seek additional payment to which this emplyee was not entitled suggesting that this person was definitely not suitable! The Department has advised the Agency that it will not cover the costs of assessment of a carer.(q.v. the Defendant's response attached)

The Plaintiffs state that the Plaintiff, Margaret Bansemer, is entitled to a Carer that meets her needs. As the Plaintiff, Peter Bansemer, is not home during this time, the current carer is the only person available to assess the agency employee.

The Plaintiffs therefore seek the reinstatement of the cost of one day supervision and assessment by the current carer in addition to the temporary employment of the agency carer. The amount of reinstatement to the Care Provider is $193 and supported by the attached invoice.

The Agency supports this claim as standard practice. (Witness).

The total amount claimed by the Plaintiffs is $1548

…………………………………

Peter Bansemer,

For the Plaintiffs, Margaret and Peter Bansemer.

(Margaret Bansemer is unable to write or speak).

19.     COMMONWEALTH OF AUSTRALIA, CSL LTD.

PARTICULARS OF DEFENCE

1. 
The Defendant denies the first paragraph of the particulars contained in the attachment to the Claim filed by the Plaintiffs ("Particulars of Claim") save and except that the Defendant has established the Human Pituitary Hormones Trust Account within the Commonwealth Public Account in accordance with section 62A of the Audit Act 1901 to provide funding for grants and other payments for the provision of ongoing counselling and support service for people treated with human pituitary hormones and their families and medical and other care costs in the event of a person contracting CreutzfeldtJakob Disease ("CJW) as a result of human pituitary hormone treatment in Australia.

2.
The Defendant denies the second paragraph of the Particulars of Claim but says that proceedings in the Supreme Court of Victoria relating to the Plaintiff, Margaret Anne Bansemer were settled by CSI, Limited and the Commonwealth of Australia without admission of liability.

3.
The Defendant does not know and therefore does not admit the allegations contained in the third and fourth paragraphs of the Particulars of Claim save and except that the Plaintiffs' trip to the United States of America was undertaken at their own volition.

4.
The Defendant denies the fifth and sixth paragraphs of the Particulars of Claim and in particular denies that it is liable for the carer's air fare of $ 1,355.00 and repeats its allegations as set out in paragraph 3, above.

5.
As to the seventh paragraph of the Particulars of Claim the Defendant admits that the Plaintiffs have engaged the services of a private care provider and that it has declined to pay the cost of a person to be tried as a carer for the Plaintiff Margaret Anne Bansemer on 19 January 1998 when the other carer was also in attendance.

6.
The Defendant denies the eight, ninth and tenth paragraphs of the Statement of Claim and says that the Plaintiffs are not entitled to a grant of $ 193.00 for the trial carer.

DATED this 31 day of March 1998.

Signed on behalf of the Defendant by :

AUSTRALIAN GOVERNMENT SOLICITOR Per: 

Solicitor for the Defendants Level 20, Grenfell Centre 25 Grenfell Street ADELAIDE SA 5000

THIS DEFENCE is prepared and filed by the AUSTRALIAN GOVERNMENT SOLICITOR of and whose address for service is Level 20, Grenfell Centre, 25 Grenfell Street, Adelaide SA 5000. Solicitor for the Defendant. Refer: Peter C Walsh. Telephone: 8205 4230. (L451)

20. Directions Hearing.
DIRECTIONS HEARING

ADELAIDE MAGISTRATES' COURT

MINOR CIVIL ACTION
Plaintiffs' File

(SUBSTANTIATED FACT)

13th May, '98

20.1 SETTLEMENT.

On the 12th day of November, '97 the following Personal Injury claim was settled in the Victorian Supreme Court for the Plaintiff.

It excludes the health care costs.

BANSEMER,MARGARET ANNE-AND-

C.S.L. LIMITED and COMMONWEALTH OF AUSTRALIA.

Peter Bansemer  acts for the Plaintiff, Margaret Bansemer.

Disease indicative of  acquired Creukesfeldt-Jakob Disease(CJD).

***

20.2 ACCESS TO THE TRUST FUND

NEGLIGENCE.

This action relates to the care component to be provided by the Commonwealth Department of Health through its Trust Fund. The Commonwealth of Australia disallowed negotiations by the Plaintiff to settle for health care costs in the preliminary settlement negotiations. All care costs are to be reimbursed from the Trust Fund.

The Defendants can not deny that the Plaintiff's demise, irrespective of the diagnosis, is not a consequence of treatment with contaminated pituitary hormones. CJD is only one known possibility.

The Commonwealth Department Of Health acting for the Commonwealth of Australia and CSL Ltd claim that negligence has not been admitted nor proven and as such have denied the Plaintiff further access to the Trust Fund established by the Commonwealth as of the 31st March, 1998 pending a definitive diagnosis. Access to the Trust Fund is at the discretion of the Commonwealth Department of Health.

The Defendants, claiming not to be negligent, seek to time limit access to the Trust Fund in all future claims.

A definitive diagnosis is not possible as this document clearly indicates.

Res Ipsa Loquitor (the facts speak for themselves)

The facts detailed below clearly demonstrate gross negligence by the Defendants.

Refer: Janet Kambet & C. et al., Appellants v St Francis Hospital

Prior v Kanna et al., 1987.

20.3 SUMMARY OF DOCUMENT.

1.
The Commonwealth of Australia has exposed the Plaintiff to an exotic disease, Kuru, that was known to present in New Guinea by the issuance of a license for CSL to import pituitary glands from New Guinea. The Defendants were aware of the presence of an epidemic of Kuru at the time of issuing the license.

2.
The first four batches of pituitary hormones produced were experimental. The Plaintiff was treated with an  expired batch, number 003-02, that was subject to further experimentation by Professor Cox, the treating physician, with the knowledge and approval of the Defendants. CSL Batch 003-02  was administered to the Plaintiff in 1970, three years after its release as a commodity for sale for profit and at least one year past the recommended expiry date for similar non-experimental products produced by CSL. In 1968 this batch was found to contain pyrogens. Pseudomonas and Hepatitis are amongst the other likely contaminants that are alleged be present by experts familiar with production during this period. The latter could not be excluded from the production process. Despite this finding in 1968 CSL did not issue a recall and continued to distribute the experimental product batch 003-02.
3.
Treatment after 1969 using batch 003-02 was unlawful.
4. The collection of many of the glands from corpses of Australians without consent of family members in Australia was illegal As the glands were mixed together in substantial numbers to produce the final product, sale of the product was in fact illegal as it contained pituitaries that had been unlawfully removed for sale. Without any doubt criminal negligence exists yet the Commonwealth of Australia has not instructed the Crown solicitor to prosecute any of the offenders. 

With cloning, unknown slow viruses,HIV, other unknown diseases, to ignore negligence that has occurred and simply allow it to be shrugged off as "it happened too long ago" is to do so at one's own peril and to endanger the health of future generations. There has to be a penalty.

5.
The injury to the Plaintiff was caused by the actions of the Commonwealth of Australia and CSL.

6.
The Plaintiff did not agree to being part of an experimental program nor was informed of the risks by the defendants. The Plaintiff was not informed of the unlawful use of an expired batch. The Plaintiff did not contribute to the Defendant's negligence.

In relying on res ipsa loquitor the Plaintiff states that it is not required to conclusively eliminate the possibility of all other causes of injury as the Commonwealth of Australia now seeks to do. It is enough that it is "more likely than not" . This document of res ipsa loquitor relies on the ordinary rules of circumstantial evidence to ascertain unusual events and it is appropriately charged when, "upon a common sense appraisal of the probative value of the circumstantial evidence, *** (the) inference of negligence is justified .

Clearly the Commonwealth Department of Health has breached its Duty of Care to the Plaintiff and the Australian public. The facts herein speak for themselves.

The Plaintiffs, Peter & Margaret Bansemer respectfully request that the court rules on the question of negligence prior to assessing the claim.

20.4 Res Ipsa Loquitor

JANET KAMBAT, & C., ET AL., APPELLANTS, v. ST. FRANCIS HOSP., ET AL., RESPONDENTS, ET AL., DEFENDANTS.

1997 N.Y. Int. 15. February 13, 1997 

4 No. 14 [1997 NY Int. 15] Decided February 13, 1997

This opinion is uncorrected and subject to revision before publication in the New York Reports.

R. William Stephens, for Appellants.

Julie M. Bargnesi, for Respondent hospital.

Albert J. D'Aquino, for Respondent doctor.

KAYE, CHIEF JUDGE:

In this medical malpractice action, an 18-by-18 inch laparotomy pad was discovered in the abdomen of plaintiffs' decedent following a hysterectomy performed by defendant physician at defendant hospital. The question before us is whether plaintiffs were entitled to submit the case to the jury on the theory of res ipsa loquitur. Contrary to the trial court and Appellate Division, we conclude that the jury could have inferred negligence under the doctrine of res ipsa loquitur, and that defendants' evidence of due care and alternative causes of the injury did not remove the doctrine from the case. The trial court's refusal to instruct the jury regarding res ipsa loquitur thus mandates reversal and a new trial.

In August 1986, defendant physician Ralph Sperrazza performed an abdominal hysterectomy on decedent, Florence Fenzel, at defendant St. Francis Hospital. Ten laparotomy pads were marked and available for the operation, and Dr. Sperrazza placed several of these pads in decedent's peritoneal cavity, next to the bowel, during the surgery. The patient was unconscious throughout the procedure. 

In the months following the operation decedent's condition was at first unremarkable. Eventually, however, she began to complain of stomach pain, and on November 30, 1986 X-rays taken at another hospital revealed a foreign object in her abdomen. On December 5, a laparotomy pad measuring 18 by 18 inches--similar to those used during the hysterectomy--was discovered fully or partially inside decedent's bowel, and it was removed by Dr. Robert Barone. This finding was so unanticipated that a photographer was called to document it. Decedent's condition continued to deteriorate, and she died on December 29, 1986, from infection-related illnesses.

Plaintiffs, decedent's husband and children, commenced this medical malpractice action against Dr. Sperrazza and St. Francis Hospital, alleging that defendants were negligent in leaving the laparotomy pad inside decedent's abdomen. At trial, plaintiffs presented evidence that the pad removed from decedent was the same type and size as those supplied to St. Francis Hospital in 1986 and commonly used during hysterectomies. Plaintiffs also adduced testimony that the pads were provided only to hospitals with operating rooms, where patients would not have access to them.

Plaintiffs called three expert witnesses, who disagreed as to the precise abdominal area where the pad was discovered. Two experts testified that the pad was both partially inside and partially outside decedent's bowel. A third testified that the pad had originally been left outside the bowel, in the peritoneal cavity, where it caused an abscess to develop outside the bowel, which in turn created an artificial opening through which the pad had migrated into the bowel. According to this expert witness, the pad was completely within the decedent's bowel when removed.

In response, defendants introduced evidence that standard procedures were followed during the operation, and that the number of sponges, medical instruments and laparotomy pads used and removed were counted several times, carefully and accurately. Defendants' experts, moreover, opined that the pad had not been left inside decedent but, rather, that she had swallowed it. According to defendants' witnesses, laparotomy pads were frequently left in places accessible to patients in hospitals; decedent suffered from chronic depression; overuse of sleeping pills could suppress the gag reflex and permit her to swallow the pad; and the human gastrointestinal tract would allow the pad to pass to the small bowel. Plaintiffs' expert witnesses, by contrast, agreed that it would be anatomically impossible to swallow the laparotomy pad or for a swallowed pad to reach the bowel. 

The trial court denied plaintiffs' request to charge res ipsa loquitur, and the jury returned a defendants' verdict. Plaintiffs moved to set aside the verdict and either enter judgment in their favor or grant a new trial, arguing that the trial court erred in refusing to deliver the requested charge. The court denied the motion, concluding that the lengthy and inconsistent expert testimony demonstrated that resolution of the case was not within a lay jury's experience and, thus, res ipsa loquitur was not applicable. The Appellate Division affirmed Supreme Court's dismissal of the complaint, two Justices dissenting, and we now reverse.

II.

Where the actual or specific cause of an accident is unknown, under the doctrine of res ipsa loquitur a jury may in certain circumstances infer negligence merely from the happening of an event and the defendant's relation to it (see, Abbott v Page Airways, Inc., 23 NY2d 502, 510; Restatement [Second] of Torts § 328 D, comments a, b). Res ipsa loquitur "simply recognizes what we know from our everyday experience: that some accidents by their very nature would ordinarily not happen without negligence" (Dermatossian v NYC Transit Authority, 67 NY2d 219, 226).

Once a plaintiff's proof establishes the following three conditions, a prima facie case of negligence exists and plaintiff is entitled to have res ipsa loquitur charged to the jury. First, the event must be of a kind that ordinarily does not occur in the absence of someone's negligence; second, it must be caused by an agency or instrumentality within the exclusive control of the defendant; and third, it must not have been due to any voluntary action or contribution on the part of the plaintiff (Ebanks v NYC Transit Authority, 70 NY2d 621, 623).

To rely on res ipsa loquitur a plaintiff need not conclusively eliminate the possibility of all other causes of the injury. It is enough that the evidence supporting the three conditions afford a rational basis for concluding that "it is more likely than not" that the injury was caused by defendant's negligence (Restatement [Second] of Torts § 328 D, comment e). Stated otherwise, all that is required is that the likelihood of other possible causes of the injury "be so reduced that the greater probability lies at defendant's door" (2 Harper and James, The Law of Torts § 19.7, at 1086). Res ipsa loquitur thus involves little more than application of the ordinary rules of circumstantial evidence to certain unusual events (see, Prosser and Keeton, Torts § 40, at 257 [5th ed]), and it is appropriately charged when, "upon 'a commonsense appraisal of the probative value' of the circumstantial evidence, * * * [the] inference of negligence is justified" (Foltis v City of New York, 287 NY 108, 115). 

Submission of res ipsa loquitur, moreover, merely permits the jury to infer negligence from the circumstances of the occurrence. The jury is thus allowed--but not compelled--to draw the permissible inference (Dermatossian v NYC Transit Authority, 67 NY2d at 226,supra; Prosser and Keeton, Torts § 40, at 258 [5th ed]). In those cases where "conflicting inferences may be drawn, choice of inference must be made by the jury" (Foltis v City of New York, 287 NY at 118,supra). 

Here, the Appellate Division majority concluded that plaintiffs' proof at trial failed to satisfy any of the three conditions. With regard to the first requirement in particular, the appellate court agreed with the trial court that a lay jury could not determine whether the occurrence was of a kind that ordinarily does not occur in the absence of negligence without evaluating the parties' expert testimony and, therefore, res ipsa loquitur did not apply. 

In the typical res ipsa loquitur case, the jury can reasonably draw upon past experience common to the community for the conclusion that the adverse event generally would not occur absent negligent conduct (Prosser and Keeton, Torts § 39, at 247 [5th ed]; Restatement [Second] of Torts § 328 D, comment d). In medical malpractice cases, however, the common knowledge and everyday experience of lay jurors may be inadequate to support this inference. Courts and commentators across the country have come to varying conclusions as to whether expert testimony can be used to educate the jury as to the likelihood that the occurrence would take place without negligence where a basis of common knowledge is lacking. [1] Courts in this State, as well, have differed as to whether expert testimony can supply the necessary foundation for consideration of res ipsa loquitur by a jury (compare, Ceresa v Karakousis, 210 AD2d 884, with Stanski v Ezersky, 644 NYS2d 220, reh denied ___ AD2d ___ and Schoch v Dougherty, 122 AD2d 467). 

Widespread consensus exists, however, that a narrow category of factually simple medical malpractice cases require no expert to enable the jury reasonably to conclude that the accident would not happen without negligence. Not surprisingly, the oft-cited example is where a surgeon leaves a sponge or foreign object inside the plaintiff's body (see, e.g., Connors v University Associates, 4 F3d at 127,supra; Haddock v Arnspiger, 793 SW2d at 951,supra; Wasem v Laskowski, 274 NW2d at 225,supra; Todd v Eitel Hospital, 237 NW2d at 361,supra; Restatement [Second] of Torts § 328 D, comment d; comment g, illustration 9). As explained by Prosser and Keeton in their classic treatise: 

"There are, however, some medical and surgical errors on which any layman is competent to pass judgment and conclude from common experience that such things do not happen if there has been proper skill and care. When an operation leaves a sponge or implement in the patient's interior, * * * the thing speaks for itself without the aid of any expert's advice." 

(Prosser and Keeton, Torts § 40, at 256-257 [5th ed] [emphasis added]).

Manifestly, the lay jury here did not require expert testimony to conclude that an 18-by-18 inch laparotomy pad is not ordinarily discovered inside a patient's abdomen following a hysterectomy in the absence of negligence. Thus, plaintiffs' undisputed proof that this occurred satisfied the first requirement of res ipsa loquitur. We therefore need not resolve today the question whether res ipsa loquitur is applicable in medical malpractice cases in which the jury is incapable of determining whether the first res ipsa loquitur condition has been met without the aid of expert testimony. 

Plaintiffs' expert testimony regarding how the presence of the pad led to decedent's ultimate injury and contradicting defendants' alternative theory that decedent swallowed the pad did not render res ipsa loqitur inapplicable. This evidence was probative of the questions of exclusive control and absence of contributory conduct on the part of decedent--the second and third foundational elements of res ipsa loquitur. The debate over the use of expert testimony in res ipsa loquitur cases, however, centers primarily on the first element, since it is with regard to the likelihood that the accident would not happen without negligence that the jury is generally expected to draw upon its common knowledge. 

Turning to the these remaining res ipsa loquitur conditions, plaintiffs' evidence that similar pads were used during decedent's surgery, that decedent was unconscious throughout the operation, that laparotomy pads are not accessible to patients and that it would be anatomically impossible to swallow such pads sufficed to allow the jury to conclude that defendants had exclusive control of the laparotomy pad "at the time of the alleged act of negligence" (Dermatossian v NYC Transit Authority, 67 NY2d at 227,supra) and that it did not result from any voluntary action by the patient.

We agree with the Appellate Division dissenters, moreover, that defendants' evidence tending to rebut the three conditions did not disqualify this case from consideration under res ipsa loquitur (see, Fogal v Genesee Hospital, 41 AD2d 468, 476 [Simons, J.]). Plaintiffs were not obligated to eliminate every alternative explanation for the event. Defendants' evidence that they used due care and expert testimony supporting their competing theory that decedent might have had access to laparotomy pads and inflicted the injury upon herself by swallowing the pad merely raised alternative inferences to be evaluated by the jury in determining liability (see, Sweeney v Erving, 228 US 233, 240). The undisputed fact remained in evidence that a laparotomy pad measuring 18 inches square was discovered in decedent's abdomen: "[f]rom this the jury may still be permitted to infer that the defendant's witnesses are not to be believed, that something went wrong with the precautions described, that the full truth has not been told" (Restatement [Second] of Torts § 328 D, comment n). Thus, the inference of negligence could reasonably have been drawn "upon 'a commonsense appraisal of the probative value' of the circumstantial evidence," and it was error to refuse plaintiffs' request to charge res ipsa loquitur (Foltis v City of New York, 287 NY at 115,supra).

In light of this determination, we need not address plaintiffs' remaining contentions.

Accordingly, the orders of the Appellate Division should be reversed, with costs, and a new trial granted as to the first and second causes of action of the complaint.

F O O T N O T E

1. The modern trend tends toward allowance of experts to "'bridge the gap' between the jury's common knowledge and the uncommon knowledge of experts" by testifying in medical malpractice cases as to what is common knowledge within their specialized fields (Connors v University Associates, 4 F3d 123, 128 [2d Cir 1993];see, e.g., Locke v Pachtman, 521 NW2d 786, 793 [Mich 1994]; Mireles v Broderick, 872 P2d 863, 865-867 [NM 1994]; Buckelew v Grossbard, 435 A2d 1150, 1157-1158 [NJ 1981]; Walker v Rumer, 381 NE2d 689, 691 [Ill 1978]; Kerr v Bock, 486 P2d 684, 686 [Cal 1971]; see also, Restatement [Second] of Torts § 328 D, comment d [expert testimony that such an event usually does not occur without negligence may afford a sufficient basis for the necessary inference]; Prosser and Keeton, Torts §§ 39, 40, at 247, 256-257 [5th ed] [same]). Other jurisdictions disallow the application of res ipsa loquitur in medical malpractice cases if expert testimony is necessary to provide the requisite foundation (see, e.g., Haddock v Arnspiger, 793 SW2d 948, 951 [Tex 1990], rehg overruled [Sept 6, 1990]; Wasem v Laskowski, 274 NW2d 219, 225 [ND 1979]; Anderson v Gordon, 334 So2d 107, 109 [Fla Dist Ct App 1976]; Todd v Eitel Hospital, 237 NW2d 357, 361-362 [Minn 1975]; see also, Ablin, Res Ipsa Loquitur and Expert Opinion Evidence in Medical Malpractice Cases: Strange Bedfellows, 82 Va L Rev 325 [1996] [criticizing application of res ipsa loquitur in medical malpractice cases]). [return to text]

* * * * * * * * * * * * * * * * *

Orders reversed, with costs, and a new trial granted as to the first and second causes of action of the complaint. Opinion by Chief Judge Kaye. Judges Bellacosa, Smith, Levine, Ciparick and Wesley concur. Judge Titone took no part.

Decided February 13, 1997

20.5 EVIDENCE OF NEGLIGENCE.

Common knowledge.

Papua - New Guinea

Pre 1975

Administered by the Commonwealth of Australia.

(Australian Territory)

20.6 THE KURU CONNECTION.

In 1957  it was common knowledge  amongst the international and Australian biological science fraternity that the Transmissible Spongiform Encephalopathy, Kuru, a debilitating infectious and fatal brain disease, was present in the Fore tribes of New Guinea. The Nobel prize winner, for his work on Kuru, D.C. Gajdusek , was in New Guinea at this time and reporting to the authorities, viz. the Territories Administration and ultimately the Commonwealth Department of Health. (CSL had employees working in Papua New Guinea together with local and international researchers researching and managing the epidemic,  Kuru .) It is possible that some glands were transported with employees returning to Australia. 

Kuru, Creukesfeldt-Jakob Disease (CJD) and Bovine Spongiform Encephalopathy ("Mad Cows' Disease") belong to the same family of spongiform encephalopathies22 that all are brain diseases and all are fatal.

Acquired encephalopathies or prion diseases  include Kuru, acquired by eating or handling human tissue and iatrogenic CJD acquired by cross infection (NEJM Sept. 1996 Vol 335). These acquired diseases have an incubation time in humans that is known to be in excess of 30 years in some cases24. Kuru reached epidemic proportions among the Fore linguistic group in the Okapa region of the Papua New Guinea Highlands and was transmitted by handling or consuming human tissue during cannibalistic rituals. 

The fact that more than 2,500 villagers died during Australia's Administration of Papua New Guinea from Kuru.(Richard Saville, Electronic Telegraph, April, '97 Issue #682) is indicative of an epidemic and there were other deaths due to the high mortality rate prior to the onset of symptoms  that prevented any attempt to assess the true incidence of  Kuru. There is mobility in modern times within the population and there is the adoption of the beliefs secretly by others in the external society who are influenced by these rituals. It is unlikely that the Fore Tribes had no contact with others in the region during this time. (Symptoms depend on the level of exposure whereby the spread of the disease would not manifest itself in that time frame). 

Animism in Asia is a good example of mobility of religion. 

Some of the brains or tissues taken from  deceased natives, for whatever medical reason and without the informed knowledge and permission from the tribe, found their way to diagnostic laboratories or researchers within the Territories & where subsequently the brains had their pituitaries removed for possible dispatch to Australia.  

Meanwhile in Australia, the Health Minister and his advisers who were empowered to respect the rights of their patients, considered that as it was the small pituitary gland it was not important and as such did not require authority  from the family to remove it for sale to CSL.  The pituitary gland is possibly the key to life and to remove it for sale or any other reason without consent of the family is not only unethical it is illegal. It is unlikely that these ethical considerations by the Commonwealth of Australia would be of a higher standard in the Australian Territory. From all accounts organ and tissue collection for international researchers was a common practice.

Regardless of whether pituitary glands were imported or not with the common knowledge that we have today in regard to the transmission and resistance of transmissible spongiform encephalopathies, the Commonwealth of Australia has unintentionally exposed the population of New Guinea and Australia to a high risk of transmission of an infectious disease in the handling of infectious materials in the laboratory environment. 

BSE is a good example of the extremes necessary to prevent the spread of transmissible spongiform encephalopathies. 

Cross infection would have been rampant in make shift surgeries, health centres, laboratories in both New Guinea and Australia as it could not be inactivated by normal disinfection procedures. The risk of exposure to Kuru in the production environment at CSL would be much higher than the risk of contracting CJD by contaminated Australian glands especially when the incidence of the disease in Australia is  1 : 1,000,000. Again, as the onset of symptoms determines the  incubation period, recipients would have had extremely low exposure to CJD and hence a long incubation would be expected.

The question has been raised as to how CSL decontaminated their Parkville processing plant, particularly  in consideration of the fact that imported glands and other biologicals including blood from Papua New Guinea may have been processed. It is already known that CJD was present in the production environment. 

A new laboratory in the UK was built to specifically provide for containment of TSE's in handling human brains and related tissues.

To date there has been no response from the Commonwealth of Australia or CSL.  This is not to imply any extended liability to the Defendants  but to ensure that all Australians are protected from further exposure. 

Unless the infective agent is destroyed with time or by specific disinfection procedures, it still remains a threat.  No one can deny this.

CSL should provide this information immediately or alternatively implement immediate decontamination procedures. This may require building a new facility - the British did not hesitate. Nor did the British hesitate destroying millions of dollars of beef in the recent BSE threat to human lives! Some leaders value human life ahead of  profit.

The UK withdrew all its local blood stocks and imported them.

Clearly with the Garibadi incident the Australian Public made it clear that they did not expect health care to be compromised by Government.

The College of Pathologists in 1971 advised the Department of Health of the following:

“There is good evidence that the disease Kuru is transmissable to man and is caused by their small virus like agents which are resistant to heat, formalin and ultra violet light. It is of our opinion that pituitary glands should not be collected  from patients who have died of neurological diseases of the nervous system.”  (Allars Report)

The Commonwealth of Australia was providing dental services to the Territories and it is known (Maurizio Pocchiari, BMJ No 7131, Volume 316)  that dental procedures enhance the risk of transmission from the use of medical instruments. Normal sterilization techniques do not destroy Transmissible Spongiform Encephalopathies. This simply means that the same instruments would be used by visiting dentists back at their normal place of practice and from this the possibility of transmission of the disease is real. The risk of contaminating the operating room or dental surgery is high. (Maurizio Pocchiari, BMJ No 7131, Volume 316). The same applies to surgeons treating eye diseases. Recognized iatrogenic transmission has occurred with the use of inadequately sterilized neurosurgical instruments. (NEJM, Sept 1997 Vol 335). The Australian Government has never publicly acknowledged the implications in the failure to contain the spread of the disease  by cross contamination  whether real or perceived. Human to Human transmission is possible.

The standard of health care provided by the Australian Government to Papua New Guinea in its time of Administration was poor and access to the most rudimentary health care required was an onerous task5. Infection control would be difficult. Life expectancy is only 54.9 years and with the latency period known to be up to 30 years or more for Kuru whereby some die from other causes prior to the onset of clinical symptoms, the 2,500 deaths attributed to Kuru may be very conservative. Assuming that most  people that subscribe to  external ritualistic events usually pick these beliefs in their adult years by contact with those that support the ritual, it can not be claimed that the disease was confined to the Fore tribes - it is simply unknown due to the fact that the incubation period of infectivity relies on the concentration of the infected product. No external cult member is going to consume human tissue in the manner that the Fore  tribe practiced. Due to low exposure some may be infected but may never go on to exhibit any symptoms prior to death by other causes or the manifestation of symptoms is yet to occur.

The maternal mortality rate in Papua New Guinea is one of the highest in the world with 930 deaths per 100,000. A goodly source of pituitary glands for an organisation intent on collecting these. Infant mortality rate is high at 82 per1000. More than one in eight suffer from malnutrition. Tertiary institutions, hospitals, and infrastructure  are lacking basic facilities - the legacy of decades of Australian colonial rule.(WNO,International News, April 4th, 1997). The laboratory facilities to perform intricate and complicated surgical procedures were of a basic standard. This was hardly inducive to the containment of Kuru considering the knowledge that we have of transmissible spongiform encephalopathies today. If cross infection was not a problem then how did the disease run rampant through a community. Not all brains would have had Kuru.

It is clear that from the above, the collection system for medical specimens from around the country would have been far from ideal. This would not only refer to Kuru but would also include any other infectious diseases. Viral and transmissible diseases in New Guinea were by no means uncommon.

Shaded columns are direct copies of published materials.

The Disease, Kuru.

Extract from: Applied Medical Informatics, HealthAnswers

Kuru

Disease

Definition:

A neurodegenerative disease caused by a "slow virus" and transmitted, human to human.

Causes, incidence and risk factors:

Kuru is a "slow-virus"  disease, once prevalent in New Guinea and rarely seen now. Kuru causes neurodegenerative changes similar to Creukesfeldt-Jakob Disease, whose distribution is worldwide. In addition, similar "slow-virus" diseases appear in sheep as scrapie, mink as mink encephalopathy, and in cows as bovine spongiform encephalopathy (BSE). Creukesfeldt-Jakob Disease has been found with increased incidence in North Africa where sheep brains and eyes are a common part of the diet.
Kuru may begin with a gait disturbance (cerebellar ataxia) and increasing incoordination. Incoordination leads to severe disability. Tremors and shivering are characteristic findings. Difficulty in swallowing and inability to feed oneself lead to malnutrition or starvation. Death occurs several years after the onset of symptoms.

Prevention:

The incidence of kuru diminished considerably with the discontinuance of cannibalism and ritualistic butchering.

Symptoms:
· Gait disturbance (cerebellar ataxia)

· Incoordination

· Swallowing difficulty

Signs and tests:

Neurologic evaluation may show characteristic changes in coordination and gait.

Treatment:
No treatment is currently available for kuru or any of the slow-virus diseases.

Expectations (prognosis):
Kuru is universally fatal.

Infectivity:
The women and children would eat the brain and other internal organs. Most men had some taboos against eating human flesh and when they did, this was usually meat and muscle. (Dr Alpers, Electronic Telegraph, April, 1997 Issue No 682).  Muscle is known to be not infective.

Tribal women tend to develop Kuru in a shorter time than men. Males 

(lower exposure by only eating meat and muscle) have been known to incubate Kuru in excess of 30 years and because of death by other causes the real incidence of this in this category is unknown. The theory behind this is that the onset of symptoms depends of the concentration of the infective agent in the contaminated tissue and it appears to be cumulative. I.e. the more one consumes contaminated material the quicker clinical symptoms arise. The smaller the concentration the longer the incubation time before the onset of clinical symptoms. Obviously from this, recipients of pituitary hormones in Australia would have been considered to have been exposed to low concentrations of TSE’s, particularly as the batches were mixtures of glands from many sources.

Transmissibility:

"The human story for transmissible spongiform encephalopathies began with Kuru in Papua New Guinea. What we are now seeing is what is described as "high-tech cannibalism" in the production of biological materials using human and animal tissues or blood, and to the extent that we are able to transfer tissues, or extracts themselves, in the forms of grafts and transplants from one human to another, we are increasing the risk of transferring the infectious agent. This man made "high-tech cannibalism" is reflected in the higher numbers of cases of TSEs that we are now seeing in the World population.(Dr Paul Brown, National Institute of Health,Health Report,August, 1997)

Tests for TSE's.

"Not on the horizon is there a test that we can use to detect TSEs incubating in the human being who will ultimately get it many years later" .(Dr Paul Brown, National Institute of Health, Health Report,August, 1997) In respect to the new test of cerebrospinal fluid as marker for TSEs some false negatives and false positives have been found. Further analysis of large numbers of patients with neurodegenerative diseases will be needed for us to be confident in this regard.(John Collinge, NEJM, Sept 1997,Vol 335). Our own recent experience with a patient leaves us somewhat less confident about the sensitivity of this immunoassay. (Robert Jones, NEJM  March,1997 Vol 336). Electroencephalography. Lack of typical EEG appearances is associated with long clinical duration and disease aetiology; the classical appearance is not seen in the iatrogenic or acquired growth hormone related cases or Kuru.(UK CJD Surveillance Unit)

NV CJD and Mad Cow’s Disease in the UK.

Is NV CJD  Kuru?  If so is it Kuru that has been introduced in contaminated tissues from Papua New Guinea and now surfacing?

Atypical Cases:

Atypical cases of TSE's are, however, well recognized and may present diagnostic difficulties.(John Collinge, NEJM, Sept '97 Vol 335). If Kuru was imported into Australia, then because it was endemic in a different race, it would be impossible to predict the symptoms that would develop in European society. It would appear that there has not been any research to identify whether Kuru in New Guinea and iatrogenic CJD in European countries are the same.

Symptoms observed by D.C. Gajdusek whilst in New Guinea:

· Speech becomes low and blurred and finally no longer intelligible

· Marked emotionalism with excessive hilarity on slight provication

· Expressive facial appearance

· The patient remains well integrated until greater incapacity occurs 

· Swallowing and chewing becomes no longer possible.

· There is no muscular weakness early in the illness.

Shaded columns are direct copies of published materials.

20.7 The Commonwealth Department of Health and Kuru.

(Establishes knowledge of Kuru)

Extract from:

"The Parliament Of The Commonwealth of Australia

Papers presented to Parliament

(and ordered to be printed)

VOL. XIX

1964-65-66"

"Most of the mission organizations provide medical services. These comprise of 76 hospitals, 140 aid-posts or medical centres, 110 welfare clinics, two hansenide colonies and one tuberculosis-hansenide hospital, which are staffed by 694 indigenous people and 225 others, including 10 medical practitioners. 

Three Administration hansenide colonies, two tuberculosis hospitals and one combined hansenide and tuberculosis hospital are staffed and administered by missions on behalf of the Administration."

Cooperation with other Government and International Organizations

The Director of Public Health is a member of the Australian National Health and Medical Research Council and close liaison is maintained with the Commonwealth and the State Health authorities, including international medical research institutions, the South Pacific Commission and the World Health Organization. Regular reports of infectious diseases are sent to the two latter bodies.  The Administration takes the usual control of epidemic diseases and carries out the normal international quarantine procedures."

The hospital laboratories collected specimens56 for various purposes for dispatch by whatever means available in a country with limited resources to Port Moresby and then to other countries57 for more detailed analysis depending on the nature of the problem. It would have been difficult to maintain the integrity of samples from Village to Port Moresby.

"The Papua New Guinea Medical Research Advisory Committee, which was formed in October, 1962 under the Chairmanship of Sir MacFarlane Burnet, O.M., F.R.S., Professor of Experimental Medicine at the University of Melbourne, consists of the Director Of Public Health and the Assistant Director (Medical Research) of the Territory, together with six leading Australian medical scientists.

The purpose of the Committee is to advise the Director of Public Health on matters relating to medical research, with particular attention to the following:

…………………………

(g) investigation into the incidence and causes of Kuru, a disease of comparatively recent origin among the Fore people of the Eastern Highlands District. (In this the committee will be assisted by a neurologist and two anthropologists working under long term grants.)

Projects continued during the year have included work on:

……..

(g)
Kuru. The majority of patients with this disease are now under continuous  clinical study, in their home villages by a neurologist. Extensive highly specialized virological and other laboratory investigations are continuing at the National Institute of Health, Washington.

Since cessation of cannibalism in the late 1950s the incidence of the Kuru has declined, but a few cases still occur as a result of the long incubation period in this acquired condition.

As the mortuary attendants in Australia were paid to collect glands and as there was little exclusion criteria for the collection of glands within Australia, collection procedures in Papua New Guinea could only be considered to be, at best, of the same standard.

"Unless the body is badly decomposed it is never to late to take the gland" (CSL instructions to pathologists, Allars Report, page 72)

Report by an Australian Mortuary attendant:

"I never understood what the payment was for. I remember wondering why CSL didn't pay the hospital." (Allars Report, page77).

"the hospital had no means of ensuring that excluded categories had not been collected as the mortuary attendant often removed glands without supervision, as was usually the case"(Allars Report, page 68)

"until we(Commonwealth and CSL) hit upon the simple expedient of bribing the post-mortem room attendants…thereafter supplies were consistent and reasonable prolific."( Allars Report, page 75)

The glands were likely to be obtained from any human remains. It is possible that some of the deceased, irrespective of the diagnosis at death, were carrying Kuru and that they had died prior to symptoms developing. Indeed it is not known whether there were any separation and collection of tissues in the hospital environment that would have excluded cross infection of  Kuru in tissues or blood.

· Resistance of Kuru/BSE/CJD to destruction in the environment.                    Chemical disinfectants (e.g. domestic bleach) waek acids, DNAase, RNAase, proteinases (including those found in the animal gut), ultraviolet light, ionising radiation, heat at cooking temperatures, and chemicals that react with DNA(psoralins/UV light, hydroxylamine, zinc ions), all have little effect on the infectivity of Kuru/CJD/BSE. High temperature autoclaving (135( C for 18 minutes) decreases the infectivity dramatically, as does the use of 1M NaOH, but neither will fully destroy CJD/BSE. It has been found to remain infective after 360( C for 1 hour or even after incineration. Internment of infective tissue in the soil for thyree years did not destroy Kuru/CJD/BSE. Some phenols and proteases will decrease the infectivity of the Kuru/ CJD/BSE  but not to an adequate degree to be of value in disinfection. Most neurologists can give an account of the hospital that failed to keep track of its surgical instruments in examining contaminated material. As a result the entire instrument stock had to be destroyed and replaced. (UK CJD Surveillance Unit)
There were problems identified in the collection of glands within Australia (Allars Report) and it is difficult to imagine that the collection of glands in Papua New Guinea, or indeed in any other under developed countries, would have been any better organised. Correct preservation in transport was essential. CSL preferred to receive the pituitaries frozen. The glands could be frozen for up to 36 hours. With transportation in the 60s it is difficult to consider that the glands could have been despatched from a tribal village to Port Moresby and then subsequently delivered into CSL in Melbourne always within 36 hours. The effect of poor transportation causes bacterial growth and produces pyrogens. Some of the earlier experimental batches produced by CSL were known to contain pyrogens (CSL Chief of Quality Control, June '68). The origin of the pyrogens is not known, but coincide with the time period that glands may have been received from Papua New Guinea or from other international destination. 

From the beginning of the Pituitary Hormone Program in Australia to the late 1960s it is known that the Commonwealth of Australia  through the Commonwealth Department of Health had approved68 the Government owned Commonwealth Serum Laboratories to collect pituitary glands from New Guinea.

:

"In 1966 the Commonwealth Department of Health granted CSL a license to import glands from Papua New Guinea, then a territory of the Commonwealth of Australia68"(Allars Report, page 49)

The pathologist from the Port Moresby General Hospital wrote at the time to CSL: October 1966. It suggests that the gland were sent:

"  I have taken the opportunity of sending a small collection of pituitaries to you" (Allars Report, page 49)….

We were sending a number of different organs, different tissues to Australia for research"

Whereas the records of any such shipments are no longer available, the facts are that there are documents indicating that negotiations took place and that CSL was associated with laboratory tests being performed in the region. There were no barriers in place on arrival in  Australia to screen these tissues and organs to prevent the transmission of disease. It was assumed that the Department of Health was aptly qualified to ensure that any risk was contained. (AQIS) AQIS relied on the defendants knowledge of transmissible and infectious diseases.

In addition to pituitary glands it is clearly indicated in the pathologists report above  that there  were other tissues being sent to Australia and yet the Commonwealth Department of Health has not yet determined whether these other tissues may have contained the infective agent, Kuru, or any other diseases known at the time. The defendants simply does not want to know about it or the information is kept in confidence and not available to the Australian Public. This occurred in respect to the information on Batch No 3 produced by CSL.

The Australian Quarantine and Inspection Service had the view that Commonwealth Department of Health staff are adequately trained in the handling and disposal of all imported biological materials to minimise the risk of an exotic disease. The Commonwealth of Australia expects that the Department Of Health Officers have been trained in regard to the risks of exotic diseases and are expected to know the procedures to prevent the spread of an exotic disease. 

AQUIS, and rightly so,  indicated prior to 1974 when the Act was changed, that the performance of the Commonwealth Department of Health in the execution of their duties in regard to the importation of biological materials demonstrated  public confidence in their ability to use and dispose of the products from the Territories safely. There was officially no quarantine requirements because the organs were of human origin.

Clearly the responsibility rested with the Commonwealth Department of Health and their application of the knowledge that they had at the time of Transmissible Spongiform Encephalopathies. 

They endorsed the collection of glands from Papua New Guinea by issuing CSL with a Licence to import the Glands.

There was no exclusion criteria, "it is desired that all pathologists in the Commonwealth (of which Papua New Guinea was part) cooperate in this project and obtain pituitary glands from every possible necroscopy subject" (Newsletter of College of Patholgists, 1968).

Within Australia, the Commonwealth Department of Health may have a case to argue pre 1977 (as is the case in the UK) in that they were not aware of any common neurological diseases such as  CJD that may endanger the Australian public in the collection of pituitary glands of Australian mainland origin at that time.

This is not the case in Papua New Guinea. The Department was aware of the degenerative brain disease that was present as an epidemic in Papua New Guinea. They had a clear responsibility to protect the health of the Australian public and yet they tacitly approved of the collection of pituitary glands in a country that was known to have a pituitary related  exotic disease along with other transmissible diseases prevalent in its society. 

If there was such a shipment then it is most likely that these would have been handled in the same manner as other glands sourced from overseas.  Indeed the transportation from Mauritius, Nova Scotia, Singapore where glands were known to have been collected is questionable (Allars report, table 3.1). The defendants advised Commonwealth pathologists that badly decomposed glands can still be used. Whereas there are no records to substantiate that the glands shipped for example from Mauritius in 1972 were ever received,  their receipt was fortuitously noted in perusing CSL production records76 during the process of “Discovery” (HGH Subcommittee, Minutes of Meeting, 10th February,1972). Were it not for this, it would have been open to argument as to whether the pituitaries were ever received at all. 

Because the Australian Government was the Administrator of Papua New Guinea pending its independence in 1975, the Commonwealth Department of Health was responsible for promoting health care in the region and would have been well aware of Kuru, the debilitating and fatal brain disease that was known to exist in Papua New Guinea.
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SERIES 10 X‑DISEASE, KURU AND GAJDUSEK FILES

PART 1 X‑DISEASE AND KURU, RESEARCH AND CORRESPONDENCE FILES

10/1
X‑DISEASE ‑CORRESPONDENCE AND CLINICAL RECORDS

Inwards correspondence from: NSW Department of Agriculture; CSIR

Animal Health Division; R. Hughes; Ian (?); Austin Hospital; J.A.

Galloway; C. Duccombe; E.M. Pullar; Commonwealth Department of Health

A.. Mark and others. Includes: material on louping illness, post

vaccinal encephalitis and polio; clinical notes and records of

patients *

23 October 1923 ‑ 21 October 1935, ‑5mm‑

10/2 VISIT TO NEW GUINEA ‑ PRELIMINARIES

Inwards and outwards correspondence with: F.M.C. Hasluck; J.T.

Gunther; Commonwealth Department of Territories; New Guinea Depart

of Public Health; A. May; J.H. Hale; Rockefeller Foundation (R.S_

Morison); University of Malaya Department of Bacteriology. Including

medical training pamphlet in pidgin and material on Murray Valley

encephalitis.

16 April 1956
5 July 1956, ‑4mm‑‑

10/3
KURU 1
GAJDUSEK LETTERS, 1957

Includes index to files Kuru 1 ‑ Kuru 10. Mostly inwards

Correspondence from: D.C. Gajdusek; R.W. Hornabrook and I.J. Wood;

M.M. Wilson; A.V.G. Price.

13 May 1957 ‑ 24 May 1963,
4mm

10/4
KURU 2 ‑ REPERCUSSIONS IN 1957

Inwards and outwards correspondence with: J.T. Gunther; A.L.G. Ree CSIRO Division of Industrial Chemistry; Medical Journal of Australia , with typescript notes on Kuru; G. Anderson; R.M. Bernd R.F.R. Scragg; D.C Gajdusek; I. Wood; T.M. Rivers; National Foundation for Infantile Paralysis, New York; Commonwealth Departm of Territories; New Guinea Department of Health; New Guinea Crown Office; Ian Burnet; F.M.C. Hasluck. Includes typescript notes on and its aetiology, February 1957. 21 August 1956 ‑ 6 December 1957, ‑6mm‑

10/5
KURU 3 ‑ ADELAIDE WORKERS

Inwards and outwards correspondence with: University of Adelaide;

Robson; J.H. Bennett; J.T. Gunther. Includes reprint and typescri

by Bennett, Rhodes and Robson, 'The Genetical Study of Kuru', no d

(1959).

6 January 1959 ‑ 11 September 1959, ‑3mm‑

10/6
KURU 4 ‑ SYDNEY MEETING OF DECEMBER 1959 AND SUBSEQUENT ACTI

Inwards and outwards correspondence with: N. McArthur; R.F.R. Scra

New Guinea Department of Public Health; J. Gunther; D. McCarthy;

Department of Territories; J.E. Smadel; H.N. White; National

Institutes of Health, USA; T.E. Lowe; Alfred Hospital; C.C. Curtai

J.H. Bennett; H.N.' Robson; University of Adelaide; D.C. Gajdusek,

copies of lettets ~rom Gajdusek to others. Mostly on formation of

Committee on Con.,rol of Kuru. Includes: manuscript notes on Kuru;

bibliography of 1,r,ljers by D.C. Gajdusek; copies of Committee Repor

21 December 1959; copy of 'Report on Kuru and Recommendations for

Further Investigation and Control' by J.T. Gunther, May 1960; copi

of Minutes to Meeting, Preliminary meetings for Director, Public

Health, Papua New Guinea, 18‑19 May 1962; FMB typescript, 'Virolog

Lecture ‑ Scrapie, aleutian disease, Kuru and NZB', 19 October 196

3 September 1959 ‑ 25 November 1963, ‑10mm‑

10/7
KURU 5 ‑ 'CANNIBALISM IN THE KURU REGION'

Copy typescript of paper by R.M. Glasse. Includes additional copy

typescript, 'The Social Life of Women in South Fore' by S. Glasse.

No date (1960s?), ‑4mm‑

10/8 KURU 6 ‑ DEMOGRAPHY AND N. MCARTHUR

Copies of demographic records and reports, including:
'Report to

Medical Research Advisory Committee (Papua New Guinea)', 28 August

1963; 'The Age Incidence of Kuru', no date (1960s). Also includes

notes, and letter.from N. McArthur.

August 1963
January 1964, ‑6mm‑

10/9 KURU 7
REL)LIES TO DRAFT PAPER ('THE PATHOGENESIS OF KURUI)

Notes and correspondence. Includes inwards and outwards

correspondence w‑i'L‑il: R.W. Hornabrook; R.F.R. Scragg; M. Alpers; R.

Glasse; R.J. Walsh; Red Cross Society; C.C. Curtain; D.C. Gajdusek

F.D. Schofield.
Mostly replies and comments on 'The Pathogenesis

Kuru'. Includes summary of replies..

8 January 1964
11 March 1964, ‑3mm‑

10/10
KURU 8
P.R.J. BURCH AND J. MATHEWS

Working papers, notes, copy typescripts and correspondence. Includ

inwards and outwards correspondence with: J. Mathews; P.R.J. Burch

H.N. Rc~bson; J.H. Bennet. Mostly scientific correspondence on

hypotheses for pathogenesis of Kuru. Also includes copy typescrip paper by Burch, 'The Pathogenosis of Kuru: Some further Speculatio 13 March 1964. 21 October 1963 ‑ 17 March 1964, ‑5mm‑

10/11
KURU 9 ‑ LONDON MEETING, 15 JUNE 1964

Copies
of reports for Meeting on Kuru at the CIBA Foundation, 15 J

1964.
Includes meeting papers, including EMB's hypothesis. Also

includes draft and copy typescripts by FMB: 'The Possibilities of

Control', no date,(1964); 'The Pathogenesis of Kuru: Speculations

based on new Observational Material', no date (1963).

1963~1964, ‑llmm‑‑

10/12
KURU 10 ‑ SCRAPIE REPRINTS

Annotated reprints by H.B. Parry, H. Jacob and others.

1962‑1964, ‑7mm‑

10/13
KURU RESEARCH CORRESPONDENCE

Inwards and outwards correspondence with: D.C. Gajdusek; M. Alpers

R.F.R.
Scragg; R.J. Walsh; R.M. Glasse. Includes: meeting notices

November 1965; journal extracts; bibliography on Kuru, by D.C.

Gajdusek, 1963 (?) .

16 February 1965 ‑ 23 August 1968, ‑3mm‑

10/14
KURU CORRESPONDENCE AND GAJDUSEK'S NOBEL NOMINATION

Inwards and outwards correspondence with: J.T. Gunther; K. Russell

Nobel Prize Committee. Includes FMB1s 1976 nomination of D.C.

Gajdusek with accompanying Gajdusek bibliographies. Also includes

copy typescript by J.T. Gunther, 'Australia, Kuru and a Nobel Priz

no date (1976). ~

14 January 1976 ‑'21 July 1978, ‑8mm‑

10/15
GAJDUSEK CORRESPONDENCE

Correspondence from D.C. Gajdusek.

March 1980 ‑ June 1980, _lmm‑

PART 2 KURU CORRESPONDENCE ‑ PHOTOCOPIES FROM WEHI

10/16
KURU CORRESPONDENCE, 1956‑1963

Inwards and outwards correspondence with: D.C. Gajdusek; J.T. Gunt

J.H. Hale; F.M.C. Hasluck; A. May; Department of Territories and

others.

9 May 1956 ‑ 24 May 1963, ‑5mm‑

10/17
KURU CORRESPONDENCE, 1957‑1959

Inwards and outwards correspondence with: J.H. Bennett; J.T. Gunth

H.N. Robson; R.S. Morison; F.M.C. Hasluck; R.F.R. Scragg; D.C.

Gajdusek and others.

8 May 1956 ‑ 28 August 1959, ‑12mm‑

10/18
KURU CORRESPONDENCE AND REPORTS, 1959‑1963

Correspondence with: R.F.R. Scragg; J.H. Bennett; H.N. Robson; D.C

Gajdusek; J. Smadel; J.T. Gunther and others. Includes Committee o

Kuru Control Reports.

1959‑1963, ‑10ma‑

PART 3 PUBLICAT1ONS ‑ REPRINTS AND GAJDUSEK JOURNALS

10/19
REPRINTS ‑ ASSORTED AUTHORS

Reprints on Kuru, Foamy Viruses, Creutzfeldt‑Jakob disease, encephalitis, dermatoglyphics and other topics. Includes articles M. Alpers; H. Ward; R. Glasse; C.J. Gibbs and others. 1958‑1977, ‑17mm‑

10/20
REPRINTS ‑ GAJDUSEK PUBLICATIONS

Articles on Kuru, Scapie, Creutzfeldt‑Jakob Disease and other topi

by D.C. Gajdusek.

1957‑1965, ‑22mm‑

10/21
REPRINTS ‑ GAJDUSEK PUBLICATIONS

Articles by D.C. Gajdusek. Includes ‑Paediatrics‑, vol. 37, 1966,

Supplement.

1966‑1969, ‑26mm‑

10/22
REPRINTS ~.GAJDUSEK PUBLICATIONS

Articles by D.C.,Gajdusek.

1970‑1973, ‑28mir.,'

10/23
REPRINTS ‑1 GAJDUSEK PUBLICATIONS

Articles by D.C. Gajdusek.

1973‑1975, ‑30mm‑

10/24
REPRINTS ‑ GAJDUSEK PUBLICATIONS

Articles by D.C. Gajdusek.

1976‑1978, ‑28mm‑

10/25
GAJDUSEK JOURNAL ‑ CORRESPONDENCE WITH SMADEL

1955‑1958, ‑24mm‑

10/26
GAJDUSEK JOURNAL ‑ SAHARA EXPEDITION

1960, ‑22mm‑

10/27
GAJDUSEK JOURNAL ‑ WESTERN CAROLINE ISLANDS

1961, ‑8mm‑

10/28
GAJDUSEK JOURNAL ‑ NEW GUINEA (1)

1961‑1962, ‑23mm‑

10/29
GAJDUSEK JOURNAL ‑ NEW GUINEA (2)

1961‑1962, ‑17mn,‑

10/30
GAJDUSEK ~Olk.‑,‑RNAL ‑ MELANESIA

1963, ‑13mm_

10/31
GAJDUSEK JOURNAL ‑ WESTERN CAROLINE ISLANDS

1964 ,
‑9mm‑

10/32
GAJDUSEK JOURNAL ‑ SOVIET UNION, AFRICA, INDONESIA AND NEW

GUINEA

1969‑1970, ‑43mm‑

10/33
GAJDUSEK JOURNAL ‑ COLOMBIA

1970, ‑5mm‑

10/34
GAJDUSEK ‑ BIBLIOGRAPHY OF KURU

July 1968, ‑10mm‑

10/35 ‑GAJDUSEK BIBLIOGRAPHY OF KURU Includes list of Gajdusek journals.

From the above it is clear that the Commonwealth Department of Health has put Australia at risk to an exotic disease that could have profound consequences on the health of many Australians. 

20.9 Common Law definition of negligence:
"Negligence is the omission to do something which a reasonable man, guided upon those considerations which ordinarily regulate the conduct of human affairs would do; or doing something a reasonable person would not do."

Clearly any biological scientists engaged by the Defendants were expected and paid by the Australian Public to be experts and aware of international developments in respect to disease transmission. Any expert in control of disease prevention would have been aware of the need to exercise caution in respect to the collection of pituitaries from New Guinea when there was known to be an exotic disease prevalent in this country.

The problem in determining negligence in Australia in respect to contaminated pituitary hormones is that all cases have been settled out of court without the admission of negligence. There have been six cases to date. As past cases have been settled after death and there has not been the opportunity to determine negligence.

In the United Kingdom, negligence by the UK Department of Health has been established by the High Court for similar actions in respect to contaminated hormones and the presence of CJD.  (Judge Moreland, UK High Court, 1997)

As with many other countries other than Australia the issue of negligence relates only to their normal collection procedures, processing and as to what they should have known at the time. These countries that have had negligence determined by the Justice system have not sourced or attempted to source their pituitary glands from Papua New Guinea where the presence of an exotic disease, Kuru, a debilitating and fatal brain disease was known.  

Australia is unique in this, the Government endorsed collection of glands from an area where diseased glands where known to exist and in so doing put Australia at risk to an exotic disease.  

The increased risk of an exotic disease within Australia arises from the fact that the disease is indestructable ,as shown earlier in this document, in normal circumstances and the production facility at the time did not and could not prevent the transmission of the disease. 

Throughout the period and to this day, CSL have manufactured and sold human and veterinary pharmaceutical products and diagnostic products of biological origin, notably vaccines and plasma fractions. In this era, not only has CJD been identified as a contaminant, hepatitis, pseudomonas and pyrogens are all findings of the Allars Report.  In addition to this of more recent times other contaminants in other products have been identified. (e.g. Factor VIII). If Kuru was imported  and processed  as a consequence of the Government's decision to issue a license to CSL for the processing of New Guinea glands, then it is not known how many Australians have been exposed to Kuru. 

How many atypical Alzheimers cases are in fact transmissible spongiform encephalopies? Alzheimers is on the increase in Australia. Is there a connection? 

The most frequent type of misdiagnosis of CJD/Kuru is in differentiating it from rapidly developing Alzheimers Disease with myoclonus. 

Despite the decreasing risk of misdiagnosis, under diagnosis may still be a problem. Brain tumours, brain abscesses, Alzheimer’s disease, progressive supranuclear palsy, senile dementia, stroke or Koehlmeier-Degos have been shown to coexist with patients suffering from transmissible spongiform encephalopies.  An initial diagnosis of any of these diseases might still obscure a subsequent diagnosis of an associated condition such as CJD, Kuru. 
In regard to what this means to the Plaintiff, Margaret Bansemer, it is not the plaintiffs' view that she should become a scientific curiousity and be subject to all and varied experiments. There is no cure and no medical treatment to assist the condition and the family is committed to managing the care for the Plaintiff in a manner that allows for some dignity. Unless there a complications there is no pain and medical treatment is sought as required.

It is the family's belief that because of the: 

· swallowing difficulties, 

· total loss of speech and 

· much laughing at all times that it is totally out of character and other difficulties  

· particularly after choking with the involuntary muscle contractions that manifest together with laughing, and 

· the extended incubation period and that the batch that she was treated with 

coincides with the possible importation of pituitaries from New Guinea, Kuru can not be excluded as a possible cause. 

To the Department Of Health’s appraisal should be added: 

Atypical Transmissible Spongiform Encephalopy of origin yet to be determined. 

The timing of the chain of events and the fact that recipients may have only been exposed to low concentrations of the disease during their treatment, supports the long incubation period.

The UK High Court has ruled that the UK Department of Health was negligent in respect to the management of Pituitary hormones. (Judge Moreland, UK High Court,1997). 

There has been significant additional involvement by the Australian Commonwealth Department of Health and whereas there has been no opportunity to determine negligence in a court of law to this date, in consideration of this Civil action today, negligence is proven by:

Res Ipsa Loquitor (the facts speak for themselves)

The facts detailed above clearly demonstrate negligence.

The above facts relate to the  Defendants’ knowledge of Kuru and its exposure of this disease to the Australian public real or perceived.

*********

The next issue of negligence where again Res Ipsa Locquitor  prevails is described below:

20.10 PROCESSING THE PITUITARY GLANDS BY CSL.

The Department of Health indicated to the Plaintiffs that the treatment was in the late 60s after referral to the QEH/Professor Cox records. It was only because the Plaintiffs had documented evidence that the Plaintiff Margaret Bansemer was treated much later did they accept the Plaintiffs' dates of treatment. The Commonwealth Department of Health initially informed the Plaintiff Margaret Bansemer that she was not officially "on the program".  Clearly the Department did not have any records in respect to the Plaintiff or it chose to manipulate the dates for its own advantage. The advice given by the Department was misleading and incorrect.

The batch number that the Plaintiff Margaret Bansemer was treated with was batch number 003-02 and was released in November , 1967. This was an experimental batch. CSL had a policy of a two year expiry date for similar non experimental commercial products. As part of the Code of Good Manufacturing Practice and common sense, quite clearly this batch should have been discontinued in 1969. Instead it was used well beyond its expiry date.(Allars Report.)(CSL notes)

In June1968 the experimental batch 3 was identified as containing pyrogens and there was no recall. Other contamination in CSL batches were identified in the Allars Report. CSL continued distribution without action in regard to these problems.  (CSL report June, 1968). CSL and the Department showed no regard to the health of the Australian public who were to be the recipients of this contaminated experimental batch.

The Plaintiff Margaret Bansemer in the early days of pregnancy in 1970 was inflicted with an acute ear infection that subsequently lead to her being afflicted with Tinnutis (ringing in the ears). This has been clearly identified in later years as a result of an acute ear infection. 

The Plaintiffs have evidence to support that such an infection could have occurred as a result of the pyrogens and pseudomonas known to be present in batch number 003-02.

The Plaintiff wishes to instruct the court that the Plaintiff has been further harmed by the Defendants and although no monetary compensation is sought the Plaintiff seeks a judgement of negligence of the highest order. 

The Plaintiff, Margaret Bansemer, developed a severe neurological disorder in July, '97.  She was referred to a neurologist by her local doctor.

The neurologist Dr Waddy and the conferring neurologist Dr Burrow diagnosed the most likely cause of disease to be Creukesfeldt-Jakob Disease or more simply a transmissible spongiform encephalopathy as prior to death the nature of this can not be determined.

The Commonwealth Department of Health and CSL accepted the diagnosis received by the consulting neurologists that the Plaintiff, Margaret Bansemer is in the absence of any other diagnosis is likely to be suffering from CJD for the purpose of the Victorian Supreme Court settlement. (Professor Judith Whitford October, 1997)
For the Commonwealth Department of Health's involvement in this manner, all care costs were to be negotiated through a Trust Fund set up for this purpose. It was supposed to be a non-litigation Trust Fund for those recipients that develop neurological symptoms that may be CJD.

History demonstrates that this is far from the case and the access to the fund has been continuously under litigation every day from July last year.

Professor Whitford had already advised the Government that CJD was a possibility and that there was no other test available prior to death that could establish whether or not CJD was the cause. 

The Commonwealth Department of Health again failed in its Duty of Care when it failed to disclose to the family the recommendations of the NHMRC in regard to infection control for the management of victims of CJD. This is a Government Department that is funded by the Taxpayer for the benefit of all Australians. They are indeed responsible for ensuring that they do not expose Australians to any unnecessary risk.

The Department states that it has no obligation to inform the family of this risk of infection of a fatal disease. Unfortunately if these matters were treated more seriously by the Department then it may well be that it would not now find itself in this situation. The Department of Health exists because of the taxpayers' desire to ensure that the health of all Australians is not compromised. They are Public Servants and therefore have a duty of care to the Public,  their employers.

They have breached their duty of care by claiming that the Commonwealth of Australia and CSL have no duty of care to the Australian Public.  A Government Department should never deny that it does not have a duty to disclose information that may impact on the health of the individual.

The carer, Jason Bansemer, was exposed to possible cross infection in the period that the Department was failing to adequately address the question of care. Jason was paid by the Commonwealth Department of Health directly and the Department of Health had a duty of care to inform him of the risks. If it can organise payment it can surely organise the moral obligation in respect of its duty to inform and disclose risk.

The Department of Health is now unable to determine at any time in the future as to whether Jason Bansemer has contracted CJD through exposure or has contracted it through maternal transmission.

The Department has indicated that it does not agree that the care requirements have increased. The Plaintiffs have invited the Department to reassess the care requirements by engaging an occupational therapist to reconfirm the level of care as required to avoid any later dispute.

The Department and the Australian Government Solicitor have repeatedly stated that they are not responsible for the care arrangements that the family makes and yet they seek to regulate payment and the nature in which the care is provided.

The American Vaccine Trust Fund is of similar nature and has the same problems. 

Quite clearly, the provision of a Trust Fund without implied negligence does not benefit the Plaintiff in any way. In fact it reduces the quality of life substantially due to the increased stress level to have to react almost daily to the barriers that the Department has erected.

The Plaintiff Margaret Bansemer has accessed the Trust Fund at the Defendants initial request and the Department of Health has continued to build barriers to prevent their exposure increasing by  ensuring that they avoid their obligations of care.  As the guilty party they are making decisions that they have no right to make.    

Whereas the Plaintiff by continual and onerous negotiation with the Department of Health has successfully recouped costs, the Commonwealth Department of Health has suspended access to the Trust Fund from the 31st of March.

The Plaintiffs consider that this is in part due to the Defendants view that the symptoms are not necessarily consistent with the previous five deaths in Australia as death has occurred much sooner.

The previous cases where later batch numbers were used may in fact be iatrogenic CJD. The Plaintiff's case may be Kuru and as such may be have different symptoms.  Either way, World literature suggests that there are many atypical cases of the various TSE’s.

All of the literature indicates that there is no definitive diagnosis, yet the Department has now chosen to obtain a definitive diagnosis93 prior to further access to the Trust Fund.

The Commonwealth Department of Health in denying access by the Plaintiff to the Trust Fund states that negligence is not proven or admitted and therefore access to the Trust Fund is at their discretion.

The Plaintiffs state that :

Res Ipsa Loquitor (the facts speak for themselves)

The facts detailed above clearly demonstrate negligence

The Plaintiff respectfully seeks the Court to determine negligence on the basis of fact and to instruct that the Plaintiff Margaret Bansemer is eligible to access the Trust Fund as of the date of Settlement in the Victorian Supreme Court. 

Footnote:

The Department of Health was the architect of the Trust Fund and the Plaintiff had no input into this in any way. They agreed to subjective diagnosis.

THE FOLLOWING PAGES ARE  EXTRACTS OF ARTICLES OF INTEREST.

21. A CASE HISTORY  -  GOVERNMENT TRUST ACCOUNT.

National Vaccine Program

A Case History

Government regulation to ensure vaccination - a Bad Experience.

Reference to article: Attorney Cliff Shoemaker

e-mail shoelaw@aol.com
The year  1986. Elizabeth was a bright happy baby at 2 months when she had a routine vaccination. I can still remember the high pitch scream that kept up for several hours after vaccination. My doctor informed me that it was just over reacting to a normal situation. Her second vaccination took place at 4.5 months and she had every indication of being a normal healthy baby up to this time. On the same day of her second vaccination she had her first seizure, although I did know that this is what it was at the time. I called the doctor and he said it was "growing pains". 

"Stop worrying" he told me. Over the next three weeks or so, there were more seizures accompanied by a decline in function. She could no longer sit or use her left hand. I KNEW that despite what the Doctor was telling me that Elizabeth had a serious medical problem. We took her to the emergency ward of the hospital in our district and they said it was a virus. "Go home and stop worrying" was their advice. When we got home, Elizabeth had a seizure and stopped breathing and was taken to the Intensive Care Unit at the Hospital. The Doctor advised us that Elizabeth's condition was too complicated for him to treat. It began to unfold that vaccination was the cause. One of the treating doctors  suggested that "Sometimes one cow has to be sacrificed for the goodness of the herd.

The Government process:

We filed our petition in 1990. Under the National Childhood Vaccination Act, it was not a lawsuit and was not intended to be litigious; although in going through the process it certainly feels that way. The Compensation Act is intended for a parent to go through the process without a lawyer.  This is by no means the case and we found it very important to have a solicitor representing Elizabeth.  There are two phases to the process. The first is to establish eligibility and the second is settlement.  The first phase was simple with the Court assessing the information provided by all parties and ruling that she was eligible.  The second phase was awful.

The Act covers those expenses that relate only to the vaccination. We were required to engage a life care planner who assessed the care requirements for Elizabeth.  The Government also hires a life care planner who too prepares a plan. Payment starts from the date of settlement and the Government at the outset sought to delay the process for what seems to be obvious - reducing their liability. Our solicitor was a really nice guy and could not believe that anyone could act irresponsibly so the situation dragged on for several years, before we decided to change attorneys with significant results.  

In 1995 the Government lawyer, the home care expert and the settlement manager  paid us a visit at our home in Oklahoma. The purpose of this visit was to intimidate. The Government revealed their care plan and we were told to accept or they would exercise further delay tactics to ensure that several more years passed prior to settlement. Our concerns were what would happen to Elizabeth if we died. The Government offered to place her in a private institution that had dirty brick rooms, barb wire exterior similar to a bad nursing home in your worst nightmare. The mentally disabled are to be served in the community. (Hissom Case).  What we wanted was a supported,caring living arrangement similar to a group home, but with a higher staff to client ratio.

Later this year the Government paid another visit with the aim to assessing Elizabeth whilst the family was not around and without the consent of the family whilst she was being taken to special school. It was only the school staff that prevented this from happening. We found it absolutely essential to have a lawyer present at all times when being interviewed  as the Government employees tend to distort whatever is said to their own benefit and to discredit what we said. This applies as well to any medical examination. Elizabeth's neurologist even became a witness for the Government because in his own words his services were being paid for by the Government. The Government informed our life planner that if it was recommended by our planner that we engage a  qualified nurse to administer medicines and care, the planner would be banned from providing further services to government.

Things became so bad between all parties that the Special Master of the Court had to step down from the case as she could no longer remain unbiased.  In 1996 we received a decision from the Court in favor of Elizabeth.

· A National Vaccine Injury Fund was set up by the Federal Government in 1986 to compensate the victims of vaccinations gone wrong. To date US$860 million has been paid out in compensation. (Approx A$1.2 billion)

· There have been 579 deaths adjudicated through the Federal Court of Claims since the inception of the National Vaccine Injury Compensation program in 1986 of which 227 were misdiagnosed as SIDS.

This is a condensed version. Full copy can be obtained via e-mail shoelaw@aol.com
22 Dr Wooldridge
I have requested to talk with Dr Wooldridge the Minister for Health and Family Services and his office refused the request as he is too busy. A similar request to his Melbourne office had the same effect.

22.1 Wharfies and Politicians.

This may reduce my chances for settlement in respect to the Trust Fund but yes it is agreed that there should be waterside reform, but there should also be political reform. Wharfies earn around $70,000 per year yet there are more politicians than wharfies who earn with benefits in excess of $180,000 per year and after seven years or so they are looked after for life by the Taxpayer.  Is it not time that there were performance contracts for Politicians where their salary and benefits are related to the results they achieve.

Never before has our political system been in so much disarray.

22.2 Letter to and from Dr Wooldridge (sone of many)

Media Release

Dr Michael Wooldridge

4 April 1997  COMMONWEALTH SETTLES CJD CLAIM

The Commonwealth Government has settled with the plaintiff (known as APQ) in the Creutzfeldt-Jakob Disease (CJD) 'nervous-shock case.

APQ had sought compensation from the Commonwealth Government following treatment under the Australian Human Pituitary Hormone Program (AHPHP). APQ alleged that psychiatric illness occurred (ie nervous shock) upon hearing the news that this treatment had been linked with a risk of contracting CJD.

The Commonwealth denied liability and maintained that it is not liable to pay compensation in respect of APQ's alleged 'nervous shock'. This settlement does not make any such payment. However, the agreed settlement is compassionate, with a commitment by the Commonwealth to compensate APQ in the unlikely event of APQ suffering from CJD at any time in the future.

In agreeing with the settlement, the Federal Minister for Health and Family Services, Dr Michael Wooldridge, said he was satisfied with the outcome and felt that it was fair to all parties involved.

“I am pleased that this case could be settled without a long and stressful trial for everyone." Dr Wooldridge said.

"This settlement is a positive outcome for all concerned. The settlement shows compassion in the unlikely event that a human pituitary hormone recipient contracts CJD.”

Dr Wooldridge said the Commonwealth Government has acted responsibly to the news of a potential link between human pituitary hormone treatment and CJD.

This settlement is in addition to the range of initiatives currently supporting recipients of human pituitary hormones in Australia. These initiatives include further research into the occurrence of CJD and the disease itself and the establishment of a generous trust account which has been providing recipients with counselling and a national support group network for the past four years.

The trust account also covers medical and other care costs if a person treated under the AHPHP contracts CJD. This settlement does not preclude APQ from receiving further assistance from the trust account.

Contact:

Vicky Anderson, Dr V~ooldridge's Office (06) 277 7220

22.3 Letter to Dr Wooldridge

3 rd February, '98 



2 Marlborough St.,



COLLEGE PARK ... 5069

The Honorable Dr Michael Wooldridge,

Minister for Health, Australian Government, CANBERRA..A.C.T.

Dear Dr Wooldridge,

1 refer you to my quick fax following a conversation with your secretary. As this was in haste to get things moving, 1 note that I did not make myself particularly clear. As you know you gave an assurance that the issue would be handled in a compassionate manner and you have access to the Senate Report that suggests a more personal approach by the Department.

1 have been sending correspondence to you since July last year and 1 think that it is now time to have the opportunity to meet with you to discuss the ongoing problems that we have encountered.

1 appreciate it that you are of course a very busy person and under normal circumstances 1 could accept a prior meeting with your advisers. As you should know your advisers already know all there is to know about our situation and they should have been reporting to you on the occasions that 1 have sent copies of letters addressed to your attention.

1 do not accept your secretary's advice that 1 am unable to meet with you as it is people such as 1 who have put you in the position as Minister that you are now in. 1 am currently checking with the associated church group in your constituency and 1 trust that a request through members of this group in your constituency will result in a meeting with me in your local constituency. It is a little disappointing that you obviously have little time for the everyday Australian experiencing problems for which as Minister you are responsible ‑ not your advisers.

Again, it is very disappointing that this has now become an added issue that adds to unnecessary stress in an already unpleasant situation and for what may have been 20 minutes of your time seems hardly compassionate to me.

Yours sincerely,

Peter Bansemer.

22.4 The Hon Dr Michael Wooldridge Minister for Health and Family Services

Mr Peter Bansemer

2 Marlborough Street

COLLEGE PARK SA 5069

Dear Mr Bansemer

Thank you for your letters of 3 and 26 February and 12 March 1998 that you have sent me.

1 was very pleased to see that your wife's common law claim was settled in the Supreme Court of Victoria last year and that settlement funds have been made available. I hope this settlement has been of assistance at this difficult time.

However, I was concerned to hear that the support available through the Human Pituitary Hormones Trust Account has not been meeting your expectations though I understand that you now have arrangements in place for the provision of active care for your wife and payment for this service is being arranged from the Trust Account.

1 have been assured that my Department is endeavouring to respond, as soon as possible, to the issues you raise. However, you will of course appreciate that MY Department must ensure that any requests for assistance are consistent with the guidelines for the administration of the Human Pituitary Hormones Trust Account.

While 1 was disappointed to hear that you felt little progress was made at your meeting with officers of my Department on Tuesday, 10 March 1998, 1 strongly encourage you to maintain direct contact with my Department who will provide you and your wife with the assistance available from the Trust Account.

1 hope you will appreciate that it would not be practicable or appropriate for me to become involved in issues associated with the day to day care of your wife. However, 1 would like to assure you of my continuing concern for your wife's welfare.

Yours sincerely

Dr Michael Wooldridge

2 5 MAR 1998

Suite MG n Parliament House Canberra ACT 2600 Telephone (06) 277 7220Facsimile (06) 273 4146

22.5 An open letter sent to selected voters in Chisolm:

18th February. '98



2 Marlborough Street,







COLLEGE PARK…5069

Mrs Citizen,

Any Street,

Chisolm Electorate,

Victoria

Dear Ms…………………,

I beg your pardon in imposing on you by obtaining your name and address from the Electoral Roll of Chisolm, the Electorate of Dr Michael Wooldridge, Minister of Health and Family Services. I trust that you will give me 5 minutes of your valuable time.

We have been married for 35 years and have five children.

In 1970 my wife was treated with a contaminated batch of pituitary hormones as a result of negligence by the then Government owned Commonwealth Serum Laboratories (CSL). Whereas the Government has refused to admit negligence it has compensated the families of the five deceased victims after their death. The disease, Creukesfeldt-Jakob Disease (CJD) has a latency period of up to 30 years.

My wife is the first living Australian to be diagnosed with what is considered to be most likely CJD. This was in July last year when she developed severe neurological problems.  In April, '93 the Government had established a Trust Fund that was supposed to provide in a compassionate non legal manner assistance should anyone contract CJD. It has been set up such that care can only be provided through the Trust Fund and it does not allow for the health care costs to be settled by legal means. Refer to the attached statement from your elected representative, Dr Michael Wooldridge.

My wife was given a time period of 4 months to two years before death and it is now seven months have elapsed. It would appear that from the manner that this access to the Trust Fund has been handled by the Government that they have sought to reduce their liability by using delay tactics in the hope that she would be dead earlier rather than later. This is only our opinion.  The victim is the loser in this situation as life can not be retrieved - what can be done today can not be done tomorrow. My role in this affair is to facilitate what my wife is entitled to.  

Whereas there is no direct comparison to how other Trust Funds are handled in Australia, I refer you to the attached  part of a letter from an injured party who, too, has been associated with a Government Trust Fund that is supposedly compassionate and requires no legal representation - all you have to do is trust the Government. The nature of this particular Trust Fund is worthy of your further consideration in respect to what is going on with vaccinations in Australia.  Given that we are all vaccinated on occasions, have you made sure that you are well informed of fact that there is the possibility of an adverse side effects?

Because your elected minister, Dr Wooldridge, is responsible for this debacle, I have sought to discuss the concerns with him. The reply that I have received from his office is that he is too busy to see me and indeed he has not personally answered my correspondence. I am making little progress whilst the Government continues to put up barriers.

I am writing to you not for sympathy, but for your support in reminding  your elected representative, Dr Michael Wooldridge that he is this position as Minister because it is people like us that have put him there.  He is the Minister of Health and as such is accountable to the Public. He has a duty of care to discuss the problems that we are experiencing with us as he is the Minister responsible - not his advisors - the buck stops at him. The implications are such that it may impact on your own life or one of your family's life at some time in the future. 

Confirmation as to whether he values your vote for the coming elections would be in his reply to you - something which I have yet to receive.

Again, if you have read this far, I thankyou for your time and you may be assured that I would be very grateful for any support that you may offer.

Yours truly,

Peter Bansemer.

22.6 LETTER TO SUPPORT GROUP

24th August, ’97






2 Marlborough Street,









COLLEGE PARK..5069

Dear Sue,

National Coordinator,

CJD Support Group.

My area of expertise is in animal health with particular emphasis on Biochemistry.(Some experience in Virology).  I am aware that current thoughts are that CJD is not a virus. It concerns me that I read articles that use statistics to obtain a desired result in that to quote, “only a few will go on to develop symptoms of CJD”. If a few thousand people were contaminated with the AIDS virus, I would be surprised if only a few went on to contract symptoms of AIDS.

A statistical result can be produced for any event. It’s a bit like riding on an Indonesian country bus that is on a one lane road with another bus approaching head on at reckless speed. Statistically of all the bus crashes only a few are killed so it is true that a passenger could sit there feeling more comfortable, but the reality is that it is Russian Roulette – it may be the crash were no one survives.

The fact of the matter is that little is understood about CJD.  Margaret was treated allegedly with Batch No 3 and I have received some comment as to how it could be batch No 3 if the Program started much earlier. Batch three would have to a very large batch. It would appear that if it was an early batch then it is quite possible (given the fact that no one likes to have anything to do with contaminated blood or tissue as the indications are that it is easily transmittable), that it is a contaminant that has been present throughout the entire process. This is not uncommon in reviewing trace element analysis over the years – higher levels have been previously reported due to contamination and the values are continually being revised due to improved methods.

If it was a contaminant introduced in the early stages of production then clearly it is not possible to make a frivolous statement that only a few will go on to contract the disease. It is simply not known. Of course we all hope that this will be the case but I see no evidence to support the statistics presented. As CJD only occurs in 1 in 1,000,000 cases, the concept of a single source of contamination maybe worth consideration.

Likewise, there is no evidence that the disease does not pass from the recipient to the offspring as the result of the treatment.  Again, we all hope that this is not the case but it is simply not known. It is a slow disease and no-one knows the mechanism in which it infects the brain. Is it age and stress related for instance?

As with AIDS, people can have the disease yet not go onto contract symptoms. However no-one knows what triggers the disease to react adversely. When Margaret was advised in 1993 she was in peak health both mentally and physically.

I appreciate the fact that every recipient has stress in regard to the fact that they may be the next victim. It does have an impact on their lives.

Unfortunately in terms of caring for our fellow humans, we learn nothing from these exercises. The South Australian Government as with many other States has done a risk analysis in maintaining their own animal health laboratories at a cost that does not buy votes. The great majority of the general public is not aware of the importance of the Governments maintaining an exotic disease surveillance and containment process that can only be provided by Government.  There are many animal diseases that are harmful to human life and can only be detected by disease surveillance within the laboratory. It is not a function that private laboratories can provide.

In its risk assessment the Government has decided that it is more cost effective to discontinue these public services in favor of the cost benefit to only respond in the event of a major diseased outbreak. Indeed it has been suggested that it is better to let the disease burn itself out. Without experienced workers and equipment, sadly, this might well be the case.

Hence what we all have to look forward to in the future is ever evolving new diseases that may well have been controlled with some vigilance but are now quite likely to ruin many peoples’ lives exactly in the same manner as CJD.

It is all about the risk assessment  that individual and Governments make. Sadly in the case of animal health, it is driven by dollars and not lives.

I have aired my views to many as others have also done, but at the end of the day, policy makers make their own decisions that are contrary to moral obligations.

If there is anything that I can do to be of help to recipients in providing further detail to the symptoms already recorded,– e.g. Margaret’s symptoms have appeared with a 95% loss of speech and understanding in about 3 months,- you may be assured of my co-operation.                                                                      Best regards, Peter Bansemer

22.7LETTER TO  PLAINTIFF LAWYERS  by PLAINTIFF

30th December, '97



Dear Michael,

(Rennik Briggs)

One of the reasons why things are not too bad at the moment is because we are managing the care of Margaret. E.g. - she is not wandering now because we simply don't allow a situation where this could happen. (Ann Morgan failed to clearly mention that some of the problems were not arising because of our family management of Margaret.)

As you know, I have empowered you to look after Margaret's affairs and I have confidence in you to be able to seek a resolution to the problems that is acceptable to all parties. Obviously it looks like Margaret is in for a more protracted  demise rather than the worst case of 4 months. (Dr Waddy did indicate that it could be 4 months to two years). As such the care issue is one that needs to be carefully considered and we are confident that you will apply common sense to negotiate a suitable outcome that is best for all concerned.

Ann Morgan outlines a recommendation for what is required for the continuing care of Margaret. 

Now that the level of future care has been established, I would like to proceed with the appointment of a private care provider. Depending on what you think I can seek quotations from various care providers and we can both make a decision on what appears to be best. The private provider is to provide the services required as outlined by Ann Morgan. Quite obviously, given the long hours and the care required at present it is desirable that Jason be the attendant carer. He is happy to do this. I am sure that any provider could facilitate the employment of Jason for this purpose. Payment for his time would be on a casual hourly rate inclusive of holidays and sick pay, back dated to 1st November and as such would include the provision in the future for a replacement at short notice in the event of him being sick or taking unpaid holidays. The employment contract would also include an appraisal and some guidance by the service provider for Jason in the performance of his duties. 

The arrangement that I would suggest is that the service provider bills the Commonwealth on a fortnightly basis at the end of the fortnightly period for services performed. I assume that this is a requirement of the trust fund (ie no advance payments)

As you know, I would like to see a family member provide the initial care, but I do not want to do it at the expense of quality care to Margaret. I consider employment through a third party is a better option for obvious reasons.

Given that we have a lot of small valuable antiques and it is unlikely that we are now in a position to know if any are missing, the quality of the external employment is important. I would need to take your advice on this issue, but I would have to say I prefer a laid back approach rather than distrust and the securing of any valuables. Therefore I would assume that the salary rate would need to be in the range that is going to attract the desired person/s. My comment would be how many are around that would be willing to work 8am to 6pm five days a week? There would need to be incentive for such an arrangement. 

If you agree with the proposal by Ann Morgan, can you seek immediate approval from Geoff MacDonald to go ahead with the appointment of a private Adelaide service provider to provide these services.

I trust that you can get Geoff to agree to this and I look forward to your early confirmation of agreement to appoint a service provider. The service provider could be a State of Commonwealth Dept but I would assume that outsourcing is their preferred option.

Hope to hear from you soon.

Cheers,

Peter Bansemer.

23 ALLARS REPORT

The Findings of the Allars Inquiry

Many of the human pituitary glands (from which the hormones were derived), were removed illegally from cadavers.

The exclusion criteria ( a crude safety mechanism requiring that certain "unsafe" glands be excluded from the collection and production process to minimise the transmission of disease to recipients) were not distributed to those collecting the glands, largely untrained and unskilled mortuary attendants. Most mortuary attendants and pathologists contacted by the Inquiry were not even aware that exclusion criteria existed.

In 1971 the exclusion criteria were amended. Glands from persons with "neurological diseases of the central nervous system due, or possibly due, to viral infection" were not to be collected after the Department’s Human Pituitary Advisory Committee (the ‘HPAC’) was warned of the potential of contamination of the product with slow viruses. At that time CJD was thought to be a slow virus. HPAC took no steps to ensure that the amended criteria were made known to all pathologists and mortuary attendants collecting the glands. There was no response by the Department’s Fractionation Subcommittee (the ‘FSC’, responsible for supervising matters relevant to production) to the possibility of unconventional slow viral infection of glands and therefore the final product.

The 1971 amendment to the exclusion criteria was omitted, without explanation, in 1977 when the exclusion criteria were further amended ( at that time there was considerable evidence supporting the possible slow viral contamination of the products).

Amendments to the exclusion criteria were:

"... drafted in a reactive fashion ... there was no proactive mechanism for ensuring that new sources of disease came to light. With the exception of [ an occasion in 1971, the HPAC] ...took no steps to ensure that it was abreast of current scientific knowledge of disease potentially affecting human pituitaries".

[emphasis supplied]

 HPAC failed to ensure compliance with the exclusion criteria.

Members of the Department’s HPAC and its Subcommittees, did not have the necessary expertise in the fields of virology and neuropathology and, with the exception of one occasion, failed to seek expert advice when required.

In many instances the administration of the hormones was experimental.

The informed consent of patients was often not obtained with recipients being largely unaware that the hormones were a human biological product derived from pituitary glands removed at post-mortem. 

It was found that this was a matter associated with risk and should have been disclosed to recipients. The risk of infection from treatment with a product derived from cadavers at post-mortem was a material risk in view of the known transmissible diseases, such as hepatitis, and ought to have been disclosed. 

In the case of recipients of CSL’s infertility hormone human pituitary gonadotrophin (hPG) , many of the side effects, some of which were life threatening, were not disclosed to recipients at all or they were not told of potential seriousness of the side effects. Recipients were not advised of a relatively safer alternative to hPG, human menopausal gonadotrophin (hMG) derived form the urine of menopausal women..

The hormones, prior to their listing as pharmaceutical benefits, were not subjected to the existing regulatory structure as required, which was established by the Commonwealth after the Thalidomide disaster to ensure that therapeutic goods for use in humans were safe and efficacious. 

CSL’s pituitary hormone products were dealt with in a manner inconsistent with the normal course of listing and testing of a pharmaceutical benefit. 

The then Director-General of Health and the Pharmaceutical Benefits Advisory Committee (PBAC) proceeded to have the hormones listed as pharmaceutical benefits without the necessary tests being performed on the hormones by the National Biological Standards Laboratory, a Departmental Laboratory, to determine that they were safe and efficacious for use in humans. 

The then Director-General of Health failed to insist on written advice from NBSL prior to recommending to the Minister that the products be listed, about the possible viral contamination of the products after a NBSL officer warned in 1965 that 

- there was no safe way of limiting the collection of glands to safe cadavers and 

- large viral particles, including serum hepatitis, would proceed the hormone through the column, thereby contaminating it.

It was noted by the Allars Inquiry:

"... the history of the listing of the hormones is one of circumvention of the PBAC and direct dealings between HPAC and the Director-General of Health and the Minister..."

The Inquiry also found that the Government decision-makers who established the scheme of regulation by experts committees must also take responsibility for placing the medical practitioners and scientists (members of HPAC and its Subcommittees) in a position where they had such a responsibility, and where the normal mechanism for testing and review by NBSL and other Departmental bodies, in the light of scientific knowledge, had been circumvented.

Members of the Department’s Committee and Subcommittees failed to recognise the limits of their expertise.

The expertise of those members in the particular fields in which they practiced disqualified them from serving in the role of regulator. 

The Minister, on the advice of the Director-General of Health:

" .... placed in the hands of those who ought to have been the regulation the very power of regulation itself".

HPAC failed in its regulatory role (this failure was also highlighted by the Committee in it’s Report).

The Minister’s decision to list the hormones as pharmaceutical benefits under s.100 National Health Act 1953 was an abuse of power and legally invalid (the Committee also highlighted this aspect of the AHPHP in it’s Report).

The Department’s HPAC, which oversaw the administration of the AHPHP, was belated in their response to the growing evidence of the transmission of CJD.

Research allocations of hormones for research projects involving some recipients were an abuse of power.

Some batches of CSL’s hormones were contaminated with hepatitis and pyrogens.

HPAC failed to regulate the use of hGH and hPG outside of the official AHPHP in terms of the non-CSL hormone products produced in Melbourne and administered to patients.

During the AHPHP there were instances of the hormones being administered to recipients in research projects which fell outside of the guidelines for treatment developed by the Department’s Subcommittee. The HPAC did not seek research protocols for these projects and failed to ensure that the consent of the subjects of the research was obtained pursuant to the National Health and Medical Research Council’s (NHMRC) Statement on Human Experimentation (the Committee shared these concerns on the ethical aspects of the AHPHP).

The Order in Council made in 1969 authorising the use of the hormones for research purposes was in excess of power and the research allocations of hormone were unlawful.

Some decisions of two of the Department’s Subcommittees, the Human Growth Hormone Subcommittee (HGHSC) and the Follicle Stimulating Hormone Subcommittee (FSHSC) were open to criticism on ethical grounds. For example:

- The HGHSC failed to appreciate that a particular scheme whereby recipients in different states were unknowingly part of comparative study, stepped across the line between making clinical observations and conducting a research study.

- The FSHSC failed to pay sufficient regard to the ethical considerations which arose from its approval to use out of date hPG in recipients despite concern being raised by CSL. 

- The FSHSC failed to apply adequate sanctions in cases where medical practitioners treated recipients without the necessary approval.

- The FSHSC failed to treat hyperstimulation, a potentially fatal condition, as a central concern of the committee.

- The FSHSC failed to respond in a decisive manner to cases of multiple births and congenital abnormalities

- The FSHSC failed to consider cases of maternal deaths after hPG treatment when details became available.

These unfortunate aspects of the AHPHP were also highlighted by the Committee.

In a submission to the recent Inquiry of the Committee, Associate Professor Allars stated that she believed that the litigation would be settled after the Report of her Inquiry became available. 

Despite the damning findings of the Allars Inquiry negligence has not been proven. 

The Committee also called upon the Commonwealth to formally acknowledge the deficiencies in the operation and oversight of the AHPHP, the experimental nature of aspects of the treatment under the program and the anxiety and stress that has been caused to recipients.

In addition to these recommendations the Committee made a number of important findings as outlined below.

The Findings of the Committee

The Committee noted:

" The Department’s attitude displays a want of compassion and care for a group of people who were receiving news which would impact on them for the rest of their lives ... while there remains a group of untraced recipients, there will be doubts as to whether the Department has taken adequate steps to protect public safety by informing recipients of the risk of CJD and not to donate blood or organs".

[emphasis supplied]

As there were delays in informing recipients of the risks of CJD and that they could not make blood or organ donations, some recipients may have inadvertently made donations.

In this respect the Committee found:

" ... the Department failed to act promptly to minimise the possibility of a person treated with human pituitary-derived hormone from donating blood and organs and thereby called into question its commitment to maintaining the highest levels of public safety in Australia". 

[emphasis supplied]

 The Committee had a number of reservations about the Government’s response in implementing some of the recommendations of the Allars Inquiry.

In two respects it was found that the Department has relied upon an overly restrictive interpretation of a secrecy provision contained in s.135A National Health Act 1963 

"to delay and/or prevent documents being made available [to the legal representatives of recipients and to recipients themselves]". 

[emphasis supplied] 

The Committee was of the opinion that: 

"Departmental actions in this regard may have been deliberately obstructionist".

The Committee was 

"... concerned that relevant documents appear to have been provided with material unnecessarily expunged or withheld totally from the legal advisers acting for the recipients".

In this sense, the Committee was referring to relevant documents of the Allars Inquiry which were discovered to this firm during the litigation. These documents contain the identity and evidence of various former Departmental and CSL’s officers which is favourable to the cases of the recipient-Plaintiffs and which, obviously, harms the defence of the Commonwealth and CSL.

A sixth month delay on the part of the Department in the provision of relevant Allars documents to this firm during discovery 

"could be regarded as deliberately obstructionist".

[emphasis supplied]

It was noted that 

"a range of possibly relevant Departmental and CSL files have been destroyed"

[emphasis supplied]

The destruction of these files was apparently in accordance with standard Australian Archives Procedures. The Committee noted that according to these procedures destruction of the documents could only take place with the consent of the Department.

The Committee considered that 

"the action of the Department (as the Defendant) in advising AGS in the release or refusal of documents to the plaintiff and yet having full access to the same records in instructing AGS on their defence is at least inappropriate, if not unethical".

[emphasis supplied]

The Committee commented on the Department’s evidence before the Senate Committee, where it attempted to divert responsibility away from the Department for HPAC’s failure to ensure that the exclusion criteria were made known to those collecting glands and to ensure compliance:

" The Committee considers that the Department’s statements ... raises serious concerns about its understanding of the ethical matters and accountability issues raised by gland collection and the monitoring of exclusion criteria as detailed in the Allars Report"

[emphasis supplied]

Following the enactment of uniform tissue legislation, the Committee noted:

" ... the Health Department failed to act to ensure that glands for the AHPHP were collected in a lawful manner. Not only did the Department have a role in overseeing the AHPHP, but it also had representatives on HPAC and should have ensured that legislation was complied with".

[emphasis supplied]

Some of the members of the Department’s Subcommittees did not know that there were restrictions on the collection of glands.

The Committee considered:

" ... that the Allars Inquiry raises serious concerns about the role of government agencies in the establishment, control and accountability of the AHPHP .... the Department’s comments about the decision making process in relation to the AHPHP and the matters addressed by the Allars Inquiry concerning the role of government agencies and accountability issues raise doubts as to whether the Department understands its responsibilities in this area".

[emphasis supplied]

The Committee noted the finding of the Allars Inquiry that the power to regulate was entrusted to those who ought to have been regulated and commented that it appeared that this arrangement was never challenged.

In relation to the criticism that was levelled at the Department during the Committee’s public hearings, the Committee considered that:

" ... it is no excuse for the Department to say that ‘the decisions taken regarding the establishment and administration of the AHPHP were taken up to three decades ago and were based on the standards of the day. In fact this statement is erroneous".

[emphasis supplied]

In relation to the Department’s response to the recent sixth case of CJD in the Australian recipient community, the Committee was:

"... concerned that it appears that the Department has again failed to respond adequately to a situation which has far reaching implications not only for one particular recipient and her family but also the whole recipient community"

[emphasis supplied]

The Department was also criticised for failing to advise recipients of the sixth case prior to the media disseminating the information. The Department’s approach was considered to be "passive and overly officious".

The Department failed to respond to developments between 1985 and 1988 which raised "serious concerns" about the decision-making processes in the Department.

The Report concluded:

" ... the Committee is concerned that incorrect or incomplete information was provided to the Allars Inquiry concerning possible contamination of batches of hormone and whether or not they were distributed for recipient treatment. The Committee considers that this had added to the distress of some recipients and should not have occurred".

[emphasis supplied]

Karen Weeks

MACEDONE CHRISTIE WILLIS

LAWYERS

3 November, 1997

24. SENATE ENQUIRY

Macedone Christie Willis - 

Letter to Federal Parliamentarians

KW:951015 3 November, 1997

Dear Sir/Madam,

Re: SENATE COMMUNITY AFFAIRS REFERENCES COMMITTEE - REPORT INTO THE CJD SETTLEMENT.

As you are aware, we act for a number of recipients of human pituitary hormones who have commenced legal proceedings against the Commonwealth of Australia (the ‘Commonwealth’), the Commonwealth Serum Laboratory Ltd ( the ‘CSL’) and various medical practitioners. 

A number of our clients are constituents of your electorate. Our clients, in addition to over 2000 other human pituitary hormone recipients Australia-wide, are at risk of developing a fatal degenerative neurological disease, Creutzfeldt-Jakob Disease (CJD) as a result of the hormone treatment they received. The human pituitary hormones were manufactured by the CSL Commission from 1966 until 1985 and were distributed under a program administered by the then Commonwealth Department of Health, now the Commonwealth Department of Health and Family Services ( the ‘Department’). The Australian Human Pituitary Hormone Program (the ‘AHPHP") was suspended in 1985 following reports of the deaths of recipients overseas from CJD. Most recipients were not advised of the fatal complications associated with the hormone treatment and their significantly increased risk of developing CJD until some seven years later.

It is known that five recipients in Australia have died from CJD in recent years as a result of receiving injections of CSL’s hormones which were contaminated with the infective agent of CJD. A sixth recipient has recently developed symptoms of the disease almost thirty years after the treatment was administered and is expected to die shortly.

The recent Report of the Senate Community Affairs References Committee (the ‘Committee’) again drew the public’s attention to this most horrific chapter in Australian medical practice. Prompted by concerns that a recent offer of settlement made by the Commonwealth was not fair or adequate, the Committee considered a number of issues relevant to the Department’s and CSL’s role in the AHPHP. These issues included the actions of the Department in the conduct of the litigation and whether the safety of the public was adequately protected by inter alia the CSL, the Department and/or other Commonwealth departments and agencies.

The Report of the Committee is the second damming Report of the Department’s role in the AHPHP which has emerged in recent years and has revealed again for general public scrutiny the mismanagement, major flaws and ineptitude which dominated the program.

In 1993 the then Minister of Health, Senator Graham Richardson announced an Independent Inquiry, the Inquiry into the use of Pituitary Derived Hormones in Australia and Creutzfeldt-Jakob Disease chaired by Associate-Professor Margaret Allars (the ‘Allars Inquiry’), after deaths of a number of Australian recipients emerged. In 1994, the Report of this Inquiry (the ‘Allars Inquiry’), was tabled in Federal Parliament. Like the Committee’s recent Inquiry, the Allars Inquiry made a number of damning findings.

We are currently awaiting a formal response from the Commonwealth Minister of Health and Family Services to the recommendations made by the Committee. It is hoped that the Minister will implement the recommendations contained in the Committee’s Report and compensate our clients and other recipients who satisfy certain criteria.

If the recommendations are not implemented, those recipients who continue with the litigation to seek compensation for their injuries would be placed in the unenviable position of having to attempt to, as best they can, match the extensive resources available to the Commonwealth in defending the litigation. It remains to be seen whether legal aid will be forthcoming. In light of the recent budgetary reductions in legal aid and the fact that a Victorian firm was unable to obtain legal aid for their test case, we are not confident that such assistance will be forthcoming. The Victorian firm was unable to continue with the test case when legal aid was refused by the Commonwealth Attorney-General’s Department. The decision not grant legal aid was made by the Commonwealth.

The litigation will be expensive, time consuming and complex. One can understand the genuine confusion shared by many recipients as they contemplate why it is even necessary to proceed through the Courts when two independent bodies have already condemned the program and the Department’s and CSL’s role in facilitating the debacle. In many respects we agree that it would be a tremendous waste of public resources to have a Court consider the issues again. However, if the Minister refuses to compensate injured recipients, litigation is the only alternative. The cost of litigation could be better served in compensating the recipients.

A summary of the more important findings of the Allars Inquiry and the Committee’s Inquiry are enclosed. These findings, in addition to the material contained in the documents discovered to our clients by the Commonwealth and CSL during the course of the litigation, raise serious concerns about the acts and omissions of the Department and CSL in the past.

In short, the AHPHP was unlawful, ethical requirements were not observed and the authorities did not respond to the possibility of viral and slow viral contamination of the product. Arguably this tragic chapter in Australian medical history could of, and should have been avoided.

As a result of conflicting evidence given to the Senate Inquiry (including debate as to whether or not hormone contaminated with hepatitis virus was knowingly distributed by CSL for administration to recipients) the Committee recommended that Associate Professor Allars, or another suitably qualified person, be invited to review the additional material which had been forthcoming so that the findings of the Allars Inquiry could be reviewed and expanded upon.

The Committee heard evidence from a number of scientists, some of whom have perused the files and documents of the CSL and the Department. As noted in the Committee’s Report, one scientist, a virologist, gave evidence to the Committee that:

"In relation to the CJD and hepatitis contamination of pituitary hormones, the failure of both CSL and HPAC to subject the gel chromatography technique to a very detailed critical analysis in relation to the possibility of contamination with viruses as a general problem, was, in my view, a major contributor to the disaster"

This evidence addressed the central argument of the Commonwealth which has been advanced to date, that is, the authorities believed at the time that the processing methods used by CSL would eliminate virus. 

However, as this virologist properly points out, the ability of the processing to eliminate virus from the final product was never tested. 

A CSL officer was asked, during the last day of public hearings, whether they were aware of the minutes of a meeting of the Fractionation Subcommittee (the ‘FSC’) in 1970 where the FSC conceded that there was no guarantee that virus would be eliminated during processing. It would appear that the discussion at this meeting undermines the Commonwealth’s and CSL’s argument that the processing method would eliminate virus. Curiously, the relevant CSL officer advised the Committee he was "not aware" of those minutes. Furthermore, the same officer also advised that he was "not aware" that the FSC also conceded that because exclusion criteria had not been complied with in the past, past batches of the hormones may have been contaminated with virus. Further evidence was given by the Department that there was no action taken to monitor the health of recipients to determine whether viral diseases were being transmitted to recipients via the hormone treatment.

It is clear that the Allars Inquiry was given, on a number of occasions, false and misleading information about material matters and that the Inquiry may not have been given all relevant information and documentation. Significantly, the Committee noted:

" ... the Committee considers that some of the information which came to light during the [Committee’s] inquiry does raise serious concerns and warrants a further review. It also appears that some of this information was not available to the Allars Inquiry".

[emphasis supplied]

We are confident that overwhelming evidence can be presented to the Court that because of significant production and quality control difficulties (quite apart from the question of viral and slow viral infection), the hormones were not fit for use in humans and should never have been distributed. For example, one scientist, a former NBSL officer, gave evidence before the Committee that CSL’s best hPG was 99.6% impure and that:

"It was a shocking product. I cannot believe that this could have been marketed". 

[emphasis supplied]

Not only was it marketed, it was injected into human beings, who were used as human guinea pigs. This is most reprehensible conduct.

We are more than convinced that negligence can be proved in a Court of law, on the balance of probabilities, against the Commonwealth, the CSL and the medical practitioners who were responsible for the treatment our clients received. We are also confident that we can prove that our clients have suffered psychiatric injury as a result of their negligence.

In denying liability, the Commonwealth and CSL have relied upon an overly narrow interpretation of the common law as it relates to "nervous shock" claims. It is the opinion of this firm, and that of our two Counsel, one of whom is a Senior Counsel, that the common law accommodates these claims and provides for compensation to recipients. 

Significantly, a number of other firms who have, or do act for recipients, in addition to their Counsel, are of the same view. The Commonwealth’s and CSL’s narrow interpretation of the law is even more curious when one considers that all, if not most, of the legal firms involved, and their Counsel, act for their recipient-clients on a contingency basis - an indication of ours and their belief that the recipients will be successful at trial. 

Moreover, in 1995 the Commonwealth sought to strike out the proceedings commenced by a recipient in the Supreme Court of Victoria claiming there was no cause of action disclosed. His Honour Justice Harper delivered a judgment confirming that the common law could accommodate these claims and dismissed the Commonwealth’s application.

One must also consider the judgment of the High Court in the United Kingdom last year, where it was found that the Defendants were negligent for the deaths of hGH recipients from CJD where recipients were treated after July, 1977. The Court’s decision in this respect was based on the availability of knowledge on the transmissibility of CJD. That very knowledge was also available in Australia in widely read and prominent medical and scientific journals. We believe that while the Court’s judgment is conservative it is nevertheless reassuring.

It is our opinion that there are no significant legal or evidentiary obstacles preventing injured recipients from obtaining compensation for their injuries from the Commonwealth and CSL.

When the Committee’s unanimous Report was tabled in the Senate, Senator Brian Harradine (a Committee member) commented that:

"Our examination of the whole CJD episode provided a window into lax processes and cover-ups by those responsible for regulating human experimentation and by those whose grave duty it is to ensure the highest standards in the regulation and manufacture of biological products ... Women seeking help for infertility , and men and women of short stature were essentially guinea pigs in an unlawful experiment ... CSL did not meet the requirements of the Australian regulatory authorities ...There was enough information in 1966 to indicate that the program should not have been allowed to proceed"

[emphasis supplied]

The comments of the current Treasurer, the Hon. Mr. Peter Costello in 1993, are also significant and reflect the decision the Commonwealth ought to have made years ago. They also reflect the decision the Commonwealth ought to make now in light of the recent Report of the Committee:

" ... The Commonwealth can either spend its money on lawyers or on the victims. It will not necessarily be cheaper to spend the money on the lawyers; the Commonwealth will be paying which ever way it goes. As a matter of justice, it would be far more helpful to those who have suffered if the Commonwealth said that on this occasion its beneficence will be directed towards the victims, the families that have suffered the death and loss of a loved one, rather than the legal profession defending the claims ..."    [emphasis supplied]

Had the Department followed this advice in 1993 much anguish and anxiety in the recipient community would have been avoided. Ironically, many of the psychiatric injuries suffered by recipients could have been minimised or avoided instead of being aggravated. More importantly, significant public monies could have been better utilised compensating recipients instead of funding the Commonwealth’s and CSL’s vigorous defence of the proceedings. As the Report of the Committee indicates, the Commonwealth has not been the ‘model litigant’ it ought to be.

When one considers the comments of the then Chief Medical Officer of the Department in 1994, one wonders why the proceedings are being defended by the Commonwealth and CSL at all. In a current affairs program, Dr. Tony Adams made the following comments about the AHPHP and in doing so, made certain admissions:

"In many instances in the development of new therapies, people are used as guinea pigs, and unfortunately guinea pigs do not have a chance to give their fully informed consent as to what is being done to them...

... They were overenthusiastic, so some of the guidelines that were in place were either ignored or fudged

[in answer to the question "So patient’s welfare was sacrificed?"] Unfortunately yes ...

Here was a situation that should have been corrected earlier than it was and people concerned both in Government and in the Committees who were handing out the hormones were derelict in their duty in not stopping it sooner"

[emphasis supplied]

The litigation commenced on behalf of our clients will continue if our clients are unable to obtain compensation for their injuries pursuant to the Committee’s recommendations. The litigation will be extremely costly for all parties involved, It will be lengthy and time consuming and significantly demanding on the recipients who will continue. As the Committee noted:

"No doubt the costs and pressures of litigation have the potential to add greatly to the psychiatric stresses on recipients".

[emphasis supplied]

Ultimately it will be the tax payer who will bear the heavy financial burden if the litigation proceeds. In the event that our clients are unsuccessful, it is likely that the Commonwealth and the other Defendants will not be able to recover their legal costs pursuant to a costs order. Our clients are ordinary citizens. Many of our clients have few, if any, assets. In the event that our clients are successful, it will be the taxpayer who ultimately meets the tremendous legal costs which will be incurred by this, and possibly other legal firms.

There is no doubt that there will be further deaths of recipients in this country in the future. Over 100 deaths of recipients from CJD have been recorded world-wide. The remaining recipients now live with the constant reminder that they may have received contaminated injections and the knowledge of the possibility that they may develop and die from CJD at an unknown date in the future. There is currently no diagnostic tool available to determine those recipients who have received contaminated hormones and who will develop the disease. There is no cure. There is, at present, no apologies forthcoming from those who are responsible and certainly no acknowledgment that the authorities may have been derelict in their duty. There is currently no compensation for those who have suffered injury as a result of the negligence of others and those responsible are yet to be held accountable.

In the event that the Commonwealth compensates injured recipients pursuant to the Committee’s recommendations, no binding precedent will be created. The argument of the Commonwealth that they can not compensate recipients as it would open a "flood gate" of claims against the Commonwealth is no basis for refusing to compensate recipients in these circumstances. When gross negligence and consequential injury has occurred, it is highly inappropriate for the Commonwealth to rely on groundless emotive rhetoric to deny compensation.

As the Federal Member of Hughes, we respectfully request that representations be made to the Minister of Health and Family Services on behalf of your constituents without delay. It is time the Department and CSL addressed the gross errors of the past by implementing the Committee’s recommendations immediately, whether it be for moral or legal considerations

Yours faithfully,

MACEDONE CHRISTIE WILLIS                KAREN WEEKS

24.1 Senate Enquiry & Allars report

FINDINGS OF THE ALLARS INQUIRY AND THE INQUIRY OF THE SENATE

COMMUNITY AFFAIRS REFERENCES COMMITTEE

The Findings of the Allars Inquiry

Many of the human pituitary glands (from which the hormones were derived), were removed illegally from cadavers.

The exclusion criteria ( a crude safety mechanism requiring that certain "unsafe" glands be excluded from the collection and production process to minimise the transmission of disease to recipients) were not distributed to those collecting the glands, largely untrained and unskilled mortuary attendants. Most mortuary attendants and pathologists contacted by the Inquiry were not even aware that exclusion criteria existed.

In 1971 the exclusion criteria were amended. Glands from persons with "neurological diseases of the central nervous system due, or possibly due, to viral infection" were not to be collected after the Department’s Human Pituitary Advisory Committee (the ‘HPAC’) was warned of the potential of contamination of the product with slow viruses. At that time CJD was thought to be a slow virus. HPAC took no steps to ensure that the amended criteria were made known to all pathologists and mortuary attendants collecting the glands. There was no response by the Department’s Fractionation Subcommittee (the ‘FSC’, responsible for supervising matters relevant to production) to the possibility of unconventional slow viral infection of glands and therefore the final product.

The 1971 amendment to the exclusion criteria was omitted, without explanation, in 1977 when the exclusion criteria were further amended ( at that time there was considerable evidence supporting the possible slow viral contamination of the products).

Amendments to the exclusion criteria were:

"... drafted in a reactive fashion ... there was no proactive mechanism for ensuring that new sources of disease came to light. With the exception of [ an occasion in 1971, the HPAC] ...took no steps to ensure that it was abreast of current scientific knowledge of disease potentially affecting human pituitaries".

[emphasis supplied]

The amendment of the exclusion criteria in 1982, which incorporated a reference to excluding glands from persons specifically with presenile dementia ( CJD)

"was an unacceptably belated response to a series of papers [which were published in 1974 and 1977]." 

[emphasis supplied]

HPAC failed to ensure compliance with the exclusion criteria.

Members of the Department’s HPAC and its Subcommittees, did not have the necessary expertise in the fields of virology and neuropathology and, with the exception of one occasion, failed to seek expert advice when required.

In many instances the administration of the hormones was experimental.

The informed consent of patients was often not obtained with recipients being largely unaware that the hormones were a human biological product derived from pituitary glands removed at post-mortem. 

It was found that this was a matter associated with risk and should have been disclosed to recipients. The risk of infection from treatment with a product derived from cadavers at post-mortem was a material risk in view of the known transmissible diseases, such as hepatitis, and ought to have been disclosed. 

In the case of recipients of CSL’s infertility hormone human pituitary gonadotrophin (hPG) , many of the side effects, some of which were life threatening, were not disclosed to recipients at all or they were not told of potential seriousness of the side effects. Recipients were not advised of a relatively safer alternative to hPG, human menopausal gonadotrophin (hMG) derived form the urine of menopausal women..

The hormones, prior to their listing as pharmaceutical benefits, were not subjected to the existing regulatory structure as required, which was established by the Commonwealth after the Thalidomide disaster to ensure that therapeutic goods for use in humans were safe and efficacious. 

CSL’s pituitary hormone products were dealt with in a manner inconsistent with the normal course of listing and testing of a pharmaceutical benefit. 

The then Director-General of Health and the Pharmaceutical Benefits Advisory Committee (PBAC) proceeded to have the hormones listed as pharmaceutical benefits without the necessary tests being performed on the hormones by the National Biological Standards Laboratory, a Departmental Laboratory, to determine that they were safe and efficacious for use in humans. 

The then Director-General of Health failed to insist on written advice from NBSL prior to recommending to the Minister that the products be listed, about the possible viral contamination of the products after a NBSL officer warned in 1965 that 

- there was no safe way of limiting the collection of glands to safe cadavers and 

- large viral particles, including serum hepatitis, would proceed the hormone through the column, thereby contaminating it.

It was noted by the Allars Inquiry:

"... the history of the listing of the hormones is one of circumvention of the PBAC and direct dealings between HPAC and the Director-General of Health and the Minister..."

The Inquiry also found that the Government decision-makers who established the scheme of regulation by experts committees must also take responsibility for placing the medical practitioners and scientists (members of HPAC and its Subcommittees) in a position where they had such a responsibility, and where the normal mechanism for testing and review by NBSL and other Departmental bodies, in the light of scientific knowledge, had been circumvented.

Members of the Department’s Committee and Subcommittees failed to recognise the limits of their expertise.

The expertise of those members in the particular fields in which they practiced disqualified them from serving in the role of regulator. 

The Minister, on the advice of the Director-General of Health:

" .... placed in the hands of those who ought to have been the regulation the very power of regulation itself".

HPAC failed in its regulatory role (this failure was also highlighted by the Committee in it’s Report).

The Minister’s decision to list the hormones as pharmaceutical benefits under s.100 National Health Act 1953 was an abuse of power and legally invalid (the Committee also highlighted this aspect of the AHPHP in it’s Report).

The Department’s HPAC, which oversaw the administration of the AHPHP, was belated in their response to the growing evidence of the transmission of CJD.

Research allocations of hormones for research projects involving some recipients were an abuse of power.

Some batches of CSL’s hormones were contaminated with hepatitis and pyrogens.

HPAC failed to regulate the use of hGH and hPG outside of the official AHPHP in terms of the non-CSL hormone products produced in Melbourne and administered to patients.

During the AHPHP there were instances of the hormones being administered to recipients in research projects which fell outside of the guidelines for treatment developed by the Department’s Subcommittee. The HPAC did not seek research protocols for these projects and failed to ensure that the consent of the subjects of the research was obtained pursuant to the National Health and Medical Research Council’s (NHMRC) Statement on Human Experimentation (the Committee shared these concerns on the ethical aspects of the AHPHP).

The Order in Council made in 1969 authorising the use of the hormones for research purposes was in excess of power and the research allocations of hormone were unlawful.

Some decisions of two of the Department’s Subcommittees, the Human Growth Hormone Subcommittee (HGHSC) and the Follicle Stimulating Hormone Subcommittee (FSHSC) were open to criticism on ethical grounds. For example:

- The HGHSC failed to appreciate that a particular scheme whereby recipients in different states were unknowingly part of comparative study, stepped across the line between making clinical observations and conducting a research study.

- The FSHSC failed to pay sufficient regard to the ethical considerations which arose from its approval to use out of date hPG in recipients despite concern being raised by CSL. 

- The FSHSC failed to apply adequate sanctions in cases where medical practitioners treated recipients without the necessary approval.

- The FSHSC failed to treat hyperstimulation, a potentially fatal condition, as a central concern of the committee.

- The FSHSC failed to respond in a decisive manner to cases of multiple births and congenital abnormalities

- The FSHSC failed to consider cases of maternal deaths after hPG treatment when details became available.

These unfortunate aspects of the AHPHP were also highlighted by the Committee.

In a submission to the recent Inquiry of the Committee, Associate Professor Allars stated that she believed that the litigation would be settled after the Report of her Inquiry became available. 

Despite the damning findings of the Allars Inquiry and Allars’ own belief, the litigation in which we are involved has not settled. The Commonwealth and CSL have, to date, refused to compensate recipients, including our clients, for the psychiatric injury which they have suffered as a result of the negligence of others.

In its Report, the Committee highlighted the significant impact learning of the risk of CJD has had on many recipients.

The Committee recommended, inter alia, that the Commonwealth make a one-off payment to recipients who have suffered psychiatric injury. The Committee also recommended that the Commonwealth consider extending this offer to include recipients who have suffered psychological stress or a significant life disturbance. The Committee further recommended that both official and unofficial recipients be eligible for such compensation. At this stage, the Commonwealth has drawn a distinction between those who were treated unofficially and those who were treated officially. We act for a number of unofficial recipients who are also constituents of your electorate. They are deemed to be unofficial as a result of a failure of their treating practitioner to obtain the required approval prior to commencing treatment.

The Committee also called upon the Commonwealth to formally acknowledge the deficiencies in the operation and oversight of the AHPHP, the experimental nature of aspects of the treatment under the program and the anxiety and stress that has been caused to recipients.

Significantly, the Committee also recommended that an epidemiological study be conducted to determine whether recipients have suffered long term side effects (quite apart from CJD) as a result of the treatment they received. For example, in the case of female recipients of hPG, the Committee recommended that investigations s be commenced to determine whether there is a higher incidence of certain cancers such as ovarian and breast cancer in this recipient population..

In addition to these recommendations the Committee made a number of important findings as outlined below.

The Findings of the Committee

The attempts made by the Department to trace hormone recipients and advise them of the fatal complications associated with the hormone treatment and the risk that they may develop CJD were "totally inadequate". The continued reliance on medical practitioners to trace recipients, when such poor results were obtained, were not justified (many recipients were not traced and advised of the risk for some seven years after the AHPHP was suspended). The Committee agreed that for recipients who learnt of the risk through the media or at the Blood Bank, it was a totally horrifying experiences (a number of our clients and your constituents were advised of the risks in such a manner). The Committee noted:

" The Department’s attitude displays a want of compassion and care for a group of people who were receiving news which would impact on them for the rest of their lives ... while there remains a group of untraced recipients, there will be doubts as to whether the Department has taken adequate steps to protect public safety by informing recipients of the risk of CJD and not to donate blood or organs".

[emphasis supplied]

As there were delays in informing recipients of the risks of CJD and that they could not make blood or organ donations, some recipients may have inadvertently made donations.

In this respect the Committee found:

" ... the Department failed to act promptly to minimise the possibility of a person treated with human pituitary-derived hormone from donating blood and organs and thereby called into question its commitment to maintaining the highest levels of public safety in Australia". 

[emphasis supplied]

The Department also failed to inform recipients that their names had been supplied to Blood Banks and organ donation agencies

The Committee also noted that the:

"... Department’s response to the information needs of recipients were totally inadequate prior to the Allars Inquiry investigation. Little attempt appears to have been made to prepare concise, consistent and accurate information about CJD".

[emphasis supplied]

In addition, the Committee found that it appeared that some recipients are still experiencing difficulties with accessing information held by the Department.

The Department’s efforts in identifying and tracing unapproved recipients has been inadequate. The Committee considered that the evidence from the Department in relation to this issue was: 

"unacceptable and a further example of the Department’s lack of effort in relation to unapproved recipients"

[emphasis supplied]

The Committee had a number of reservations about the Government’s response in implementing some of the recommendations of the Allars Inquiry.

In two respects it was found that the Department has relied upon an overly restrictive interpretation of a secrecy provision contained in s.135A National Health Act 1963 

"to delay and/or prevent documents being made available [to the legal representatives of recipients and to recipients themselves]". 

[emphasis supplied] 

The Committee was of the opinion that: 

"Departmental actions in this regard may have been deliberately obstructionist".

The Committee was 

"... concerned that relevant documents appear to have been provided with material unnecessarily expunged or withheld totally from the legal advisers acting for the recipients".

In this sense, the Committee was referring to relevant documents of the Allars Inquiry which were discovered to this firm during the litigation. These documents contain the identity and evidence of various former Departmental and CSL’s officers which is favourable to the cases of the recipient-Plaintiffs and which, obviously, harms the defence of the Commonwealth and CSL.

A sixth month delay on the part of the Department in the provision of relevant Allars documents to this firm during discovery 

"could be regarded as deliberately obstructionist".

[emphasis supplied]

It was noted that 

"a range of possibly relevant Departmental and CSL files have been destroyed"

[emphasis supplied]

The destruction of these files was apparently in accordance with standard Australian Archives Procedures. The Committee noted that according to these procedures destruction of the documents could only take place with the consent of the Department.

The Committee considered that 

"the action of the Department (as the Defendant) in advising AGS in the release or refusal of documents to the plaintiff and yet having full access to the same records in instructing AGS on their defence is at least inappropriate, if not unethical".

[emphasis supplied]

The Committee commented on the Department’s evidence before the Senate Committee, where it attempted to divert responsibility away from the Department for HPAC’s failure to ensure that the exclusion criteria were made known to those collecting glands and to ensure compliance:

" The Committee considers that the Department’s statements ... raises serious concerns about its understanding of the ethical matters and accountability issues raised by gland collection and the monitoring of exclusion criteria as detailed in the Allars Report"

[emphasis supplied]

Following the enactment of uniform tissue legislation, the Committee noted:

" ... the Health Department failed to act to ensure that glands for the AHPHP were collected in a lawful manner. Not only did the Department have a role in overseeing the AHPHP, but it also had representatives on HPAC and should have ensured that legislation was complied with".

[emphasis supplied]

Some of the members of the Department’s Subcommittees did not know that there were restrictions on the collection of glands.

The Committee considered:

" ... that the Allars Inquiry raises serious concerns about the role of government agencies in the establishment, control and accountability of the AHPHP .... the Department’s comments about the decision making process in relation to the AHPHP and the matters addressed by the Allars Inquiry concerning the role of government agencies and accountability issues raise doubts as to whether the Department understands its responsibilities in this area".

[emphasis supplied]

The Committee noted the finding of the Allars Inquiry that the power to regulate was entrusted to those who ought to have been regulated and commented that it appeared that this arrangement was never challenged.

In relation to the criticism that was levelled at the Department during the Committee’s public hearings, the Committee considered that:

" ... it is no excuse for the Department to say that ‘the decisions taken regarding the establishment and administration of the AHPHP were taken up to three decades ago and were based on the standards of the day. In fact this statement is erroneous".

[emphasis supplied]

In relation to the Department’s response to the recent sixth case of CJD in the Australian recipient community, the Committee was:

"... concerned that it appears that the Department has again failed to respond adequately to a situation which has far reaching implications not only for one particular recipient and her family but also the whole recipient community"

[emphasis supplied]

The Department was also criticised for failing to advise recipients of the sixth case prior to the media disseminating the information. The Department’s approach was considered to be "passive and overly officious".

The Department failed to respond to developments between 1985 and 1988 which raised "serious concerns" about the decision-making processes in the Department.

The Report concluded:

" ... the Committee is concerned that incorrect or incomplete information was provided to the Allars Inquiry concerning possible contamination of batches of hormone and whether or not they were distributed for recipient treatment. The Committee considers that this had added to the distress of some recipients and should not have occurred".

[emphasis supplied]

Karen Weeks

MACEDONE CHRISTIE WILLIS

25. SENATE ENQUIRY BATCH 3

INFORMATION PROVIDED ON BATCH 3

The information provided by the Department on Batch 3 in the recent HPH Newsletter is incorrect.

REFERENCE:14

Mr. Elton Humphrey

The Secretary

Senate Community Affairs References Committee

Suite S1 59

Parliament House

CANBERRA ACT 2600

BY FACSIMILE - (06) 277 5829

URGENT

Dear Sir,


Re: 
INQUIRY INTO CJD SETTLEMENT - MISLEADING


INFORMATION ABOUT BATCH 003 FROM THE DEPARTMENT


AND CSL

We refer to the above Inquiry and to the recent announcement from the Commonwealth Department of Health and Family Services that hPG Batch 003-2 appears to be implicated in the most recent case of CJD which has developed in the Australian recipient community.

One of our clients has provided us with a copy of the Department's HPH Newsletter of September, 1997 wherein the testing of Batch 003 is described. The information provided by the Department on this batch is most disturbing and it would appear that recipients have been misled.

Our perusal of the relevant records indicates that the information contained in this Newsletter is far from factual. As we have had enquiries from a recipient who received injections from Batch 3, we believe it is imperative that the Department's response be corrected for the record.

For the Committee's immediate consideration and convenience we provide a summary of the extraction, firactionation and testing of Batch 003 below.


FSH Batch 003 and 004

Extraction of this batch commenced on 28 September, 1967. it can be presumed that the glands used in this batch were collected at various times prior to this date indicating that the incubation period of the infective agent is probably in excess of thirty years. The date on which the treatment was administered to the recipient who has recently developed CJD should not therefore be used as the time against which the incubation period is measured.

A Report prepared by A. Telford (CSL) dated 2 November, 1967 (contained in CSL File 67/406) details the production of the batch. A copy of this report, and all other reports referred to below will be forwarded to the Committee by express post with the original of this facsimile.

Mr. Telford noted that difficulties were experienced during the sterilisation of the batch. The batch was split into two parts, FSH Batch 003 and FSH Batch 004. In relation to FSH Batch 003, Mr. Telford noted that it was found to be unsterile in two out of six vials and that it was to be retreated. Mr. Telford warned that it should not be released until uncertainty relating to its potency had been resolved. 

In a further report dated 30 November, 1967, Mr. Telford notes that prior to the 1,335 vials being retreated, one in three vials of the Batch which became FSH Batch 003-2 were found to be pyrogenic, contaminated with a gram negative bacillus, probably a Pseudomonas. It was redissolved, refiltered and redispensed into 1,054 vials of FSH Batch 003-2. 

Significantly, Mr. Telford makes no mention of any of these vials being tested for sterility. We have been unable to locate any documents within the documents discovered by the Commonwealth and CSL which suggest that ampoules from the reprocessed FSH Batch 003-2 were in fact tested for sterility or that these tests were satisfactory. 

Moreover it is clear from a Report of Mr. Mathews (CSL, Chief of Quality Control) dated 28 June, 1968 that FSH Batch 003 and 004 were contaminated with pyrogens. The date of this Report is significant. The Pyrogen tests were conducted in June of 1968. However ampoules from this batch had been distributed to numerous obstetrician/gynaecologists for use in their patients before the results of the tests were obtained. Patients were therefore administered injections of pyrogenic hPG prior to the results of the pyrogen tests being obtained by CSL. This can hardly be considered to be 'best practice' at the time. There is no doubt that the batches were contaminated with pyrogens and any claim by CSL, or the Department to the contrary is incorrect

We therefore fail to see how the Department can claim that:


“During preparation, a routine test found that batch 003 contained bacteria. It was therefore refiltered to remove the bacteria and was tested again. This test showed that the batch was sterile i.e. it contained no bacteria. The batch was then distributed as batch 003-2"

[emphasis supplied]

Obviously there are a number of alternatives to explain the discrepancy in the information provided to recipients by the Department and CSL and the information which is actually contained in CSL's flies:

· The reprocessed FSH Batch 003-2 was not tested for sterility as the second Report of Mr. Telford suggests. As a result it must be assumed that it remained contaminated and unsterile. One wonders how CSL would have been able to extract the pituitary powder from the vials to reprocess it in any event. There were in excess of 1.000 vials and we understand that the powder would stick to the glass of the vials; or

· The reprocessed FSH Batch 003-2 was retested and found to be sterile, as claimed by the Department, and presumably CSL, in the HPH Newsletter of September, 1997. If this is the case, we wonder whether the Committee could seek copies of the documentation upon which the Department and CSL rely in making this claim. Moreover, it would appear that if such documentation does in fact exist, the Commonwealth and/or CSL have failed to discover it to this firm, and presumably, to Rennicks Briggs during informal discovery in the litigation. 

Of equal significance is the fact that Mr. Telford in his Report of 2 November, 1967 emphatically warned that ampoules from FSH Batch 003 "should not be issued without prior assays as it is of very uncertain potency. Nevertheless, ampoules were distributed to clinicians for use in patients without any warning of the uncertainty.

This batch was divided into two parts - hGH Batch 003-2 and hGH Batch 003-3 as a result of the loss of some of the material during freeze drying. The batches were found to be sterile. However the batches were Pyrogenic as the Report of Mr. Mathews of 17 June, 1968 indicates. He noted that there were "marked pyrogenic reactions" and that he understood that Batch 003-3 "was found to be contaminated". A further Report from Mr. Mathews of 19 June, 1968 notes that some of the mice used in the pyrogen tests suffered from "slight convulsions”, "partial paralysis" and "collapsed momentarily" after injections.

Again, the results of the Pyrogen tests were obtained by CSL, after ampoules of the batch had been distributed to clinicians for use in patients. As a result recipients also received injections from a pyrogenic batch of hGH. This can not be regarded to be 'best practice' at the time.

In addition, Mr. Telford in his Report on Batch 003 recommended that hGH Batch 003 be accompanied with a warning as to the uncertainty of the potency of the batch. It would seem that from the documents discovered by the Commonwealth and CSL no warnings were hGH Batch 003

in fact given to practitioners when ampoules of the batch were provided to them for use in their patients.

An Experimental Batch

The above batches were experimental batches. CSL were still attempting to "fine tune" their extraction and fractionation method. It was the first batch using a large number of glands. Ampoules from this batch (as with the earlier and some later batches) were distributed to clinicians for a clinical trial of the product. These batches were described by CSL as being 'experimental'. The purpose of the administration of the hGH and hPH was to ascertain the in vivo potency of the products - its use in patients was also 'experimental'.

Documents confirming the status of this batch can be provided to the Committee if required.

In short hGH Batch 003 and FSH Batch 003 and 004 should never have been distributed for use in humans.

We are very concerned that the Department and CSL continues to mislead recipients and the Australian public in relation to the problems it experienced during the extraction, fractionation and distribution of the hGH and hPG.

Should you have any further enquiries, please do not hesitate to contact the writer. 

We look forward to your earliest reply.

Yours faithfully,

MACEDONE CHRISTIE W11LIS

SOLARI PARTNERS

KAREN REWEEKS 

CC:

Senator Harradine (06) 277 3739, Senator Foreshaw (06) 277 3809, Senator Lees (06) 277 3996, Senator Lightfoot (06) 277 5825, Senator Bishop (06) 277 3123 & Senator Neil (06) 277 3092

Senate Community Affairs References Committee

Dr. P. Schiff,

HUMAN PITUITARY HORMONES BATCH 003

Human Growth Hormone Batch 003 has been dispensed. and freeze dried, and the sterility test found to be satisfactory. A total of 2450 vials at approximately 4.0 I.U./vial are available for issue to interested parties. This represents a yield of 10.3 I.U./gland from 960 glands, c.f. 7.9 I.U./gland for batch 002.

The HGH was dispensed in two sub-batches (003-2 and 003-3) and an assay was done on one of these prior to dispensing. The assay result was 1.9 I.U./ml. (95% F.L. - 1.4 - 2 . 6 I.U./ml.), and 2.0 ml./vial nominally dispensed, but in fact there was probably an approximate 10% overfill, as fewer vials were obtained than calculated from the bulk volume. Thus the actual activity per vial is about 4 I.U., but may be somewhat higher than this, and may be different for the two halves of the batch. A further assay will therefore be done on each sub-batch but the results will possibly not be available until January 1968. The present assay figure of 4.0 I.U./vial should be sufficiently accurate to allow issue of the batch. if accompanied by a warning of the possible inaccuracy of the figure.

It was originally intended that the above assay should be done on the finished product. The complications arose because (a) the Delvac drier was not available at the time originally arranged, so that the batch had to be divided into two, and (b) when the first portion was dried In the Leybold drier, the drying was unsatisfactory and the sub-batch had to be redissolved, sterilized and dispensed, resulting in an overall loss of material of 5% of the total batch.

Follicle Stimulating Hormone

Trouble was experienced in filtering this product through the sterilizing Millipore membrane. Consequently, one half of the batch (004) was further treated with DEAE-Cellulose according to the method of Roos and Gemzell. Biochem. and Biophys. Acta 93 217 (1964), i.e. it was absorbed from a .02M potassium phosphate solution pH 7.0 onto Whatmen DEAE-Cellulose and eluted with .06M phosphate. The solution was then sterilized and dispensed at 1/2 gland per vial. The result of drying this material in the Leybold is not yet known.

To the other half of batch (003) was added 5% lactose and dispensed at 1/3 gland per vial. This was dried in the Delvac and an assay of this dried material showed it to be of much higher potency than anticipated on the basin of the previous batch, but it was found to be non-sterile in 2 out of 6 vials. Consequently, it will have to be retreated. Assays on these two batches will probably be done, one in late December and the other in January 1968. This material should not be issued without prior assay as it is of very uncertain potency.

It is also desirable that assays for luteinizing hormone be done on these two batches. Miss D. Fell is looking into the possibility of establishing an LH assay at C.S.L., on the basis of published methods, but it may be worthwhile making inquiries of those concerned with this product, as to what is the recommended method of assay and/or whether the LH assays on this batch could be done by somebody else. Also as our FSH assay does not give the same result as that of Lamond in Brisbane (using hypophysectomized mice) it might be preferable to have FSH assays done on the two batches by him as well as was done for batch 001.

(ALAN P. TELFORD)

Dept. 512.


67/406
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PITUITARY HORMONE ASSAYS

An ad hoc meeting was held on 21/11/67 at C.S.L. to discuss G.H and F.S.H. assays.

Present :
Drs. Brown, Martin and Schiff, Miss Fell, Mr. Telford.

Processing of Batch 003 has now been completed and has yielded a total of 2450 vials of G.H. at an average potency of 4.2 I.U./vial.

Some 1900 ampoules of F.S.H. are also available. This represents two sub-batches, both of which will have to be assayed separately.  Difficulties have been encountered in a preliminary assay using C.S.L. rats.  Dr. Martin suggested that we try another rat strain. The Sprague-Dawley strain was usually recommended for the Steelman-Pohley assay. Miss Fell agreed to obtain this strain and repeat the assay.

The.mouse augmentation assay can be used as a check on F.S.H. activity, although it is not as meaningful. Dr. Martin will carry out this assay on Batch oo3.

Assays for L.H. activitiy were also discussed.  Dr. H. P. Taft is using the Parlow assay (ascorbic acid depletion in hypophysectomized rats) with success.  Miss Fell will contact Miss Eda Ekkel in Dr. Traft's laboratory for details of this assay.  Dr. Burger at Prince Henry's Hospital can measure L.H. by radio-immunoassay.  It was agreed that samples should be sent to Dr. Burger so that the R.I.A. and biological assay results could be compared.

Dr. Schiff will notify Dr. Lazarus that G.H. is available for immediate distribution. He will also ask Dr. R. Cox for any available information concerning the in vivo potency of H.S.H. Batch 002 in women.

(Peter Schiff)

21.11.PREPARATION OF HUMAN PITUITARY HORMONES BATCH 003

The extraction of the third batch of human pituitary hormones was commenced on 28th September, 1967. From 960 glands (180 acetone-dried and 780 frozen), 2,450 vials of 
approximately 4.4 I.U./vial of HGH have been obtained, and 1,950 vials of F.S.H. containing the equivalent of 0.5 glands/vial. This represents a yield of 11.2 I.U./gland of HGH c.f. 7.9 I.U./gland for batch 002.

EXPERIMENTAL

Extraction
The human pituitary glands (180 stored under acetone and 780 frozen) were mixed with an approximately equal weight of dry ice and ground in a cooled meat grinder. The brown powder was stirred with 4 8 L (5mL/gland) of Tris buffer (0.01M Tris, 0.1M KCl to pH 8.4) for 20 hours at 4o C, separated by centrifugation for 2 hours at 2,000 r.p.m. in an IEC-PR2 centrifuge the residue extracted for 2 hours with a further 0.96 L Tris buffer, and centrifuged again. Some care was required in separating the supernatent frorn the second spin, as a portion of the residue was very lightly sedimented. The pooled opaque red supernatent was extracted with 2 X 400 mL iso-octane, and the de-fatted aqueous solution dialysed overnight VS. 60 L distilled water and then concentrated by dialysis VS. 30%. carbowax solution. Dialysis tubing of 1 7/8” flat width was found to be most satisfactory, allowing 2-fold concentration over a period of 8 hours; 3” tubing only allowed 25% reduction in volume during 12 hours.

At this stage, the batch was divided into two unequal portions for, Sephadex fractionation. It was impossible to divide the batch equally because insufficient concentration had been achieved at the scheduled time for starting the Sephadex treatment. The first portion (A) represented 40% of the total batch, in a volume of 900 mL., estimated to contain approximately 1.8% of solute.  The other 60% (portion B).was concentrated to 900 mL for fractionation and estimated to contain approximately 2.6% solute.

Fractionation
A glass column, 5” x 6", was filled with. Sephadex G75 (2.5 kg. dry weight, 27.7 L wet volume) in 0.15M ammonium bicarbonate/I% butanol. 80% of the Sephadex was that which had been used for the previous batches and had, therefore, been kept for 20 months at room temperature in the wet state.  20% of fresh material was mixed with it. To pour the column, a long glass rod was placed inside the column, the top portion protruding through a large funnel. The slurry of Sephadex in water was poured into the funnel and down the stirring rod, to avoid the possible formation of air bubbles. A total of approximately 20 L. water was run through the column while topping up with Sephadex to within 4 inches of the top. At this stage, the Sephadex was equilibrated with 0.15 M ammonium bicarbonated/l% butanol buffer, by running 18 L of buffer through the column. The last portion was filled with a very thick slurry of Sephadex in buffer, the conical hollow filled by applying suction to the outlet tube of the cap while lowering

bicarbonate buffer prio to use. The evenness of Packing; was checked by passing through a band of blue Dextran 2000 during the washing.

To each portion of concentrated extract, ammonium bicarbonate was added to 0.15 M and butanol to 1%, the solution filtered through a bed of 40 g. Sephadex G25 in bicarbonate buffer and run onto the bottom of the column at 0/5 mL/min.  It was necessary to use a fresh lot of G25 for each treatment, due to clogging. This was followed, onto tne column by 100 mL. 1% sucrose in bicarbonate buffer, to sharpen the trailing edge of the protein band. The elution was carried out with bicarbonate buffer initially at 9 mL/min for portion A. Initially the maximum rate attainable with a head of seven feet of water was 12 mL/min, but this decreased to 5.5 for the latter half of portion A and for all portion B.

It was originally intended to wash the column through with 1% sodium hydroxide solution between batches, but time prevented this and it was only possible to wash it with 6mL bicarborbonate buffer. The effluent from the top of the column was collected using a time operated fraction collector, in fractions to 50 - 140 mL, the optIcal density at 280 mu of each fraction determined, and these pooled in lots of about 350mL.

The optical density U.S. effluent volume of the various fractions and the pooling of the fractions is shown on the graph.  The fractions suspected of containing F.S.H. were assayed roughly biologically. The results of the assay indicated that most of the activity was either in the fractions which as shown on the graph, were subsequently pooled - ie, fraction 63-92 A and 24 - 39 B. The appearance of the fractions vary considerably between the two halves of the batch, A being very similar to 002, but B was much more cloudy in the early stages.  It is apparent from the graph that B had 1.75 times the absorbance of A, although the supposed concentration of solution to the column was only 1.5 times that of A. Despite these discrepancies between the portions, the elution volumes for FSH and HGH were found to be almost identical.  The HGH pool was decided on the basis of the O.D. graph, the appropriate peak being decided by comparison with previous batches. The KD’s in this case are FSH: 18, HGH: 50 c.f. batches. 17, 50, 13, 46 for the batches 002 and 001 respectively.

Some of the HGH fractions were concentrated VS. carbowax enable dispensing of a 2.0 I.U./mL solution at a 2.0mL/vial, but this was unnecessary, as up to 3.0 mL could be satisfactorily dried in the 14 cc vials, and the concentration of the pool without concentration would have been about 1.5 I.U./mL corresponding to 2.2 I.U./vial.

Sterilization and Dispensing
The HGH fractions were dialysed VS. distilled and pooled as indicated above. The optical density at 250 mu was adjusted to 1.04 by dilution to 6.18 litres with water. This solution was filtered through a 14 cm 5 micron Millipore membrane and then through a 0.45 micron membrane, the filtration proceeding quite satisfactorily. The sterile solution was dispensed as 2.0 mL. aliquots into 14 cc vials (VI/14), one half of it (003-2, 1396 vials) kept frozen for 1 week, and the other half (003-1, 1299 vials) dried in the Leybold freeze-drier.

This drying resulted in the loss of some of the material out of many of the vials, presumably due to incomplete freezing during drying. Consequently, batch 003-1 had to be re-dissolved in 0.07 M ammonia solution, resteriIzed and re-dispensed to give 1,075 vials(003-3).

Batches OO3-2 and OO3-3 were both dried in the Delvac freeze-drier, sealed, and found to be sterile.  Batch 003-2 was assayed at 4.4 I.U./vial (3.7 - 5.3 I.U./vial, 95% F.L.). Batch 003-3 was assayed prior to dispensing at 3.9 I.U./mL. As only approximately 90% of the theoretical number of vials was obtained, there was probably an 11% overfill, 
so that the dispensed assay should be ca. 4.4 I.U./vial for this batch also. Thus, the yield of HGH is 1,075 +1,396 = 2,471 vial's at
4.4 I.U./vial = 10,870 I.U. from 960 glands = 11.3 I.U./gland.

The F.S.H. fractions were dialysed VS. distilled water, pooled as indicated above, and diluted to 5.4 litres with water (6 mL /gland) and 270 g. lactose B.P. added (to 5% concentration). This  was passed through 5 micron millipore membranes - due to clogging of the filter, three of these were required.  Attempted filtration through two 0.45 micro- membranes in parallel, resulted in only 50% passing the filter during 20 hours. The portion which had passed through the filter (2.7 L) was dispensed as1,335 x 2.0 mL aliquots and dried in the Delvac. Approximately 1 in 3 of these vials were found to be contaminated with a gram negative bacillus, probably a Pseudomonas which is known to pass 0.45 micron-membranes, but not 0.22 microns. The batch was, therefore, re-dissolved, filtered through a 0.22 micron membrane and redIspensed, yielding 1,054 vials equivalents to 0.46 glands/vial and containing approximately 125 mg lactose per vial, as batch 003-2.

The other portion (batch 004) was treated with DEAE-cellulose to make it more easily filtered and to improve it’s purity.  The 2.7 litres of F.S.H. solution was concentrated to 0.92 litres by dialysis VS. carbowax and the lactose removed by dialysis VS. distilled water. To the concentrated solution, was added potassium phosphate buffer pH 7.0 to a concentration of 0.02 M phosphate.  This was mixed with 150 g DEAE-cellulose (Whatman DE-50 Floc.) previously washed with
0.02 M phosphate buffer, for 1 hour at 4oC and filtered on an 18 cm buchner funnel during several hours . The DEAE-C was washed on the

funnel with 1 litre of 0.02 M phosphate and then slurried with 1 litre of 0.06M phosphate pH 7.0. The mixture was filtered and washed through with 1 litre of 0.06 M phosphate.

Rough assays of these filtrates showed the largest portion .... expected in the first wash with 0.06 M phosphate, 
but there was still a significant quantity in the second wash, but practically none in the initial filtrate. The whole of the 0.06 M phosphate wash was pooled and filtered through a 14 cm 0.45 micron MillIpore filter to sterilize it. This proceeded satisfactorily  - i.e., the DEAE-C treatment removed the material causing the clogging of the filter and also removed approximately 50% of the colour, changing the red solution to deep straw coloured. The product was dispensed as 2.2 mL aliquots into 897 vials and freeze-dried in the Delvac. Thus, the yield of F.S.H. is 1,054 + 897 = 1,951 vials corresponding to approximately 0.5 glands/vial.  An assay was done on the non-sterile batch 003-1, but the assay was invalid because the potency was higher than the assumption based on the result of the previous batch. No accurate assays have been determined.

The yields etc. of the batch are summarized below


H.G.H
F.S.H.


003-2
003-3
003
004

No. of glands

Wt. of glands

No. of vials

Activity/vial

Weight/vial

Potency

Total activity

Activity/gram

Activity/gland
960

ca. 480 g

1396

4.4 I.U.

3.7 mg
960

ca. 480 g

1075


960

ca. 480 g

1054


960

ca. 480 g

897

DISCUSSION

Batch Size

The comments on this aspect made in the report on batch 002 (File 66/4, folios 26 - 30; are still aplicable, but more relevant data is now available. In the above purification using the same column twice for one batch, it was found impossible to pool the corresponding fractions from the two runs because of the considerable variation in ultraviolet absorbance graphs.  Thus, qualitative assays for F.S.H. had to be done for each run. The total time taken for each run was longer than anticipated so that there was insufficient time to wash the column between runs.  More time could, of course, be allowed, but this would result in a longer time in solution for the F.S.H.  It would, therefore, be much more convenient if three columns were used.

The qKd values for this batch were very similar to those for 002, so that allowing for the presence of 20% of new Sephadex, the deterioration was not great during the intervening period. It would, therefore, appear that the life-time of a column could be two years or one column should be replaced every 3 months.

The shape of the graph of ultraviolet absorbance VS volume was somewhat different for both portions of the batch.  Portion A resembles batch 002 and portion B resembles batch 001, the former pair giving much better resolution of peaks.  The apparent reason for the differences is the quality of solute run onto the column, the following being the load for each batch:-

001

800mL   x
2.4%

19.4 g/21.0 L

0.95 g/L'

002

550mL   x
2.5%
-
13.6 g/21.0 L

0.65 g/L

003- A
900mL   x
1.8%

16.2 g/27.7 L

0.58 g/L

003- B
900mL   x
2.6%

23.4 g/27.7 L

0.84 g/L

Thus, it appears that the maximum load to be used for good resolution is approximately 0.65g per litre of column volume. For a column of 27.7 litres, this corresponds to 18.0g in a volume of 720 - 900 mL (2.0 - 2.5%).  This mass of material should be obtained from approximately 450 glands, as originally estimated.  The above batch, unfortunately, was unevenly divided.

Flow Rate

In the present batch, difficulty was experienced in obtaining a sufficiently high flow rate.  It is estimated that a flow rate of ca. 10 mL/min. through a 6” diameter coIumn (3.0 mL/cm/hr) would be suitable for obtaining good resolution. But the maximum attainable with the seven feet of water pressure was 5.5 mL/min. except at the beginning of the run. To increase this to 10 mL/min, approximately 14 feet would be required, and for three columns in series, a pressure of 42 feet of water would be required.  As this is most inconvenient to obtain by gravitiy, a pump must be used to supply the pressure.  This pump should give a constant rate of flow to enable the use of a time operated fraction collector for obtaining constant volume fractions. The flow rate should be unaffected by changes in the resistance to flow of the column (back pressure) and should also have a maximun rate of flow of approximately 1L/hr (for washing the column) at 50psi output pressure.  It should also have a safety device in case the back pressure exceeds this value.  The pump should preferably be placed between the first and second columns, to minimize the pressure required at the outlet. The pressure drop over the second and third columns combined, at 10mL/min should be approximately 14 psi.

A considerable amount of work is involved in manually determining the absorption at 280mu of each fraction, approximately 300 separate readings being required for the above fractionation.  This would be considerably simplified by the use of a continuous recording monitor.  No such recorders are available within C.S.L., although a suitable recorder (LK3 Uvicord Model II) could be purchased from Watson Victor for $2235.  But a monitor for 254mu is available and it is suggested that during the running of the next batch of pituitary hormones, a recording at 254 mu be obtained and compared with the graph at 280 mu, to see if it could be used in future.

Sterility of Product
Problems of early sterility have been encountered with these products on two occasions; HGH batch 001 and FSH batch 003; no special precautions are taken at present to avoid contamination of the product during processing. The sterility of the final product relies entirely on the efficient removal of bacteria by Millipore filtration (in the case of batch 001, an ultrafine sintered glass filter was used) . To ensure this efficiency it is necessary, as mentioned earlier to use a 0.22 micron membrane. Because of the high cost and inconvenience of reprocessing the batch as was done above, it is suggested that a sterility test should be done on the bulk solution prior to dispensing.  This was previously avoided because some loss of potency of the FSH can be expected on standing in solution for a.week.  But considering the relatively high risk of contamination so far experienced, (2 out of 9 batches dispensed), it seems that the small potency loss can be justified.  It is, of course, hoped that use of finer membranes will eliminate the problem, and if this proves to be the case, the bulk sterility testing prior to dispensing could again be eliminated.

When the process is being run under more automated conditions - ie., using three columns in series,a metering pump and a UV monitor, it should be possible to practically eliminate the initial contamination, thus facilitating the final sterilization and avoiding the risk of pyrogenicity.

DEAE-cellulose Treatment

The further purification of the FSH by treatment with DEAE-cellulose according to the method of Roos and Gemzell, Biochem & Biophys. Acta 93, 217 (1964), as described above, resulted in a product containing less colour and more easily filtered. But  the recovery of activity has not yet been determined.  Comparison of the assay results of the two batches, when available, will not give an accurate estimate of the loss of activity on DEAE-cellulose treatment because of the other differences in treatment of the two batches.  But providing a reasonableyield has been obtained, the next batch should preferably be given DEAE-C treatment , and the activity of the solution compared pror to and after treatment.  A larger quantity of 0.06M phosphate should be used to wash the DEAE-C, as there was an unexpectedly large amount of activity in the second of the above washes.

Construction of Fractionation Column

The column used for Sephadex treatment consisted of a QVF pipe section, (PS6/60) five feet in length and six inches in diameter.  The ends were closed by plates of laminated bakelite, cut out in a conical shape, with a small outlet in the centre, and covered with mesh nylon gauze.  They worked satisfactorily although some trial and error was necessary to determine the quantity of Sephadex required to just fill the space.  When obtaining ends for the other two columns required for the larger batches, the three alternatives are: (a) conical ends as used here, (b) flat ends of similar material which could be slid across the end to close it, (c) a QVF end piece which is approximately hemispherical in shape and could be closed with a rubber stopper.  The first of these is of a more ideal shape for smooth flow, although recent information from Pharmacia (the manufacturers of Sephadex) suggests that the shape of the inlet and outlet is not of great importance.  The fitting of the ends to the column is illustrated in the accompanying diagram.

(ALAN P. TELFORD)

Dept. 512

30th November, 1967.

Commonwealth Serum Laboratories

INTERNAL COMMUNICATION
From:
Chief of Quality Control.

To:

Dr. Schiff, Chief of Research,

Subject:
Pyrogen Tests on Human Growth Hormone.

Pyrogen tests have been performed on Batches 003-2 and 003-3 of Human Growth Hormone, as shown below:


Batch 003-2
Batch 003-3

Date
Wt of 

Rabbit
Dose (Percentage of contents of vial)
Temp.

Response
Wt of 

Rabbit
Dose (Percentage of contents of vial)
Temp.

Response


(Kg)
per Rabbit
per Kg
(oC)
(Kg)
per Rabbit
per Kg
(oC)

12/67
1.6
100
63
1.2
2.1
100
68
1.1

12/67




2.0
100*
50*
0.8

12/67




2.0
50
25
1.1

6/68
2.4
48
20
1.65
2.3
46
20
1.0

6/68
2.1
21
10
1.5
1.9
19
10
1.2

6/68
2.6
13
5
1.2
1.8
9
5
0.8

6/68
2.6
7
2.5
0.9
1.9
5
2.5
0.6

* Dose given intramuscularly - all others intravenously.

Apart from the marked pyrogenic reactions, no other reactions were observed during the period of the tests.  In the case of the rabbits tested on 14/6/68 they are still alive and well today.

Toxicity tests in mice are in progress.

I understand that Batch 003-3 was found to be contaminated and was reprocessed after 19/12/67 and before 14/6/68, but I have not checked the history of the batch against documents.

(A.G. MATHEWS)

17/6/19

Copies to Mr. Davey, Mr Dennis and Mr Hinton

Commonwealth Serum Laboratories

INTERNAL COMMUNICATION
From:
Chief of Quality Control.

To:

Dr. Schiff, Chief of Research,

Subject:
Pyrogen and Toxicity Tests on Human Growth Hormone.

Further to my report dated 17/6/68, further pyrogen tests have been done, and the results have been incorporated into the composite table below:-


Batch 002
Batch 003-2
Batch 003-3

Dates
Wt of Rabbit (kg)
Dose
Temp

Response (oC)
Wt of Rabbit (kg)
Dose
Temp

Response (oC)
Wt of Rabbit (kg)
Dose
Temp

Response (oC)

6,8/12/67

19/12

“

18,14,14,6/68

‘

“

“

18,18/6/68
2.4

2.4

2.6

2.2
20

10

5

2.5
1.2

1.25

1.25

0.65


1.6

2.4

2.1

2.6

2.6

2.3

2.6
63

20

10

50

2.5

2.5

1.25
1.2

1.65

1.5

1.2

0.9

1.0

0.3
2.1

2.0

2.0

2.3

1.9

1.8

1.9

2.2

2.7
48

50*

25

20

10

5

2.5

2.5

1.25
1.1

0.8

1.1

1.0

1.2

0.8

0.6

0.5

0.65

Dose - Expressed as percentage of contents of a vial per kg of rabbit.

* Dose given intramuscularly - all others intravenously.

All of the rabbits tested on 14/6/68 and 18/6/68 are still alive and well.

On 18/6/68 the above batches were injected intravenously into mice, each weighing about 20 g., at the rate of 20, 10, 5, 2.5 and 1.25% of the contents of a vial per mouse. All of the mice are alive and well today, but immediately after the injections the following transient reactions were observed:-

Batch 002

mouse given 2nd largest dose
slight convulsions.

Batch 003-2
mouse given largest dose

partial paralysis of hind legs for about 5 min Batch 003-3
mouse given largest dose

collapsed momentarily

(A.G.MATHEWS)

19/6/1968

Commonwealth Serum Laboratories

INTERNAL COMMUNICATION
From:
Chief of Quality Control.

To:

Dr. Schiff, Chief of Research,

Subject:
Pyrogen and Toxicity Tests on Human Growth Hormone.

Further to my report dated 19/6/68, all of the mice and rabbits referred to therein remained alive and well until the end of the observation period (5 days after injection).

(A.G. MATHEWS)

28.6.1968

Copies to Mr. Davey, Mr. Dennis and Mr. Hinton.

Commonwealth Serum Laboratories

INTERNAL COMMUNICATION
From:
Chief of Quality Control.

To:

Dr. Schiff, Chief of Research,

Subject:
Pyrogen and Toxicity Tests on Follicle Stimulating Growth Hormone.

Pyrogen tests have been performed on Batches 003 and 004 of F.S.H., as shown below. All doses were given intravenously.


Batch 003
Batch 004

Date
Wt of 

Rabbit
Dose (Percentage of contents of vial)
Temp.

Response
Wt of 

Rabbit
Dose (Percentage of contents of vial)
Temp.

Response
 


(Kg)
per Rabbit
per Kg
(oC)
(Kg)
per Rabbit
per Kg
(oC)

8/12/67
1.9
100
53
1.3
1.9
100
53
1.3

20/6/68
1.8
36
20
1.05
1.9
38
20
1.85

“
2.0
20
10
1.25
1.7
17
10
2.05

“
1.9
10
5
1.15
2.1
11
5
1.65

“
1.9
5
2.5
0.9
1.9
5
2.5
1.4

On 20/6/68 the above batches were injected intravenously into mice, each weighing about 20 g, at the rate of 20, 10, 5, 2.5 and 1.25% of the contents of a vial per mouse. No adverse reactions were observed.

All rabbits and mice remained alive and well for the 5 days following injection.

(A.G. MATHEWS)

28.6.1968

Mr. A. P. Telford, 

Dept. 512.

HUMAN PITUITARY HORMONES - BATCH 003.

Thank you for your minute dated November 2.

The processing does not appear to have proceeded as smoothly, both for G.H. and F.S.H., as was the case with batch 002.  Is this due to the larger size of the latent batch, and if so do you think any modifications of the process should be instituted?

G.H.
Which sub-batch was assayed to obtain the result of 1.9 I.U./mL? Since the two batches were handled differently they must be regarded as entirely separate, and the only material currently available for issue is that which has been assayed.

F.S.H.
Dr. Martin will shortly arrange a meeting of the fractionation sub-committee, at which the question of F.S.H. assays will be discussed.  I shall put the question of L.H. assays to that meeting.

For this meeting it would be helpful if I could have the details concerning the fractionation of Batch 003 and also the assay figures available to date.  Please let me know on which files these data are recorded.

(Peter Schiff)

CHIEF OF RESEARCH

8/11/67.

2nd November, 1967.
Report on the CJD Settlement Offer

26. Commonwealth Government Response To Senate enquiry

31st March 1998

Recommendation 5. That the settlement offer should not preclude a plaintiff making any future claim in relation to:

(a) other physical illnesses contracted by recipients which may be related to long term side effects of HPH treatment; and

(b) liability should the transmission of CJD, or other illnesses relating to HPH treatment, to immediate family be proven.

Response

The Government notes this recommendation and also that the settlement offer does not preclude a plaintiff making any future claim in relation to physical illnesses contracted by recipients which may be related to long term side effects of pituitary hormone treatment. The settlement offer does not preclude a plaintiff making a future claim that they have contracted CJD, or other illnesses relating to pituitary hormone treatment, as a result of being an immediate family member of a hormone recipient.

Response

(a) The previous Government received a report from Professor Allars in June 1994. In the Report of the Inquiry into the use of Pituitary Derived Hormones in Australia and Creutzfeldt-Jakob Disease, Associate Professor Allars reported a number of concerns about the operation of the AHPHP and the decisions taken by various advisory committees and departmental officers at the time. 

The Commonwealth formally acknowledges that there were some deficiencies in the operation and oversight of the Australian Human Pituitary Hormone Program.

In order to ensure the highest standard in future programs the Commonwealth has adopted most of the recommendations made by Professor Allars.

The Commonwealth acknowledges that it is a great tragedy that some of the people who were treated under the AHPHP have now died as a result of CJD and that a group of Australians now live with the uncertainty of being at risk of contracting CJD. It is deeply regrettable that this tragedy has occurred.

(b) The Government does not acknowledge that treatment administered under the AHPHP was experimental. When hormone products were first issued in 1967 for the treatment of patients approved under the AHPHP, hormone treatment had been in operation overseas since 1958 and in Australia since 1963.

27. Investigations undertaken in possible CJD cases. Current diagnostic procedures.

The Victim has had these tests performed.

Electroencephalography

At present the EEG is the most useful diagnostic test for CJD and in our experience 1-2 cycle/sec generalised triphasic periodic sharp wave complexes in the appropriate clinical setting is virtually diagnostic of CJD. Approximately 60% of our cases had this characteristic appearance during their illness. The high figure from the previous studies is perhaps a reflection of the number of EEGs performed in their cases. Also, given the subjective nature of EEG interpretation, there may have been some variation in the types of abnormalities included as characteristic. There is no clear definition of a `typical' EEG but we have a high threshold for classifying features as typical. However it should be bourne in mind that the EEG frequently does not show the characteristic pattern even if performed often up to the time of death. Additionally, unilateral rather than generalised periodic complexes occasionally occur in definite cases. The EEG appearance can be suppressed by the administration of benzodiazepines and also be produced following its administration. Lack of the typical EEG appearance is associated with long clinical duration and disease aetiology; the classical appearance is not seen in the iatrogenic growth hormone related cases or kuru. Anecdotal reports of false positive diagnoses have usually arisen from the incorrect assessment of EEGs, and the inaccurate description of non-specific EEG findings as "characteristic" of CJD. The differential diagnosis of generalised triphasic periodic complexes is given below. 

This is an example EEG trace showing the characteristic period sharp wave complexes. 

Differential diagnosis of generalised triphasic periodic complexes.


Alzheimer's disease


Multiple cerebral infarcts


Multiple cerebral abscesses


Metabolic encephalopathy


Baclofen, mianserin & lithium toxicity


Hepatic encephalopathy


Anoxic encephalopathy


Hyperparathyroidism


Binswanger's disease


AIDS dementia


Progressice multifocal leucoencephalopathy


Lewy body disease

Liver "Function" Tests

In the large epidemiological series, routine biochemistry and haematology were usually normal, with the exception of liver function tests (32 out of 80 cases in Will and Matthews' study). These amounted to mild elevations of hepatic enzymes, and overt liver failure was not observed. Although serial measurements have been rarely reported, the impression gained is that the elevations are transient.

Neuroimaging 

Computerised tomography in CJD is usually normal but sometimes atrophy is found, especially in cases with protracted illness. Radiology reports may over-emphasise any degree of cortical atrophy in view of the clinical history of dementia. MRI abnormalities have been reported in CJD, in particular high signal on T2 weighted images in the basal ganglia has been described. Our experience in the UK is that this appearance is reported infrequently (approximately 4% of cases). The remainder of the scans were reported as either normal (43%), or showing atrophy (32%), scattered areas of high signal (6%) or non specific changes. Three of the 12 new variant CJD cases demonstrated these abnormalities. Magnetic resonance spectroscopy (for N-acetylaspartate) has been disappointing as an early diagnostic tool.

 The CJD Surveillance unit .
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28 UK blood products are banned

Precautionary measures to protect patients against the theoretical risk of contracting variant Creutzfeldt-Jakob Disease (CJD) from blood products from donors in the United Kingdom were announced last week by the Department of Health. 

Imported plasma will now be used while a review of plasma from donors in Britain is conducted over the next four months. The action, initiated by the Committee on Safety of Medicines, follows three recalls of blood products last November because donors developed variant CJD. The committee also advised an extension of recalls of blood products to include donors subsequently identified as being strongly suspected of having variant CJD. Previous recalls were based on confirmed cases only, which total 23. 

The health secretary, Frank Dobson, said: "We have no evidence to show that new variant CJD can be transmitted via blood or blood products - the risk remains hypothetical. But we must proceed on the principle that it is better to be safe than sorry." 

The NHS Bio Products Laboratory, part of the National Blood Service, will be allowed to import plasma to manufacture blood products, to reduce the possibility of repeated recalls in the future. This will be costly as the laboratory processes 600 tons of plasma worth £57m ($91m) every year from blood donations in Britain. Imported plasma will be subject to thorough checks. Companies using blood products were advised to avoid British stocks if possible. 

Limitations are also being imposed on the use of the clotting agent factor VIII for the treatment of haemophilia. Recombinant factor VIII, a synthetic version, will be used for children aged under 16 and new patients. 

Some 33 products are made from plasma, including immunoglobulin and albumin, though vaccines currently used for childhood immunisation do not contain albumin from donors in Britain. Blood products are used to treat 350,000 patients a year in Britain. Whole blood is not affected by the new measures, but the National Blood Authority has been instructed to prepare a strategy for the possible removal of white blood cells from donations by the process of leucodepletion should it be required (see p 717). 

John Warden 

London 

29. The phenomena seen with transmissible spongiform encephalopathies and an attempt to explain what is seen

An attempt is made here to give a short description of what is seen with these diseases. They are all fatal, untreatable, diseases, for which there is no adequate method of diagnosis before death. The can be passed from one species to another by taking them in orally or by injection. The disease does not seem to be destroyed by simple cooking and produced no immunity in the body. The TSEs that we know are closely related in the way that damage is produced and the method of transmission.

The description given here is from the article 'TSEs' of the Encylcopaedia of Microbiology Volume 4 Academic Press 1992. 

 •Alpers disease •Bovine spongiform encephalopathy •Chronic wasting disease of deer •Creutzfeldt-Jakob disease •Dose experiments •Feline spongiform encephalopathy •Gerstmann-Straussler-Scheinker •Histopathology •Immunity •Infective agent •Kuru •Prevention •Resistance of agent to destruction •Scrapie •Species barrier •Tissue infectivity •Transmissible mink encephalopathy •Zoological spongiform encephalopathy 

Scrapie

Scrapie is a natrually occurring disease of sheep found in many parts of the world, btu not everwhere. NowKNown for over 200 years, it possibly started in Spain and spread to thewhole of western Europe. The export of strictly bred sheep from Britain in the ninteenth centruy is thought to be involved in the rapid spread to other couuntries. Work in Iceland has shown that the land on which infected sheep graze may retain the condition and infect later sheep, even if all scrapie-infected sheep are removed. Although sheep that were shipped to Australia and New Zealand could not have been tested for scrapie before they were sent, the illness does not seem to exist there; eradication procedures appear to have worked. Sheep that are improted into those countries are kept separately for some years before being alloweed into contact with local sheep, and scrapie has appeared in sheep durig this quarantine period. This makes it extremely unlikely that an infected animal will gain entrance to these countries. Some countries claim to have low numbers of cases (eg. Germany) but limited outbreaks occur apparently randomly among unconnected flocks, despite this. The incidence of scrapie in a flock appears to be related to the breed of sheep with some being relatively resistant to theillness (e.g. scottish blackface) and others that are prone to it (herdwick, suffolk) attempts have been made to eradicate scrapie from certain countries (e.g. US) by slaughtere of infected flocks. This, however, has been largely unsuccessful, and theoccurence of scrapie has been claimed to be increasing in the UK. Poor statistics on the prevalence of scrapie abound, and farmers not recognising the condition may merely slaughtere the infected animal and fail to report it to an agricultural officer. 

In 1936 reserarchers showed that scrapie could be transmitted to a healthy sheep by the intra-ocular inoculation of a homogenate of scrapie infected brain. This experiment led to large amounts of resrarch conernig the mode of transmission of TSE. 

Sheep inoculated with scrapie infected tissue intracerebrally will have a short (possibly as low as 2 months) incubation period, but on farms it is older sheep, usually more than 4 years old that show signs of disease. The sheep irritablility, excitability, and restlessness at the onset, giving rise to scratching, biting, rubbing of the skin (hence the name scrapei) patchy loss of wool, tremour (hence the French name 'tremblante'), loss of weight, weakness of the hindquarters, and in some animals, impaired vision. The disease is always fatal. Only a small number of animals in a herd suffer from the clinical signs of scrapie, and experts have rarely seen 10 cases in a single herd. The natural mode of transmission between sheep is unclear. Experiments in which sheep with scrapie and those without it have been kept together on a farm have given rise to differing results, but goats have been shown to catch the disease from sheep in this form of experiment. Lambs of scrapie infected sheep are more likely to develop the disease later in life, but the reason for this is unclear. The infective agent is present in the membranes of the embryo but it has been demonstrated neither in the colostrum and milk of the mother nor in the tissues of the newborn animal. Many cases of scrapie appeared following the accidental contamination of a louping-ill vaccine; however, the mode of infection in most cases of scrapie seen on farms is unknown. 

Transmissible spongiform encephalopathies of humans

TSEs of humans are divided into specific clinical types, which may appear similar histopathologically but are either spread differently or have different patterns of distribution and prevalence.

Creutzfeldt-Jakob Disease

CJD was first described in 1920/21 when it was known as 'spastic pseudosclerosis' or 'subacute spongiform encephalopathy'. The illness exists throughout the world and is claimed to have a similar prevalence in each ofthe countries tested with an annual incidence of approximately 1 case per million of the population. This is almost certainly an underestimate because histopathologists dislike carrying out necroscopies on cases that may have died of CJD and many older people dying of a dementing illness do not have necroscopies performed. There is an increased incidence among Libyan jews (26 cases per million) and spacial or temperal clusters in areas of Slovakia, Hungary, England, USA and Chile. Cases are clustered in urban areas (except in Slovakia) but this can be accounted for by the increased population density. The average age in typical CJD is 56yrs, and only 7 cases between 18 and 29 years have been reported. Between 4 and 15 % of cases have a familial connection with other cases. There is a slight excess of CJD in women. 

Clinical prodromal symptoms start with changes in sleeping and eating patterns and progress over a few weeks to a clearly neurological syndrome. A rapid onset of neurological symptoms appears in 20% of cases, most commonly vibrating muscular spasms, dementia, loss of higher brain function and behavioural abnormalities. The disease progresses with deterioration in cerebral and cerebellar function to a condition which most neurological activity is decreased, sensory and visual function decays, and the patient dies, possibly after a decrease in lowere motor neurological function and seizures. 90% of the cases end in death within 1 year of onset, and the further 5% die within the following year. However, for 5% of the cases fatality may take up to 10 years, and in these cases neurological decay is relatively slow. 

Diagnosis is by clinical assessment of patients with pre-senile dementia and by examination of electroencephalogram patterns, which characteristically show triphasic one cycle per second activity or slow wave bursts with intermittent suppression (also found in animals with TSE). Enlargement of the lateral ventricals and an increase in a IgG may be found but these factors are of limited diagnostic value. Post mortem diagnosis is currently carried out by histological examination under the light microscope of cerebral tissue, although this is not always reliably diagnostic. Research techniques have been used to demonstrate CJD (and other TSEs). These may involve the electron microscope examination of brain tissue for scrapie associated fibrils (SAF), the staining of the tissue for prion protein antigens, or the intracerebral injection of tissue into animals, which will go on to die of the disease. 

In some patients, the source of CJD has been claimed to be an infection transferred from other patients with the condition. For example, in one case, cerebral electrodes that had been sterilised with only alcahol and formalin vapour after use in a patient with CJD, were both used in the brains of two young epileptic patients, both of whom contracted CJD after a short incubation. The transfer of CJD by corneal transplant in one patient, by cadaveric dura mater graphs in two patients and by concentrated human growth hormone injections in over 40 more have been reported. Some cases in the literature seem too improbably for the low incidence in a community. For instance the report of CJD in a neurosurgeon, a mortury attendant, in two men living 200 metres apart in sharing a general practitioner, in a patient who had visited the Eastern Highlands of New Guinea (the kuru area) ten months previously, in 3 patients who had been operated on in the same neurosurgical unit within a period of 8 months, in 2 people living together but not genetically linked and in an individual marrying into an infected family (although the spouse did not suffer from CJD). Two husband and wife couples have died of CJD as well as a life long vegetarian. Four farmers that had cases of BSE on their farms have died in the UK suffering from CJD since 1993, as have 2 teenagers. The mode of disease transmission may be by personal contact, but only medical procedures have been described as to how this takes place. If the disease is transmitted from animal sources, many routes have been suggested but insubstantial evidence has been available to prove them. The distribution of CJD in the world does not seem to be the same as that of scrapie in sheep, and human exposure to sheep is poorly associated with CJD. None of the animals that suffer from CJD except cows appear to be present in large numbers in all the countries where CJD is prevalent. Although their tissues are unliekly to be infective, pigs, which are generally slaughtered, are not consumed by Muslims and Jews, who also suffer from CJD. 

Kuru

Kuru is a condition of the Fore tribe of the Okapa district of the Eastern Highland in Papua New Guinea, in which a practice of ritual cannibalism of fellow tribesmen took place until around 1956. The disease affected mainly adult woment and children of both sexes to give an annual disease specific mortality of approximately 3%. Most deaths of women occured through this disease and some men who died from this disease were thought to have contracted it when young.

Kuru is caught by eating infected tissue. The brain of the dead tribal member was eaten by women and children and the muscle tissue by men. The possibility that has also transmitted the disease to men but with a lower dose of infective agent and, hence, a longer incubation period has not been ruled out. The cohort of children born since 1956 has not suffered greatly from kuru. 

Clinically the disease is of a progressive cerebellar ataxia leading to uncoodinated movements, neurological weakness, palsies, and decay in brain cortical function. Most patients dying of kuru are not demented, and this is a major clinical difference between kuru and CJD. Patients with a longer incubation period appear to have a slower progression of symptions, but generally death from inter current infection or medullary involvement takes place with an average clinical period of 12 months. 

Gerstmann-Straussler-Scheinker disease 

Gerstmann-Straussler-Scheinker disease (GSS) is an autosomally dominant condition rarely present in families. The disease is similar to CJD except that it has a more extended onset and duration, a tendency towards cerebellar ataxia as the initial predominant neurological sign, and a large number of amyloid plaques present among the spongiform encephaloapthic changes of the brain. It has been transmitted to monkeys and rodents by intracerebral inoculation and to hamsters merely by the insertion of the human abnormal PrP gene from chromosome 20 into the hamster genome. 

Alpers disease

Alpers disease represents a group of very rare chronic progressive degenerative disorders of the central nervous system of infants and children. Histologically this condition is similar to CJD and can be transmitted, like CJD, to hamsters easily but not to guinea pigs by intracerebral inoculation. Unlike CJD, however, there is also a fatty degeneration of the liver. 

Transmissible mink encephalopathy

TME is an uncommon fatal disease that occurs as outbreaks in ranch mink (mustella vision). The condition was first reported in 1947 in Wisconsin and has also been reported in Canada and Finland with a similar pattern. Most of the mink on the farm die rapidly after a short encephalopathic period. The incubation in experimental situations is considered to be approximately 6 months. Because mink are generally separate from each of the other on farms (except when less than 3 months old) and because little contact is made between them and external animals, the disease is thought to be derived from their food, which is contaminated with a TSE of an other animal. Fighting and canibalism among young mink is difficult to prevent and this may be reason why most animals on the ranch become infected. One outbreak in Stetsonville, Wisconsin, USA, followed the feeding of the mink with the meat and bone meal of a cow that had died of a disease similar clinically simialr to BSE. No sheep were included in their diet. The experimental feeding of food that contained scrapie or BSE infective agent to mink has given rise to the disease but not of apparently the same clinical type.

Chronic wasting disease of deer

CWDD is a TSE seen in 1978 in a mule deer herd and in an adjacent herd of elk at Ford Collins, Colorado, USA. Both herds were captive. The disease shows typical spongiform change in the cerebral grey matter and can be transmitted to deer and ferrets by inoculation.

Bovine spongiform encephalopathy

BSE, a condition seen generally in adult cattle of either sex was first recognised in 1986 in the UK, where it now infects greater than 55% of milking herds. The numbers are highest in Southern England where more than 60 cases have been reported in a single herd but are generally spread throughout the British Isles, often as less than 3 cases per herd of 100 cattle per annum. It has been reported now in Oman, Switzerland, France, Germany, Canada, Denmark, Portugal, and Italy but these cases are probably associated with the export of either infected animals or infected meat and bone meal for bovine feed from the UK. It is difficult to explain the cases in Portugal in that many are the offspring of cattle exported from the UK, whereas their mothers are apparently not clinically infected. The disease is thought to have been derived either from the change in the manufacture procedure of meat and bone meal (for bovine consumption) or from the inclusion of an uncomon bovine case of spontaneous BSE in bovine food in approximately 1978-1980. Claims have been made that this is not a new disease; in the past, although not histologically diagnosed, it has been seen in approximately 1 cow in 20,000 to 30,000. The rapid increase of the disease (850 cases reported per week in 1994) is probably due to the inclusion of undiagnosed cases of BSE in the meat and bone meal used for bovine food. This was stopped in the UK in July 1988, but the meal was simply exported to other countries by its manufacturers (this has now been stopped). BSE has now been transmitted to cattle, mice, sheep, and goats both orally and by inoculation, and to pigs, marmoset monkeys but not hamsters merely by inoculation. Over 18,000 cases have been developed BSE although they were born after the ban of oral infectious material being present in their food. It is still unclear whether the cattle become infected directly from the food that they eat or from asymptomatic mothers that have done this.The possibility that an environmental factor other than the BSE infective agent may be involved with the transmission of BSE has been suggested due to the relatively low incidence of disease on 'organic' farms and organosphorus insecticide use has been suggested as being involved.

The long incubation period (presumed to be more than 2 years and most commonly 5 years) means that case numbers have appeared to decrease accoreding to MAFF statistics since 1994. There is argument about the validity of this data. Clinically, the cow appears alert but agitated, anxious, and apprehensive. As the disease progresses, however, the animal starts to take a wide base stance, the abdomen is drawn up and the gait becomes abnormal and exaggerated and it gives rise to tumbling and skin wounds. Fine muscle contractions are seen involving small muscle groups over the surface of the neck and body with occaisional larger muscular jerks. The animal loses weight and is taken to frenzied movements including aimless headbutting. 

The possibility that BSE may be infectious to humans was considered to minimal in the UK until November 1989, when the feeding of bovine tissue, lymphoid tissue, spleen, thymus or gut (from cattle over the age of 6 months) to humans was banned. All animals that show signs of BSE in the UK must now be slaughtered and disposed of by incineration or burial. Beef in the UK would be expected to carry a lower titre of the infectious agent at the present time, but the larger amounts eaten by humans and the long human lifespan make its safety unclear. 

Feline spongiform encephaloapthy

FSE is a condition that was reported in May 1990 in a 5 year old male siamese cat and has then been reported in many other in the UK. The epidemiology of FSE is unclear at the present but attempts to find previous cases among demented or neurologically degenerate cats from the past have been uncussessful. We must therefore consider it to be a new disease. Histologically, it is similar to other TSEs. It is now felt to be due to BSE being present in feline food. The owner of the original cat with FSE denied feeding it tinned cat food and insisted that it was fed fresh meat. 

Zoological spongiform encephalopathy

Zoological animal TSE has been reported since 1986 in an eland, a nyala, an Arabian oryx, a greater kudu, a gemsbok, a cheetah, a puma, and an ocelot in British zoos. Various offspring of the mother kudu have died of the disease and the possibility that it is passed vertically must be considered. They had not been given food thought to be infected. The animals became clinically unwell after the appearance of BSE on British farms, and they were probably infected either from the same source as the cattle or from BSE contaminated foodstuff. No TSE in similar animals has been reported before and, hence, these must be considered new diseases. Four ostriches in the zoos of northern Germany have developed simialr conditions but no evidence is currently available as to whether the diseases are transmissible. 

Transmissible of spongiform encephalopathies

Infected nervous tissue from some animals was injected, often intracerebrally, into others to find the range of infectivity of the agent. From this it was found that only approximately 70% of animals developed disease. 

Dose experiments

Dose experiments were carried out to understand the nature of the infective agent. Scrapie infected brain was exposed to various agents (e.g. irradiation) and then injected in multiply diluted forms into the brain of an uninfected animal. In this way, the agent could be filtered. Multiple ten-fold dilutions were made of the infective material, and each of the dilutions was inoculated in a similar amount into an animal of the same species. The infective dose of the greatest dilution that caused the animal to die (often after years of incubation), was defined as infective unit (IU) if the animal receiving the inoculum was the same species as that of the animal that was donating it. The brain of an animal dying of TSE commonly contained between one million and ten thousand million IU per gram. The oral infective dose of scrapie for a mouse was 4 x 10,000 IU, which represents between one hundredth and one hundred thousandth of a gram of infected brain tissue. In these experiments, researchers noticed that the incubation period was inversely related to the dose given to the animal and that the animal may be infected with a small dose of TSE but die of old age before clinical signs appear. 

Effect of host passage on the properties of the infectious agent

1. The infectous dose between species is usually higher than between animals of the same species (possibly a million fold), but it is some times the same (e.g. between scrapie doses for mink perhaps) 

2. When a species has been infected with a TSE of a different species it can then go on to infect a range of animals that the original species could not, and with a different dose. 

3. When a species has been infected, it can infect additional animals of the same species with much lower doses of agent. 

4. The histopathology of the disease in an animal infected from another species is not the same as if it had been infected from one of the same species. 

5. The incubation period of an animal infected from another species is much longer than that of an animal from one of the same species.

To demonstrate these factors, brain tissue of a sheep with scrapie would only need one 1IU to infect another sheep, but if mice were injected a much larger dose would be needed, the incubation period would be relatively long, and a low percentage of the mice would be affected. If brain tissue from these infected mice was inoculated into addicitonal mice, the dose would be one IU (a very small amount) the incubation period would be much lower, a high percentage of the mice would become infected, and the histology would be the same as in further passages of the disease in mice (but different from the histopathology of the mouse infected from the sheep). The mice would also be able to infect a distinct range of animals other than sheep. 

These factors are known as the species barrier (SB) and behave as if the agent is altered by passage through a species to a form that is more likely to infect that species. The insertion of the hamster PrP gene (vide infra) in to the genes of a mouse removes the SB between the animals; i.e. when injected with scrapie from a hamster, such a mouse would develop scrapie as if it is a hamster. This has been explained by the possibility that the PrP protein is all or part of the infective agent and, as it is produced from the genes of the host animal, it has a different structure in different species. 

Tissue infectivity of clinical cases of TSEs

TSE infectivity is present in most tissues tested (e.g. liver, kidney, muscle, brain, thymus, spleen, etc), and the distributions vary among species. The finding of infectivity in the buffy coat of blood has led to fears that CJD may be transferred by blood transfusions, but there has been no report of this at time. The finding that the scrapie agent was present in perpheral as well as central nervous tissue and in lymphoid tissue has given little surprise to the finding of TSE agent in muscles of goats, hamsters, mink and possibly humans. 

Tissue infectivity during the incubation period

The animal is as asymptomatic for a long period before the disease becomes clinically apparent. During this time, many of the tissues of the body are infectious but at a relatively low titre compared to the nervous system during the symptomatic period. This titre is adequately high, however, to permit infection of other animals by intracerebral inoculation and possibly by parenteral or oral routes. 

The mode of spread of TSEs inside the body

Research has shown that the agent will pass along peripheral nerves and hence will travel in this way form a site of absorbtion to the brain. Other resarch has shown it to be present in the buffy coat (probably the macrophages or lymphocytes) of the blood. The exact mode of spread of TSE inside the body is unclear. 

Immunity

Developed immunity against the infective agent has not been demonstrated. Apparently no antibodies that react with it are produced, even in chronically infected animals. The possibility that this may permit multiple inoculations of sublethal doses of the agent to be effectively additive in their effect has been considered and is presumed by some researchers but no specific proof of this has been shown. Rabbits may produced antibodies against PrP derived from sheep (vide infra). 

Resistance of the agent to destruction

Chemical disinfectants (e.g. domestic bleach), weak acids, DNAase, RNAase, proteinases (including those found in the animal gut), ultraviolet light, ionising radiation, heat (cooking tempertures), and chemicals that react with DNA (psoralins/UV light, hydroxylamine, zinc ions), all have little effect on the infectivity of the agent. High temperature autoclaving (135 degrees centegrade for 18 minutes) decreases the infectivity dramatically, as does the use of 1M NaOH, but neither will fully destroy the agent, as it has been found to remain infective after 360 degrees C for 1 hour or even after incineration. Internment of infective tissue in the soil for three years did not destroy the agent. Some phenols and proteases will decrease the infectivity of the agent but not to an adequate degree to be of value in disinfection. 

Prevention of TSEs

Nosocomial CJDs should be prevented by prohibiting CJD, GSS, or Alpers disease patients (or those with obscure neurological conditions) from becoming blood or tissue donors, by the incineration or high temperature autoclaving of all materials that came into contact with blood, or post mortem tissue from such a patient, and by the disposal of all surgical instruments used for brain surgery on such a patient. The body should not be used for teaching anatomy or surgery. Correct action to be taken concerning BSE infected herds is currently under intense discussion.
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30. THE THIRD WORLD AND INFERTILE WOMEN: THE WOULD-BE VICTIMS AND INVISIBLE VICTIMS OF MAD COW AND CREUTZFELDT-JAKOB DISEASE IMPERIALISTS

Dr. Lynette J. Dumble, Senior Research Fellow, University of Melbourne's Department of Surgery, at the Royal Melbourne Hospital, Parkville, Vic., 3050, Australia. 

Revelations in Britain during 1996 have brought a new dimension to the incurable brain infections - Creutzfeldt-Jakob disease [CJD] in humans and bovine spongiform encephalopathy [BSE] in cattle. Before then, science and health experts had maintained that humans could not catch CJD from eating BSE-infected beef. An announcement from the House of Commons on March 201 turned that assurance on its head with an admission that meat products from BSE-infected cattle had probably spread a novel form of CJD to humans. Attracting less international attention, a landmark High Court ruling on July 212, deemed that the Department of Health had been negligent in permitting the human pituitary growth hormone treatment of short-statured children up until 1985, following warnings back in 1977 that the hormone was possibly contaminated with the agent of CJD. Disingenuously, the High Court passed no judgement on the clinical use of another hormone, human pituitary gonadotrophin, that was produced under the umbrella of the absolute same program that manufactured the paediatric growth hormone, and which, with identical clues to its CJD contamination, had been injected into infertile women during exactly the same time frame. 

Formerly a rare disease that affected less than one per million in most countries, one worst case scenario predicts that the incidence of CJD in the UK will escalate from, on average, fifty annually to claim ten thousand Britons by the year 2000, and a further ten million by the year 2010. Another predicts that half the British people, some 30 million, will be left brain-dead by CJD. While a CJD epidemic of this proportion largely defies contemplation, it has also raised the question of whether nature or human error was responsible for what amounts to an unprecedented assault on human and animal life. As the history behind both announcements unfolds, it becomes increasingly obvious that the BSE/CJD tragedies were born out of a brain-dead culture that arose from the overlapping agricultural and medical impropriety of this century.

Plainly, the legacy of the brain-dead culture is a public health and economic scandal of unequaled proportions. Responsible management of the disastrous situation is largely dependent on overturning the brain-dead notions which over time have established the dire 1996 BSE/CJD positions. Faced with a worldwide boycott of British beef, and with millions of cattle destined for cremation, authorities have disenchantingly persisted with face-saving reassurances, the majority of which have been disproven with almost monotonous regularity. In keeping with the medical imperialism that turned infertile women and short-staturedchildren into human incubators of pituitary hormone-related CJD, mad cow imperialists have suggested that the Third World can rescue Europe from the impending BSE-related financial disaster, and intensely preoccupied with another incurable brain illness, kuru, which had reached epidemic3 already India, Cambodia and Afghanistan have, very unofficially, been touted as dumping grounds for BSE-infected cattle in a last ditch attempt to salvage something from the chaos. 

Malignant twists of nature, by way of bubonic plague through to potato blight, have killed masses throughout the ages, but the present story of spongiform encephalopathies is unique in that the epidemic was largely manmade. Scrapie, the sheep equivalent of BSE/CJD, has been around for more than two centuries. Somewhat in contrast, human spongiform encephalopathy was unheard of before two German physicians, Creutzfeldt and Jakob, independently reported the initial cases in the 1920s. There had been no concerted effort to find a diagnostic screening test to identify CJD/BSE infection until the financial undertones of the 1996 BSE straits stimulated a re-interest in the cerebrospinal fluid test4 which Michael Harrington had already developed in California a decade earlier5, but there is no known medication that can cure or allay the cruelty of human or animal death from the diseases. In humans, outward warning symptoms only emerge after a prolonged incubation period that, in iatrogenic cases, has ranged from as few as two to as many as thirty five years. By that stage, the agent of CJD has already turned the brain into the sponge-like mass that led this group of diseases to be classified as spongiform slow virus disorders in the first instance. Death may be a welcomed escape from the myoclonic jerks of CJD which, while silently eating away at the brain over years, robs humans of their every means communication; the ability to hear, see, and speak. Gone too is the understanding of written and spoken native language, and with it every scrap of dignity. Similarly, BSE has no respect for cattle decorum, and a furnace is the fate of confused and trembling animals that the disease has deprived of their own feet to stand on.

The original lesson about the infectious nature of these brain diseases came from a 1934 vaccine catastrophe in the UK which brought scrapie to almost five thousand out of eighteen thousand lambs within two years of their immunization against louping-ill virus infection. Scientists tracing back discovered that the vaccine serum was prepared from a number of lambs whose dams had subsequently developed scrapie or "mad sheep disease". The significance of scrapie passing vertically from ewes to their lambs, and horizontally from lamb to lamb by virtue of the vaccine injections, was kept from international eyes when a series of egotistical carry-ons prevented the data from reaching the pages of the scientific literature for a further fifteen years. 

By then, as the 1950s dawned, "mad sheep disease" jumped the species barrier when a scrapie-infected food supplement brought a similar brain illness to farm mink in 19476. This news scarcely interested the medico-scientific community who, by this stage, had become proportions amongst the Fore people living in the highlands of New Guinea. Anthropologists from the University of Adelaide unravelled a chain of events to trace kuru back to the reverent consumption of deceased tribal member's bodies, with the brain almost certainly being the vital infectious denominator. Kuru was essentially eradicated when New Guinea authorities acted on the anthropological clue in 1959 to outlaw the eating of human flesh, but the 1976 Nobel Prize was instead awarded to American Carlton Gajdusek whose experiments had demonstrated that injections of kuru brain in 1967, and CJD brain in 1969, reproduced similar illnesses in chimpanzees7. Currently out on bail while awaiting trial for multiple charges of child molestation laid against him by one the New Guinea youths he has sponsored into the United States over the past 30 years, Gajdusek's research did however put an end to ideas that species barriers were an impediment to the spread of this type of disease. 

Two neuroscientists from Yale University in the United States, Laura and the late Eli Manuelides, went on to illustrate by 1975 that injections of human blood, like injections of brain taken from kuru and CJD victims, transmitted the disease across the species barrier to laboratory animals8a,7b. Their prophetic, but unheeded, message implied that blood was the vehicle that carried the agent of CJD around the body until it chanced upon a hospitable residence like the brain. In other words, the blood route was identified as a key element in the transmission of CJD from a primary host to secondary one. As distinct from infections such as influenza which is caused by an air-borne virus, but in parallel with AIDS and hepatitis B which are caused by blood-borne viruses, this meant that recipients exposed to human pituitary gland hormone injections, or to blood or organ transplants from a donor with CJD, risked becoming secondary CJD hosts once contagious material entered their blood stream. 

Even as the understanding of spongiform encephalopathy increased, various human pituitary hormones programs in countries such as Australia, France, Great Britain, New Zealand, and the United States were attracting hefty government sponsorships. Few of the program's stalwarts caught onto the implications of the Manuelides' experiments, and attempts between the years of 1978 and 19829 to filter the CJD agent out of the pituitary hormones being injected into unsuspecting short-statured children and infertile women were left to British scientist and scrapie expert, Alan Dickinson. At about the same time, a British Royal Commission on Environmental Pollution in 1979 raised the possibility that the unregulated cycling of protein-rich sheep remains back into animal feed might spread scrapie to cattle, as it had done to farm mink three decades beforehand, via the oral route. At the same time too, in the push to meet the insatiable demand for more and more growth hormone, India, the world's second most populous country, became a Mecca for pituitary gland harvests. Literally millions of pituitaries were harvested from cadavers in the subcontinent and sent togovernment laboratories back in Europe and North America. The promised repayment in kind, namely with a supply of extracted growth hormone to treat short-statured children in India, became an unpaid debt. Ironically, that broken imperialist promise may account for India's enviable present day position of discounting the presence of CJD anywhere in the country10.

By 1985, the first of the fatal legacies from the medical imperialism emerged with four cases of CJD in human pituitary growth hormone-treated children. Programs were immediately halted in most countries, the notable exception being France where the growth hormone treatment of children continued, based on the haughty assumption that the purity of the French hormone-extraction process accounted for the absence of a single case of CJD to that point in time. Four years later, in 1989, during which time the number of French children at risk of growth-hormone-related CJD had practically doubled, the first French children fulfilled that tragic legacy11. In 1993, France's medical imperialists contended with possible manslaughter charges12, and by 1996 France owned half of the world's 90 cases of pituitary hormone-related CJD13. 

From the earliest stages of the human pituitary hormone programmes, the wheels had been set in motion to conceal the fate of infertile women exposed to CJD-contaminated gonadotrophin14. Unlike growth hormone-treated children, whose years of biweekly to daily injections made it impossible for paediatricians to avoid the clerical red-tape that came with government sponsorship, women's gonadotrophin injections usually lasted for less than six months. As a result, there was frequently left-over gonadotrophin that infertility specialists could inject into new candidates without going through the bureaucratic application process to renew hormone supplies. This also meant that government records of women exposed to pituitary gonadotrophin were less than complete. Additionally, just three years after the first cases of pituitary growth hormone-related CJD, the National Institutes of Health in the United States prematurely assumed in 1988 that the short-term nature of the gonadotrophin treatment precluded any risk of contracting CJD, and set about shredding the records of infertile women treated by some 250 US gynecologists over the previous 15 years. A year later, in 1989, the pituitary infertility hormone snared its first CJD victim, a forty year-old woman in Australia15. By 1993, the CJD of another three Australian women, all aged within a year or two of forty, had been traced back to injections of pituitary gonadotrophin. By the time news of pituitary gonadotrophin-related CJD hit the headlines in Britain in 1993, authorities were in no position to answer consumer inquiries, one of which came from a 32 year old woman whose mother had died of CJD when aged 55 in 1975 after having received five pituitary gonadotrophin injections in 1960, because whatever records had once existed had by then also been shredded16. Officially, 300 infertile British women were exposed to pituitary gonadotrophin, but medical literature17a,16b,16,c,16d,16e,16f from UK infertility circles, dating back to the 1960s, indicates that the number was probably much larger. While the risk of gonadotrophin-relatedCJD to Australian and, to a lesser extent, British women has reached the general media, the entire issue for American, German and Scandinavian women18a,17b,17c7 has scarcely been touched.

Although the general elitism of human pituitary programmes restricted the medical imperialism to North America, Europe and Australasia, Third World children and women did not altogether escape the insanity of applying Frankenstein medicine to social conditions. A medical report in 199119 linked the CJD death of a young Brazilian man, like those of five youthful New Zealand men and women20, with a childhood treatment involving pituitary growth hormone obtained from the US. It goes without saying that the fate of women in Mexico City whose breasts were injected with US pituitary hormones, in an appalling experiment21 to increase the volume of milk in lactating mothers, some already pregnant again, will never be known. The opportunity to contain the CJD legacy of pituitary gonadotrophin injections has probably been lost as women unwittingly risk spreading their legacy via blood donation. Similarly, the possibility that women treated with pituitary gonadotrophin may have transmitted their CJD legacy to their children has been totally cast aside, and there is an overwhelming medical disinterest, or perhaps ignorance, to investigate whether pituitary hormone treatments in the 1960s, 1970s and 1980s may account for the CJD deaths of women, aged a decade younger than the average age of sporadic CJD victims, which frequent the pages of medical journals in the 1990s22a,21b.

Oddly, although the entire concept of blood-transfusion-related CJD was frankly dismissed by health authorities, by 1987, all US and New Zealand registered recipients of pituitary growth hormone had been advised not to donate blood and organs. It took until 1992 for Australian and British blood banks and transplant programmes to follow suit, with the result that the Australian and UK general communities were exposed to the risk of secondary CJD transmission for five years longer than their American and New Zealand counterparts. Somewhat inexplicably too, despite the theory of blood-transmitted CJD remaining largely unproven in humans, actions in the past two years indicate that authorities have finally opened their minds to the public health implications of the Manuelides' experiments. Canadian authorities spent $15 million in 1995 to withdraw pooled plasma, already in the process of being transfused to thousands across the country, on the grounds that it contained a donation from a man who had subsequently died of CJD23. Similarly, in 1996, New Zealand authorities bit the bullet, albeit under weight of public pressure, to quarantine blood products that had been contaminated by a donation from a CJD infected donor24, and British blood banks also increased their precautionary measures with an extended questioning routine designed to screen out donations from parents, siblings, and children of CJD victims25. British microbiologist Steven Dealler, estimates CJD-infected blood may reach as many as 60,000 recipients each year26, but the years-long incubation time preceding CJD symptoms increases the difficulty to link a blood transfusion recipient's CJD with a donor source. Itfalls within the realms of possibility that secondary CJD in a transfusion recipient may appear years in advance of the primary CJD in a blood donor, and direct evidence of blood transfusion-transmitted CJD remained largely anecdotal until 1996 when the case of CJD in a liver transplant recipient was, after the liver donor had been cleared, traced back to a CJD-like illness in one of the blood donors27a,26b.

One year after the first cases of pituitary growth hormone related CJD in 1985, the first of the protein-fed cattle came down with BSE28. Advisory committees were set up around the world. Apparently none had the foresight to include public health experts trained to weigh policy in terms of both best and worst predictions. Instead, for the next ten years authorities seized every chance to preserve the reputations and careers of eminent politicians, physicians and scientists, and managed to allay public anxiety by keeping news of their bungles out of the media. Public and animal health ran a very poor second to the market pressures29 that had transformed cattle from BSE-free herbivores into BSE-infected carnivores with a nonregulated protein diet. In fact, even as BSE emerged in protein-fed British cattle in 1986, scientific advice that the epidemic could best be contained by compensating farmers for the immediate destruction of the ten thousand-odd infected cattle was dismissed solely on the basis of the financial outlay.

Following the ban placed on scrapie contaminated animal feed in 1988 the epidemic of BSE in cattle was supposed to be under control. According to authorities, the peak 1992 weekly average of 700 new cases of BSE has fallen to 70 cases per week in 1996. At the same time, the notion of control was practically contradicted by the BSE in some 27,000 cattle born after the 1988 ban. Rather, these figures, together with the 60 per cent of 1996 cases occurring in cattle born post-1988, indicated that pre-feed regulated cattle had passed BSE onto their calves. Like the theory of blood-borne CJD in humans, earlier suggestions30a,29b that the BSE epidemic in cattle was maintained by maternal transmission were dismissed, and at times ridiculed, until a 1996 study proved otherwise31. 

Erring on the side of caution has invariably fallen foul of the brain-dead culture underpinning the BSE/CJD fiasco. As an example, the British Ministry of Agriculture, Fisheries and Food, known as MAFF, sabotaged a 1990 Brussels ruling designed to prevent the spread of BSE across to the European mainland32. MAFF instead issued civil servants with secret orders to skip the computer vetting of calves set for the lucrative sale yards of member countries of the European Union. As a result, there were no checks to determine whether about two million veal calves sold to the European Union between 1990 and 1995 were born to BSE-infected cows or not. Even the computer tracing of the BSE parentage of some two thousand cattle sold for foreign breeding after 1990 may be untrustworthy, partly because of MAFF's skulduggery, and partly because the calculated mean incubation periodof BSE is five years. In the absence of a diagnostic screening test for BSE, the years-long period between infection and symptoms meant that it was impossible to determine which cattle were infected and which remained free of BSE, but an estimated 700,000 BSE-infected cattle entered the human food chain, chiefly because the animal's slaughter age, usually three years, predated the age at which they would show signs of BSE infection33. For the same reason, there is simply no way of knowing the number of breeding stock that were exported to the four corners of the globe before their sire or dam's BSE was subsequently uncovered. 

Britain was not alone in the cover-up of the BSE scandal. In September, 1996, the French newspaper Lib
ration34 revealed that a memorandum from French official Gilbert Castille had suggested back in 1990 that Britain ought to be asked not to publish its research results, saying `it would be better to minimize BSE by practicing disinformation'. In fact, rather than ganging up on Britain, Brussels via Guy Legras, head of the European Commission's agricultural directorate, warned of the financial repercussions from a beef panic and hushed news of the BSE situation. Additionally, cattle may not be the only species within the meat industry that are harboring the BSE/CJD agent in readiness for the food chain. Until March of 1996, no restrictions were placed on feeding cattle offal to pigs and hens35. Together with a common practice whereby animal-feed manufacturers share the same equipment to mix both cattle and pig-feed, this approach reflects a glaring ignorance within the agricultural industry about the dangerously infectious nature of diseases such as BSE and CJD. This background, together with the extreme resistance of BSE and CJD to high temperatures and caustic chemicals that customarily rid instruments and tools of infectious materials, may explain the disproportional excess of CJD infection occurring in the farming community. It also brings the focus back to blood-route transmitted CJD, and raises the prospect of simple kitchen injuries introducing BSE from meat products into the bloodstream of an unsuspecting public36.

Some argue that the BSE panic is thinly supported by firm scientific evidence. Mad cows, mad scientists, and mad politicians feature prominently in the insults that flow back and forth. History will be the ultimate judge, but in the absence of a plausible alternative to BSE-infected beef that would account for the recent spate of unconventional CJD in youthful victims - aged two to five decades younger than the majority of sporadic CJD cases - both animals and humans have earned a policy that errs on the side of caution. Medical impropriety rather than nature has already destroyed the lives of 90 pituitary hormone recipients and their families; young lives have been snuffed out by an atypical, but equally cruel, form of CJD that appears to have come from herds infected by agricultural impropriety; and innocent British cattle are at threat of extinction because of BSE inflicted on them during a period of financial megalomania. 

Sixty years of underestimating and mistaking the gravity of CJD/BSE issues for both humans and animals are enough. Notions37 that culling half of Britain's cattle population could make early inroads into global greenhouse targets, like those that propose restocking the sacred herds of India, and detonating Cambodia and Afghanistan's land mines with BSE-infected cattle are barbarous extensions of a brain-dead culture which fostered its own breeding ground by convincing the public that "there was no evidence" of a dire outcome. More truthfully, there was "no way of telling", and it remains to be seen whether the final consequences of the CJD/BSE mismanagememt will match or outscore the ramifications of the AIDS epidemic.

A worst case scenario-sized CJD epidemic will smash rather than stretch every available human resource. European imperialists, joined in this century by those from the United States, and to a lesser extent Canada and Australia, have widened the gap between developed and developing regions with modern discrimination38a,37b,37c,37d,37e that transgresses the boundaries of animal and human rights, development, environment, nuclear weapons, population, trade and wealth. Similarly, the bigotry of medical expansionists has exploited the vulnerability of infertile women and short-statured children with human pituitary hormone cures that, in the end, have clouded their futures with a life-long threat of CJD. Infertile women are the invisible victims within the scandalous human pituitary hormone equation of the medical imperialists. Mad cow imperialists may be intent on turning Third World countries into storage yards for manmade BSE, but their would-be victims, wary of their abuse as virtual dumping grounds for nuclear waste, toxic chemicals and perilous medications, are highly unlikely to fall for that caper. Rather, like the absurd reassurances from government authorities, and the invisibility accorded infertile women by CJD imperialists, these racist proposals are proof that a collective braindead culture has learned little, or perhaps nothing, from sixty years of its own mindless economics, science and politics. 

  Vandana. The Violence of the GREEN REVOLUTION: Third World Agriculture, Ecology and Politics. London: Zed Books Ltd, and Penang: Third World Network, 1991. •37d. Hynes, H. Patricia. Taking Population Out of the Equation. Reformulating 1 = PAT. North Amherst, Massachusetts: Institute on Women and Technology, 1993. •37e. Hartmann, Betsy. Reproductive Rights & Wrongs: The Global Politics of Population Control. Boston: South End Press, 1994.
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31  Proposal that the 'New Variant CJD' is actually a strain of Kuru

The idea that the new human spongiform disease was a 'new variant of CJD' was rejected in BSE: The Facts and the controversy was widely reported in the press at the time. Symptomatic comparison seemed to associate the new human diseases more closely with kuru, of Papua New Guinea. At the time the proposal was discounted by the authorities, but it has been announced in April, 1997 that research by the MRC Prion Unit is now going to embrace studies in Papua New Guinea to see what correlations might, after all, exist. Here, a submission to the Lancet from mid-1996 is released for the first time: 

17 May 1996 

Unpublished letter to the editor, The Lancet 

32  BSE and CJD, or Kuru? 

The CJD surveillance programme reported in your columns(1) has revealed cases of an atypical spongiform encephalopathy in young adults. It is widely attributed as a new variant of Creutzfeldt-Jakob disease. However, many of the signs and symptoms of CJD are absent, or at least highly modified, in these new cases. The symptomatic basis for considering these new cases of human spongiform encephalopathy (HSE) to be a strain of CJD is weak. 

The suggestion has been published(2) that the new syndrome is similar to kuru, the epidemic spongiform disease found in the Fore people of the Eastern Highlands in Papua New Guinea. The research workers who have correlated data from the first British patients(3) have even described the histological changes as featuring ‘kuru-type plaques’. 

Tabular presentation of some of the diagnostic characteristics suggest that the new syndrome has more in common with kuru than with CJD: 

Category .............. CJD ........... HSE ......... Kuru 

Amyloid plaques .. Rare ...........Common .. Common 

EEC spike ............ Present ...... Absent ..... Absent 

Age ....................... >50 ........... Presentation ....... Dementia .. Ataxia ...... Ataxia 

Duration .............. 1yr ......... >1yr 

__________________________________________ 

This may have practical implications. The clinical picture of kuru was first documented four decades ago(4) and more is known of its management than that of a truly novel condition. Since the symptomatology seems to reveal similarities between the new HSE and kuru, I believe it would be realistic to abandon the notion that the syndrome is a variant of CJD and consider it as a strain of kuru. 

Brian J Ford

------------------------------------------------------------------------

33 THE SENATE ENQUIRY SECTION 7.

The AHPHP operation and accountability

7.1 Under the second term of reference, the Committee is required to report on whether CSL or CSL Ltd, the National Health and Medical Research Council (NHMRC), the Department of Health and Family Services (DHFS) or any other Commonwealth department, agency or employee failed to adequately protect public safety in relation to the Australian Human Pituitary Hormone Program (AHPHP).

7.2 In their submissions to the Committee, many recipients expressed disquiet at the way the AHPHP was conducted and raised issues of accountability. For example, one recipient submitted: 

...all of the agencies that were connected with the Australian human pituitary hormone program are at fault. The revelations of the Allars inquiry are mind-boggling to say the least. The irony of all of this is that no one will ever be made accountable for their improper actions, actions that have left a number of people dead, others at risk and families devastated by a dreadful disease.[1]

And: 

No-one from CSL - whose actions in harvesting the pituitary glands under completely uncontrolled conditions must border on criminal negligence - has ever been held to account. Nor have any members of HPAC, who sought kudos and career advancement ahead of prudent medical practice and patient safety.[2]

Further, some recipients concluded that there were breaches of the law by persons involved in the program: 

We believe that the report completed by Professor Allars, her executive summaries and Dr Lawrence's speech to the House prove beyond any question that there had been significant breaches of the law as it applies to a wide variety of areas. These include the manufacture of the hormone, including the collection of glands, distribution of the hormone by various agencies, including HPAC, CSL and others as detailed in the Allars report, and non-disclosure of possible side effects.[3]

7.3 Other recipients expressed concern that CSL's manufacturing practices were `unsafe' and `negligent' and that they may have been treated with hormone that was not only potentially contaminated with CJD but hepatitis as well.[4]

7.4 For many recipients lack of knowledge about the future implications for their children is a further source of anxiety: 

As a human pituitary hormone recipient and as member of the Australian public, I feel that my life, my safety, has been jeopardised. I now have an increased risk of contracting CJD and it is not known to what extent all my 4 children (who were all breastfed) are also at risk of contracting CJD.[5]

 7.6 The Allars Inquiry report provided extensive detail on the government bodies and agencies involved in the AHPHP. Many recipients believe however, that the Allars Inquiry did not adequately address the issue of accountability because the terms of reference did not go to the question of liability. Professor Allars in her submission to the Committee noted: 

Neither compensation nor the issue of criminal or civil liability of medical practitioners were part of my terms of reference. Consequently I made no recommendation on these issues. I make no comment now.[6]

7.7 In considering whether there was a failure to adequately protect public safety in relation to the AHPHP, the Committee has relied extensively on the findings of the Allars Inquiry. Comments are provided in relation to the particular areas of : 

•the production of the product, including collection of pituitary glands; •supervision of the product and program by government agencies including the Health Department, the National Biological Standards Laboratory and the Human Pituitary Advisory Committee; and •action taken by the Department following the suspension of the program in 1985 in relation to tracing of recipients, information provided to recipients, epidemiological studies, and blood and organ donation. 

7.8 The Allars Inquiry reported that from the commencement of the AHPHP, CSL and HPAC believed that there were two avenues for ensuring the safety of hormone product from viral contamination. Firstly, through the criteria established to exclude the collection of glands from certain cadavers and secondly, through the method of processing the glands. 

Collection of pituitary glands

Exclusion criteria

7.9 A brief summary of the very detailed account in the Allars Report of the development of the exclusion criteria is given in Chapter 2 of this report. The Committee also notes that a letter from the Director General of Health to CSL in June 1963 stated: 

...that all medical superintendents of hospitals with pathology departments (and State authorities responsible for accident autopsies) should be induced to arrange for the collection of glands, the recording of particulars of all autopsies...and the regular transmission to a central depot.[7]

The first instructions on the selection of glands was issued by CSL in 1966. Over the period of operation of the AHPHP the exclusion criteria were amended, but as Allars notes `in a reactive fashion as problems of possible sources of infection came to light'.[8] Further, with one exception in 1971, HPAC took no action to keep abreast with current scientific knowledge of disease potentially affecting human pituitaries 

7.10 Dr Whitten in his submission also noted that `in a surprising move NPA [the USA National Pituitary Agency] in early 1978 took the lead from Australia and excluded glands from patients with "viral dementia", one of the names used for CJD and kuru'.[10]

7.11 Although exclusion criteria were established, the Allars Inquiry found that there was a failure to communicate the criteria to the pathologists and mortuary attendants who removed the glands. No one institution or individual was made responsible for the distribution of, or compliance with, the exclusion criteria. The Allars Inquiry found that most of the pathologists and mortuary attendants contacted by the Inquiry were unaware that any written exclusion criteria issued by HPAC existed. Most relied on verbal and self-imposed criteria to exclude unsuitable material.

7.12 The Allars Inquiry concluded that as screening of glands for compliance with the exclusion criteria could only be done by the pathologist at the time of removal, CSL and HPAC had no means of ensuring that glands within the exclusion categories would not be collected. This was particularly so when glands were removed by mortuary attendants without supervision, `as was usually the case'.[11] Thus, as infected glands may have been forwarded for processing, the ability of the manufacturing process `to eliminate viruses and bacteria was essential to the production of hormones with the least amount of contamination possible'.[12] 

Other matters

7.13 The Allars Inquiry noted that the glands were not removed by sterile technique, nor was the post-mortem room a sterile environment. The Inquiry also found that in most institutions no specific procedures were in place in relation to the sterilisation of the equipment or the handling of tissue. It was not until 1977 that CSL provided instructions for the removal of the gland. This arose from concerns about the presence of extraneous material with the gland and the impact of such material on CSL's estimations of hormone yield.

7.14 In relation to the lawfulness of collection of the glands, the Allars Inquiry found that prior to the introduction of uniform human tissue legislation, the lack of hospital records meant that the Inquiry was unable to come to a firm conclusion as to whether glands had been collected lawfully or unlawfully. Following the introduction of uniform legislation, glands were generally not removed for the purposes of post-mortem examination but for the purpose of supply to CSL. Thus, the use of glands during the period of the human tissue legislation was unlawful.[13] 

Committee comments

7.15 In submissions and evidence before the Committee, many recipients expressed concern about the way in which the glands were collected and the lack of information provided to recipients about the source of the material: 

The revelation of the way in which pituitary glands were collected for use in the AHPHP came as a great shock to many recipients and continues to be a source of great anger today. The pressure exerted on hospitals to increase the rate of gland collection; the incompetent, reactive and slow revision of exclusion criteria; the inadequate communication and monitoring processes that were employed and the unlawful removal of glands contribute to a situation where people want answers to a lot of questions and want people to explain their actions and be made accountable for the circumstances we find ourselves in today.[14]

7.16 The CJD Support Group Network stated: 

The focus of HPAC was on maximising collection. Scant regard was paid to the law or to basic measures to safeguard the health of endusers.[15]

7.17 In its submission, the Department stated: 

It is now recognised, with the benefit of hindsight, that the precautions taken by HPAC and pathologists were insufficient to completely rule out collection of a pituitary gland (or for that matter an organ or tissue) with the potential to infect a recipient with CJD. This is because a person carrying the CJD prion may, on clinical examination, show no symptoms of the disease. No level of protection could completely guard against collection of glands from people in the preclinical stage of CJD. The HPAC relied upon the professional expertise of pathologists in deciding whether a gland should or should not be released for therapeutic purposes. Through their medical training pathologists were aware that a cadaver likely to be infected with hepatitis, CJD or other viral or neurological diseases should be retained for microscopic examination. This was the standard medical procedure. The fact that the pathologist knew the gland was to be used for therapeutic purposes was a further incentive not to release the gland for extraction of the hormones. This same situation applied where dura mater, organs or tissues were also being collected for therapeutic purposes.[16] 

7.18 The Committee considers that the Department's statements above raise serious concerns about its understanding of the ethical matters and accountability issues raised by gland collection and the monitoring of exclusion criteria as detailed in the Allars Report. As the Allars Inquiry reported: 

Nor was it an adequate excuse that on account of the incubation period for slow viruses scrupulous attention to the criteria would not have prevented a gland from a person who had incubated the disease from slipping through. Exclusion criteria were established to ensure the product was safe. Adequate steps should therefore have been taken to ensure compliance with them. HPAC failed to take those steps.[17]

7.19 The Committee also notes that following the introduction of uniform tissue legislation, the Health Department failed to act to ensure that glands for the AHPHP were collected in a lawful manner. Not only did the Department have a role in oversighting the AHPHP, but it also had representatives on HPAC and should have ensured that legislation was complied with. 

Processing of pituitaries

7.20 CSL processed glands using mainly the Ferguson method and, from late 1984, the Chapman method, although for some time CSL also produced hormone using the Brown/Catt method. Details of these methods are given in Chapter 2. 

Concerns raised about the processing of glands

Screening of glands

7.21 From the Allars Report, it appears that until 1977 frozen pituitaries were received at CSL and ground with dry ice without any visual inspection. However, following concerns about yield estimates, a sample of glands were examined and it was found that 12 to 15 per cent of the tissue collected was extraneous matter. This led CSL to issue in 1977 instructions on the removal of glands. From July 1982, CSL began separating glands into four classes based on their appearance and those in the `poor' and `rejected' gland classes were not processed.[18]

7.22 Allars reported that laboratory screening of pituitaries was not carried out by CSL because it would make the glands unavailable for processing.[19] The Committee notes that the practice adopted in the UK was that small batches of pituitaries, eventually 100, were extracted and, if the extract proved positive for hepatitis, the batch was rejected. 

Quality assurance and contamination

7.23 A summary of measures taken by CSL in relation to quality assurance and contamination is given in Chapter 2 of this Report. The Allars report also contains the list of batches processed by CSL and indicates those it believed were not distributed or withdrawn because they failed quality control.

7.24 In relation to contamination, the Allars Inquiry stated: 

The proposition that the larger particles of viruses and bacteria would come off the column first in the Ferguson process, leaving the hormone product free from contamination was soundly based until the late 1970s.[20]

7.25 In its submission to the Committee, CSL stated that: 

The Ferguson gel filtration fractionation method as used by the Laboratories in the manufacture of hormones clearly demonstrated its effectiveness, and reinforced the trust placed in it by both the Commission and the HPAC, by excluding the hepatitis in the void volume of the four batches (082, 93, 100 and 128) referred to in the Allars Report which tested positive to hepatitis B antigen in the void volume.[21]

7.26 The Allars Inquiry noted that in 1966, Dr Wes Whitten, then of NBSL, warned that because large particles, including viruses, would precede the hormone through the column, the line would become contaminated.[22] In their submission to the Committee, Drs Whitten and McCullagh noted concerns about the sterility procedures in place at CSL to ensure that the products were `free from contamination by infectious agents and their products'. They commented: 

We believe that procedures to maintain sterility were patently inadequate by the standards of the time and that CSL failed to recognize or to acknowledge this.[23]

7.27 Dr David Howes, former NBSL officer, submitted that CSL and HPAC had an over simplistic and over optimistic view of the fractionation process and put forward the following points: 

•that only some of the virus particles and some CJD particles would be removed in the `void volume' of the process; •that in the column of gel beads there were very small and acute angled crevices to trap various sized particles which could become dislodged later in the process to mix with the hormone extractions; and •there could be cross-contamination of runs.[24] 

Dr Howes concluded that `virus contamination was unavoidable'.[25] Further, he stated: 

In relation to the CJD and hepatitis B contaminations of pituitary hormones, the failure of both CSL and HPAC to subject the gel chromatography technique to a very detailed critical analysis in relation to the possibility of contamination with viruses as a general problem was, in my view, a major contributor to the disaster.[26]

7.28 The matter of hepatitis B contamination was also raised in submissions and evidence. Issues canvassed include that: 

•HPAC was advised before the screening for hepatitis B commenced in 1978 of the risks of hepatitis and failed to act. First in 1973, then by the Assistant Director-General of Health in 1975 and also by CSL's Production Manager in 1976.[27] •Although the Allars Inquiry reported that a batch of hormone tested positive for hepatitis B, but not to a sufficient level to fail quality control,[28] the Senate Community Affairs Legislation Committee had been told by the Department at an estimates hearing that `there is no safe level for hepatitis contamination, and that it would be illegal to distribute products that were contaminated with hepatitis'.[29] •Hormone prepared in the UK was extracted from batches of 800 glands and later sub-batched to 200 and then 100 glands because of hepatitis contamination. CSL knew of this but did not employ the same strategy and continued to use pools of 1,350 glands.[30] •CSL tested the final product before ampouling and not the homogenate as was done in the UK.[31] •Only two batches of hGH were tested for hepatitis.[32] •CSL underestimated the risk of hepatitis B by using a chimpanzee infectious dose to constitute a human infectious dose.[33] 

7.29 In evidence before the Committee there was extensive discussion concerning batch 128. In the Allars Report it is stated that hPG batch 128 was not distributed. However, this batch was distributed and received by APQ and it is now acknowledged in submissions to have been distributed.[34] CSL suggested this discrepancy in the Allars report was a `transcription error'.[35] 

7.30 Dr Peters in evidence asserted that CSL records show that batch 128 tested positive for hepatitis B. An internal CSL memo indicated that tests of batch 128 resulted in a positive test in the column charge and negative in the void volume.[36] Reference was also made to batches 003, 004 and 024 as being non-sterile but distributed.[37] Dr Peters stated: 

In my submission of 12 July I attached the batches received by a number of recipients, with the names removed to protect liability. This shows that batch 24, which was a non-sterile batch, had been given to a recipient.[38]

7.31 In its submission to the Committee, CSL stated that `at no stage did the Commission distribute any product known to be contaminated with a pathogen'.[39] Further, all material issued by the Commission `was considered acceptable by the HPAC adopted and introduced'. CSL went on to state that: 

Of these batches [which tested positive for hepatitis in the void volume] 082 was withheld from distribution; Batches 93 and 100 were combined and reprocessed into Batch 110, however this batch was withheld from distribution because it failed pyrogen testing; Batch 128 was released following further tests for hepatitis. 40

7.32 In evidence, Mr Kaufman of CSL, commented further: 

[batches 82 and 93] tested positive in the void volume which is that peak that comes out first where the viruses will be concentrated selectively into the void volume. That is the part that tested positive. The fractions that have come off the column have not tested positive, did not test positive from the start of hepatitis testing in the program, which really validates the separation efficiency of the column. We know that in batches 82, 93, 100 and 128 we could detect it in the early phase of the separation. It was not present in later fractions.[41]

7.33 Mr Kaufman also gave a detailed explanation of the processing of batch 128. He concluded by stating that: 

Having reviewed the results recently, I would still come to exactly that same conclusion. So there is no question of batch 128 having been issued despite it being positive for hepatitis because it was not positive for hepatitis.[42]

7.34 In relation to hepatitis in recipients, CSL stated: 

No hormone recipient in Australia (or in the world for that matter) has been reported as being hepatitis B positive (or HIV positive) as a result of receiving pituitary hormone therapy.[43]

7.35 This statement was questioned by Dr Howes who stated: 

A much more recent flaw in CSL's knowledge and reasoning can be seen in its attempt, in the department's submission, to establish that recipients were demonstrably not at risk of hep B infection. It is said that one hormone recipient had been tested for hep B antibodies and that the test was negative. Most hep B infections are acute, and the woman tested had been treated with hormones many years earlier, but antibody levels decline progressively over time and some infections may come to test negative as a result. It also uses the argument that no cases of hep B infection have been reported. That begs the question of who has looked and what proportion of those at risk have been checked.[44]

7.36 In answering a question on tracing recipients to test for hepatitis B, the Committee was told that there had not been any attempt to ascertain the hepatitis status of recipients. Further, Mr Kaufman of CSL stated `I think, Senator, there are no potential contaminated batches as far as hepatitis B goes' based on CSL's testing.[45] Tracing of recipients is discussed later in this Chapter.

7.37 Mr Kaufman also replied to concerns about pool size. He stated: 

We had a look at the UK practice. The fact remains that we had at least two steps in the process that were capable of eliminating virus.[46]

7.38 Following the Committee's hearing on 13 August 1997, CSL provided further detailed information concerning the above matters raised by Drs Peters, Whitten, Howes and McCullagh. This information included: 

•the test results of batch 128; •that batch 003-1 failed sterility test and was reprocessed as batch 003-2 which was sterile; •that the records of batch 004 do not show sterility problems; •that there are no records that batch 24 was issued; and •that hGH was tested for hepatitis B.[47] 

7.39 The CSL's response to evidence was further responded to by Dr Howes. He provided evidence in relation to the pool of fractions used to produce batches 121 and 128, the testing for contamination with hepatitis B antigen, invalid tests for hepatitis B antigen in hormone samples and reduction in risk of contamination of batches of pituitary hormones with infectious hepatitis virus.[48] Macedones also provided the Committee with further comments regarding the processing of batch 003-2.[49] 

 7.41 The Melbourne achives documents of Gajdusek may demonstrate that this section is incorrect in tis assumption that little was know at the time.

7.44 The Allars Inquiry found that from 1971 (Dr McGovern's warning) to 1980 there was no record of discussion of unconventional slow viruses in the minutes of HPAC or its Subcommittees.[55] The Committee's perusal of the minutes of HPAC and its Subcommittees similarly found no record of discussions of slow viruses until 1980. In 1980, the Chairman of HPAC, Professor Lazarus, and the Director of the Medical Research Council in the UK, discussed recent developments in the UK in regard to the possibility of slow virus infection in pituitaries. Professor Lazarus wrote to Dr Ferguson, Chairman of the Fractionation Subcommittee, about the problem.[56] The Allars Inquiry noted that the Fractionation Subcommittee discussed the possibility of slow viruses at its meeting of 19 May 1980. The Subcommittee concluded that `as, at present, a slow virus is not positively linked with a disease present in the community and, moreover, as the technology did not now exist to detect a slow virus, acknowledgment of the potential dangers is all that is possible'.[57] HPAC concurred with this conclusion.

7.45 The Allars Inquiry found that the Subcommittee's conclusion was incorrect in the light of scientific knowledge in 1980 as cases of CJD had been reported in Melbourne as early as 1963 and in Adelaide in 1965.[58] Further, neither the Subcommittee nor HPAC sought expert advice or re-assessed the program. Although there was no technology to detect the virus, other options were available to the Subcommittee for re-assessing the safety of the product.[59] 

7.46 The Allars Inquiry also concluded that conferral on HPAC and the Fractionation Subcommittees the responsibility for monitoring all aspects of the production of the hormone was fundamentally flawed. Further, members: 

..are not to be blamed for their lack of expertise or lack of familiarity with the developments in knowledge of CJD. They were not neuropathologists or virologists. They are to be blamed for their failure to recognise the limits of their expertise and the need to seek advice.[60]

7.47 The Inquiry also noted that `like the Fractionation Subcommittee and HPAC, CSL failed in 1980 to consider or adopt options which were appropriate with regard to the risks of treatment with the hormones in the light of scientific knowledge at the time'.[61]

7.48 The Committee notes that in a judgement handed down in regard to the UK growth hormone program, Mr Justice Morland, found that the UK Department of Health should have acted on warnings of CJD contamination and suspended the program from July 1977. In her submission to the Committee, Professor Allars, while noting the date of July 1977, stated: 

 7.49 The Committee received evidence on the awareness of CJD transmissibility and when HPAC should have become aware of the risk. Dr Peters submitted `Professor Allars implies that there was only limited knowledge of CJD in Australia until the late 1970s. This is incorrect'.[63] He went on to note early work on the transmission of scrapie and that `the connection between scrapie and human diseases was postulated in 1956'. Dr Peters also noted that papers were published on kuru in the 1950s and 1960s and that CSL scientists published at least five papers on kuru between 1961 and 1972. Dr Peters also submitted `from 1973 onwards, Health Department files expressed concerns about the possibility of transferring CJD by medical goods and instruments. Some of these concerns were relayed to HPAC, which the files show ignored the warnings'. He concluded `there was sufficient knowledge about CJD within CSL, the Health Department and the medical profession to have required extreme caution about the hormone program even at the beginning'.[64]

7.50 Drs Whitten and McCullagh submitted that there were recurrent reports of transmission of CJD between 1968 and 1973 in widely read medical and scientific journals, including Science and Nature. Further, they noted at one stage HPAC had included in the exclusion criteria neurological disease, and submitted that `its framing can only be construed as evidence that HPAC was aware, at an early stage, of transmissibility risks'. They went on to state: 

We believe that it should have been apparent by the mid 1970s to biological scientists with a familiarity with the general scientific literature that CJD and related conditions were likely to be transmissible.[65]

7.51 Recipients also raised the matter of knowledge of CJD by members of HPAC. Whilst not having scientific training, many recipients have made the effort to become as informed as possible as a way of diverting the impact of CJD risk awareness. In doing so, many recipients have reached an opinion on the HPAC's knowledge of the awareness of CJD: 

Clearly, in the light of scientific knowledge, the Human Pituitary Advisory Committee failed to respond appropriately to the knowledge of the risks of treatment with hormones, and demonstrated incompetence and disregard for public safety. Those responsible for administering the program must be asked to explain their actions and be brought to account for the consequences. Matters of alleged illegality should be thoroughly investigated and appropriate action taken. The lives of so many people have been adversely affected as a result of their conduct.[66]

Potency testing

7.55 Once the hGH and hPG had been produced it was tested for potency. CSL used bioassay and radioimmunoassay. Bioassay involved a sample of each batch of hormone being injected into a test animal and the response measured against a standard. The amount of response obtained indicated the amount of hGH or hPG in the sample. A potency value in international units (IU) was then assigned to each batch. Radioimmunoassay is the measurement of a radioactively labelled substance using as the measure the amount of antigen bound to an antibody.[70]

7.56 The measure of potency was particularly important for hPG recipients where there was a risk of multiple pregnancies or hyperstimulation of the ovaries, a potentially fatal condition, if dosage was incorrect. CSL stated in its submission to the Committee that every single batch of pituitary product was assayed for potency. It also developed additional assays requested by HPAC, for example the luteinising hormone assay, introduced in 1972.[71]

7.57 The Allars Inquiry reported that throughout the period of operation of the AHPHP treating practitioners found that batches of hPG varied in their potency. Treating practitioners also reported that some batches appeared inert and some were more potent than others. The FSH Subcommittee frequently made requests of CSL to improve the means of determining the potency of batches. 72 

7.58 Dr Whitten submitted that `CSL was set an impossible task to bioassay hPG because it was a very impure and variable mixture of FSH and LH, and these two hormones may synergise or antagonise each other depending on the ratio in the mixture. Thus the potency is indeterminate'. Dr Whitten raised other matters concerning problems with potency: that assay for LH content, should have been carried out by the Parlow method; that degraded FSH (antiFSH) can assay as FSH using radioimmunoassay; batches were too small for economical standardization; vials were labelled as the equivalents to a fraction of a pituitary, thus origin, the quality of the storage and the efficiency of extraction would impact on potency; and hPG was not adequately standardised for LH. 73

7.59 In their submission to the Committee, Drs Whitten and McCullagh described the bioassay procedures applied by CSL to hPG as `incompetent (by the standards of the day)'.[74] In a detailed review of CSL's bioassay procedures by Dr Whitten attached to the submission, he stated that evidence that CSL never overcame problems of bioassay of hGH is found in the minutes of the Fractionation Subcommittee meeting held in June 1981, which states `It is evident to the Subcommittee that the real issue of throughput for hGH was directly linked to bioassay'.[75]

7.60 Drs Whitten and McCullagh also submitted that CSL concealed from practitioners these poor bioassay procedures. Product information distributed with the hormone `failed to convey a reasonable indication of the questionable value of data concerning potency'.[76]

7.61 In evidence before the Committee, Dr Whitten went further: 

The other aspect of that is that CSL's assays were almost incredibly primitive. They state in their submission that every single batch of pituitary product was assayed for potency. They do not say how accurate those assays were, and they do not say in what species they were assayed. But six members of HPAC or its committees published a paper which said clearly that they were assaying in the patients themselves. The patient was the guinea pig! That is the assay; an 'in-patient assay' they call it. They started the patients on a small dose of pituitary extract - FSH as they called it, although it was really hPG. Then they followed that patient for five days to see if her ovaries were producing oestrogens. In the early days these were measured in the urine and at a later stage by radioimmunoassay in the blood. If the patient did not respond, the dose was increased by a factor of 1.3. If she did not respond to that, it was increased again. These people clearly describe three patients who received, I estimate, between nine and 10 cycles of treatment. They started off with 0.3 or 0.5 and finished up getting a daily dose of three pituitaries for five days and, in this case, they decided that it was not the patient that was irresponsive, it was the hormone that was inactive. That was evidenced by a rather crude bioassay that had been done, but it was different from the radioimmunoassay that they had used. The radioimmunoassay that was used by CSL was such that it could not distinguish between FSH and inactive FSH - in other words, the work I had done earlier with the FSH. It is inactivated by enzymes that are present in many organisms and many tissues, and it is converted from an active FSH to an inactive one - in fact, it is an anti-FSH. The altered FSH sits on the receptors in the ovary and prevents the normal FSH from acting. I have said enough.[77]

7.62 Dr McCullagh stated: 

At page 30 [DHFS submission], for example, there is a specific reference to the effect that an assay system to determine the correct treatment regime for hPG patients was developed and resulted in fewer cases of multiple pregnancy and hyperstimulation. Fewer cases than what? We have already heard - and you can doubtless confirm this - about the pitiful state of bio-assay that was applied. It is an incredible statement. On the preceding page it is stated that a lower hyperstimulation rate was identified in Australia compared with results achieved overseas.[78]

7.63 CSL responded to this evidence and disputed Dr Whitten's assumptions concerning the assays used by CSL and stated: 

The assays used for both hPG and hGH were based on the standard British Pharmacopoeia [BP] biological assay. A full statistical analysis was done on each assay in exactly the manner recommended by Dr Whitten...The assay employed was a 2+2 design which (as pointed out by Dr Whitten) has some limitations in terms of testing for linearity - nevertheless it was the standard (and only) BP bioassay design for all products until the December 1980 edition of the Pharmacopoeia. The bioassays were subject to the normal variation seen in such assays, and were conducted in rats. CSL had a wide experience in bioassays across many different products - its expertise in this field was supplemented by regular assistance from NBSL.[79] 

Code of Good Manufacturing Practice (GMP)

7.64 In its submission to the Committee, CSL stated that it has always placed a high emphasis on quality manufacturing and had established an independent quality control section at the Laboratories as early as 1961. CSL submitted that this was before the Australian code was first published in 1970 but was consistent with WHO recommendations at the time `which demonstrates that the Commission was up to date in its thinking and prepared to accept advancements in manufacturing practice and regulatory aspects of the pharmaceutical industry'.[80]

7.65 CSL went on to note that it had been actively involved in the development of the Australian Code and had a representative on the Therapeutic Goods Sub-Committee that had revised the Code in the mid 1970s. It also stated that NBSL inspected the Laboratories in 1971 and that by the time the Commission ceased in 1991 to become CSL Ltd, approximately twenty inspections had been conducted.

7.66 The Allars Inquiry reported that while it had been told by officers of CSL that it did submit itself to inspections pursuant to GMP, officers of the Department during the 1970s and 1980s told the Inquiry that `CSL strongly resisted having the Code applied to it, and this included a resistance to participating in inspections of its manufacturing premises pursuant to GMP'.[81]

7.67 In evidence, Dr Peters stated: 

I say in my submission that CSL resisted compliance with the Code of Good Manufacturing Practice. A reading of section 5 of the CSL submission gives the impression that CSL complied with the Code of Good Manufacturing Practice. This is incorrect. Documents on the CSL file say that CSL did not implement the Code of GMP because it would have been too expensive. Page 4 says that by the time the commission ceased in 1993 it had been inspected approximately 20 times. It did not say that most of these inspections were after 1985. As far as the hormone program was concerned there was only one inspection and this followed a complaint about labelling. There was never an inspection of the manufacturing program.[82]

7.68 CSL responded by providing the Committee with a list of inspections between 1971 and May 1994. In all 27 inspections were conducted. 14 were made to June 1985, with one relating specifically to hormone products, that made in June 1974 concerning labelling of FSH. CSL also provided the Committee with documents relating to the preparation and approval of master formulae and manufacturing instructions.[83] 

7.69 Concerns were also expressed about the mixing of batches. CSL responded that there is nothing in the GMP to preclude batch mixing if the manufacturing protocol allows for it, and provided documentation to enable tracing is maintained.[84] 

Committee comment

7.70 The possible hepatitis contamination of hGH and hPG produced by CSL and the general questions raised about CSL's production method and standards of production are of great importance to many in the recipient community. For the information of recipients, the Committee has provided an outline of both the evidence received from Drs Peters, Whitten, Howes and McCullagh and CSL's response to that evidence. 

7.71 The Committee does not have the expertise to make an authoritative evaluation of the detailed technical information provided in evidence. It considers that to make such an evaluation would require a panel of independent scientific experts. The Committee considers that an epidemiological study of recipients would be of use in establishing the impact of possible contamination, other than CJD contamination, on recipient health. This was discussed in Chapter 3.

7.72 In relation to awareness of the risk of CJD by HPAC and its Subcommittees or CSL, the Committee acknowledges that information on CJD generally, and its transmissibility, was available in leading scientific and medical journals. However, coming to a decision on whether or not the link between treatment with human pituitary hormone and CJD should have been made earlier is difficult. Such a decision involves making a personal judgment about the level of knowledge and individual understanding held at various times between 1965 and 1985, as well as the degree to which that knowledge was disseminated within the key groups of decision-makers. 

7.73 The Committee does however make the following comments. First, the Committee's perusal of the minutes of HPAC and its Subcommittees also indicates that there was concern about the need for accurate information about the potency of the hormones produced by CSL during much of the period of operation of the AHPHP. 

7.74 Secondly, the Committee is concerned about the quality of the information provided to the Allars Inquiry about batches. It has now been confirmed that batch 128 was distributed and according to CSL was not contaminated by hepatitis. The Allars Inquiry reported that this batch was contaminated and not distributed. The Committee finds it difficult to accept that this was simply a `transcription' error. Likewise, CSL has now indicated to the Committee that batch 003 was reprocessed as batch 003-2. CSL indicated that 003-2 was sterile and that batch 004 had no problems with sterility and was issued.[85] The Allars Inquiry lists batches 003 and 004 as being not distributed or withdrawn. 

7.75 The publishing of incorrect information in relation to batches 003, 004 and 128 can only have added to the anxiety of recipients already reeling from the knowledge that they were at risk of CJD and who realised that they had in fact received these batches of hormone. It would also have raised doubts in the minds of recipients as to the reliability of other information contained in the Allars report concerning batches. The Committee considers that the supply of incorrect information to the Allars Inquiry may require further review in the light of the information now available. See paragraph 7.181. 

Supervision of the product and the program

7.76 The Allars Inquiry Report provides an in depth examination of the role of relevant government agencies in relation to the production and use of hPG and hGH. The following highlights the findings of the Allars Inquiry in relation to government agencies. 

National Biological Standards Laboratory (NBSL)

7.77 In June 1964, the Pharmaceutical Benefits Advisory Committee (PBAC) recommended to the Minister that the addition of new preparations to the list of benefit be subject to satisfactory analytical reports being received from NBSL.[86] From 1966, compliance with a specific or general standard was legally required for goods for therapeutic use which were supplied as pharmaceutical benefits. 

7.78 The Allars Inquiry found that NBSL had first become involved with human pituitary derived hormones in 1966. At that time the Health Department requested NBSL involvement in certain matters concerning the hormone. Consequently, Dr Whitten, then an NBSL officer, warned of the problem of viral contamination in the preparation of the hormones. While there was action arising from this warning, the Allars Inquiry reported that the product was not tested by NBSL. NBSL's next involvement with the hormones was not until 1979 when NBSL contacted CSL about labelling of the product. In 1984 NBSL again became involved over the proposed supply of hGH processed in New Zealand and the need to improve manufacturing and quality control standards for hPG and hGH.

7.79 The Allars Inquiry found that the reason for failure by NBSL to test hormones for standard compliance was: an absence of an official standard; difficulty in developing a standard until the radioimmunoassay technique had been further developed; and poor communication and coordination within NBSL.[87]

7.80 The Allars Inquiry found that there was a lack of initiative on the part of NBSL to develop an official standard, although the HPAC saw the need for this and undertook a project in the 1970s and 1980s to isolate highly purified hormones for the purpose of developing a radioimmunoassay.[88] Further: 

The Director-General of Health had a discretion in making arrangements for the testing of pharmaceutical benefits. In the case of the pituitary hormones, prior to the listing of the product, the Assistant Director-General made a particular request for involvement by the NBSL. This is another indication of how the pituitary hormone product was dealt with in a manner inconsistent with the normal course of listing and testing of a pharmaceutical benefit. NBSL failed to respond to advice. The Director-General failed to insist that the advice be provided prior to making the recommendations to the Minister that the hormones be listed.[89]

7.81 The Allars Inquiry also reported that NBSL was involved in evaluation of commercial hGH in 1978 and 1981. Advice on the product from NBSL drew attention to hepatitis and slow viruses and raised the issue of a warning upon the labelling. The product was not approved for marketing in Australia. 90

7.82 In evidence, Dr Howes stated, in relation to NBSL's role: 

In my submission I told how the viral products section of NBSL was often prevented from exercising its statutory responsibilities. I want to add to my submission a postscript about a statement to a Senate committee in 1994 made by Dr Geoffrey Vaughan, then head of TGA. It appears to confirm my story. I quote:

The relationship with the then National Biological Standards Laboratory was such that the government elected not to regulate CSL through the National Biological Standards Laboratory. Regulation of CSL and blood products did not take place until the enforcement of the Therapeutic Goods Act of 1989, which came into activity in February 1991. 

I think that is highly relevant.[91]

7.83 In his submission, Dr Howes also noted that: 

In 1966, Dr Lazarus, the Chairman of HPAC, was advised by Dr Raby of NBSL, in writing, that the Ferguson fractionation technique could not be relied upon to remove virus infectivity during the production of pituitary hormones. HPAC evidently rejected that advice, for CSL continued to make these hormones and HPAC permitted their clinical use; in the IVF program in particular.[92]

7.84 Dr Whitten also submitted, in relation to the Allars Inquiry comments on NBSL's failure to develop a standard, there were great difficulties with developing a standard and pointed out that the US Food and Drug Administration `did not produce standards but relied on collaboration with industrial firms such as Ely Lille to produce the US and the WHO Standards'.[93] 

Pharmaceutical Benefit Advisory Committee and listing of hPG and hGH

7.89 The Allars Inquiry concluded: 

(a) on the listing

...the history of the listing of the hormones is one of circumvention of the PBAC and direct dealings between HPAC and the Director-General of Health and the Minister. These decision-makers determined the details of the scheme.[98]

(b) on testing by NBSL:

PBAC proceeded to list the hormones without having followed the policy which applied to ensure appropriate exercise by the Director-General of his discretion under the National Health Act, namely to list as pharmaceutical benefits only those products which had been tested by NBSL.[99]

(c) on the Guidelines

The distribution of the hormones under s.100 of the National Health Act appears to have been regarded by PBAC as a vehicle for delegating to the expert committees [of HPAC] its normal function of setting restriction for use of these pharmaceutical benefits. However, no formal delegation of the powers of HPAC were made. HPAC did not get PBAC's approval of the initial Guidelines...for approving patients for treatment with hGH or hPG.[100]

(d) on the use of s.100 

...it was sought to create a role for the expert committees which would be responsible for approving patients for treatment.[101]

Further 

It was an improper purpose and the Minister's decision to list the hormones was an abuse of the power under s. 100.[102]

(e) on the role of government decision-makers 

The government decision-makers who established the scheme of regulation by expert committee must also take responsibility for having placed these medical practitioners and scientists [members of HPAC and its Subcommittees] in a position where they had such a responsibility, and where the normal mechanisms for testing and review by NBSL and other Departmental bodies, in the light of scientific knowledge, had been circumvented.[103]

7.90 In relation to the Allars recommendation that s.100 be repealed and replaced with a different provision, the Committee has noted in Chapter 3 that the recommendation is still under consideration as part of a review being undertaken by the Attorney-General's Department. 

Australian Drug Evaluation Committee (ADEC)

7.91 ADEC was established in 1963 with an advisory role in relation to the safety of drugs. From 1970 imported drugs had to be considered by ADEC. However, the Allars Inquiry found that ADEC could have played a role as the hormones were pharmaceutical benefits and PBAC could have requested that ADEC play a role.[104] The Inquiry also found that the potential for effective regulation was undermined because of the leading role played by members of HPAC and its Subcommittees. For example, when ADEC needed advice as to the safety of imported hGH it sought advice from the Chairman of HPAC, Professor Lazarus, and when it considered biosynthetic growth hormone, it sought advice from the Endocrinology Subcommittee of ADEC, which was made up of members of HPAC.[105] 

Adverse Drug Reactions Advisory Committee (ADRAC)

7.92 From 1970 ADRAC undertook post-marketing surveillance of the safety of medicinal drugs. Unless it received an adverse drug report, ADRAC has no power to investigate. The Allars Inquiry reports that no report was ever made to ADRAC by HPAC or any health professional about adverse reactions to hPG or hGH.[106] 

 National Health and Medical Research Council (NHMRC)

7.94 Allars reported that there is no general legislation in Australia regulating research conducted on human subjects. There is however general regulation through the funding of projects meeting requirements of the NHMRC as assessed by institutional ethics committees and the scheme for general marketing approval for new drugs.[108]

7.95 The NHMRC funds research projects and requires grantees to comply with its Statement on Human Experimentation and Supplementary Notes as a condition of grants. The monitoring of compliance of research projects with the Statement and Supplements is undertaken by institutional ethics committees which have been established in hospitals and other research institutions.

7.96 The NHMRC released its first statement on Human Experimentation in 1966. The Statement was developed as a result of concerns that experimentation such as that revealed in the Nuremberg trial should not re-occur and concerns about the increasing incidence of medical negligence litigation in the USA. Allars found that the Statement did not make a distinction between therapeutic research in a clinical setting and non-therapeutic research conducted upon `normal' subjects. The Statement was presented for guidance only. Allars noted that the Statement was not referred to in any minutes of HPAC meetings.[109]

7.97 The 1966 Statement was amended in 1973 in relation to consent; in 1976 to require all applicants for NHMRC grants involving human experimentation to have their applications submitted to institutional ethics committees for approval; and, in 1982 substantial amendments were made including in relation to the maintenance of records and consent involving children, the mentally ill and those in dependant relationships.[110]

7.98 The Allars Inquiry found that there was need for a definition of what constitutes experimental medical treatment and it noted: 

It is a dangerous situation if no attempt is made to draw the lines between ordinary exercise of clinical judgment, research, experiment and clinical trial, even if those lines be blurred lines. The absence of lines is most dangerous when new advances in medicine are being explored through new procedures, a particular problem in the field of reproductive technology, as is illustrated by the treatment regimes operating under the AHPHP and the Egg Project.[111]

7.99 As a result, Allars recommended that the NHMRC review the Statement on Human Experimentation and issue a Supplementary Note on Reproductive Technology Procedures. Allars also recommended that the NHMRC review the General guidelines for medical practitioners on providing information to patients and revise the Code of Practice for Transplantation of Cadaveric Organs and Tissues. The implementation of these recommendations is discussed in Chapter 3. 

HPAC and its Subcommittees

7.100 The Allars Inquiry investigation of the HPAC and its Subcommittees exposed a number of matters of concern. These concerns and others raised in submissions are highlighted below.

7.101 `Research allocations': Supply was approved for a number of research projects some of which involved the clinical use of hGH and hPG in breach of Guidelines for approved patients, for example the `Egg Project' and women suffering from infertility due to reasons other than anovulation. HPAC also did not insist upon submission of a research protocol in relation to some projects. Further, HPAC generally did not seek to reassure itself that the consent of the subjects of the research had been obtained in accordance with the NHMRC Statement on Human Experimentation which was in place from 1966. 

7.102 Ethical considerations: The FSH Subcommittee failed to have sufficient regard to ethical considerations in regard to a number of matters including: the approval of the use of out of date hPG for ovarian stimulation tests in spite of CSL's disclaimer of responsibility; failure to sanction adequately practitioners who failed to forward treatment sheets, failed to return hormone when their participation in the program was suspended or treated patients without approval; and its consideration of the problem of hyperstimulation.

7.103 Conflict of interest: The Committee notes that some members of the FSH Subcommittee were also treating practitioners and in 1973, the FSH Subcommittee resolved that out of date hPG be issued to members of the Subcommittee for patient use.[112] Further, the CJD Support Group Network noted `the conflict of interest in having a Subcommittee consisting largely of treating doctors was never acknowledged or addressed'.[113]

7.104 Knowledge of CJD: As described above, HPAC failed to respond appropriately to the knowledge of the risk of CJD. Members of HPAC and its Subcommittees failed to recognise the limits of their expertise in relation to unconventional slow viruses. However, the Allars Inquiry concluded that some of the blame for this must also be shared by government decision-makers who established the regulation of the scheme by expert committee.[114]

7.105 Exclusion criteria: As already noted, the Allars Inquiry found that HPAC's response was reactive and it failed to keep abreast of developments of scientific knowledge. The Committee also notes that it appears that even some members of the Subcommittees did not know that there were restrictions on the collection of glands. (See paragraph 2.23)

7.106 Regulatory role: Allars stated that although the expertise of the medical practitioners who comprised HPAC and its Subcommittees made them eminently qualified to provide advice on clinical and research issues, their expertise disqualified them from serving in the role of regulator. Allars found, for example, that HPAC failed in its regulatory role as it did not act to stop the unregulated production of hormone by Dr Brown in Melbourne. Further, the Inquiry found that in establishing HPAC and its Subcommittees, the Minister, on the advice of the Director-General of Health, `placed in the hands of those who ought to have been the subject of regulation the very power of regulation itself'.[115] Power to regulate quality control was conferred on the Fractionation Subcommittee, in effect assuming the role which normally ought to have been performed by NBSL. The Chairman was Dr Ferguson, whose process was used to extract hormones, and members included Dr Brown and representatives of CSL. Thus `CSL's representative participated equally in the decision-making of the Subcommittee which was CSL's regulator'.[116] 

Committee comment

7.107 The Committee considers that the Allars Inquiry raises serious concerns about the role of government agencies in the establishment, control and accountability of the AHPHP. Recipients have also pointed to the lack of proper control over aspects of the AHPHP: 

Reading the Allars report is a chilling experience if you are an Australian who thinks we have a really good health system with lots of checks and balances, that people cannot do things that are unsafe, that all clinical trials are regulated and that the left hand does know what the right hand is doing. Reading Allars is just horrific. It was really Dracula in charge of the blood bank after 1976. Four people who were intimately involved with the program are actually controlling the program. The regulation of product is being conducted by somebody who works for the organisation who is controlling the product and who invented the process. There were no checks and balances. There was no independent review. There was no scope of expertise. It was a very narrow, a very self-interested group, who were running the Australian human pituitary hormone program.[117]

7.108 The Committee considers that there is evidence to suggest that treatment under the AHPHP was of a more experimental nature than has previously been suggested. In this regard, the Committee notes that: HPAC made a number of research allocations of hormones to projects outside the Guidelines;[118] HPAC also allocated to its members out of date hormone for therapeutic use on patients and for stimulation tests;[119] hormone was used in patients who were not approved under the program;[120] did not insist on the return of unused hormone;[121] HPAC failed to insist upon submission of a research protocol in relation to some projects; HPAC generally did not seek to reassure itself that the consent of the subjects of the research had been gained;[122] and anecdotal evidence of witnesses concerning the information provided to them, the method by which the treatment was undertaken, especially in the case of hGH where recipients described the methods of assessment used during their treatment.[123]

7.109 Comments by Allars regarding the role and operation of HPAC and its Subcommittees have been noted in paragraphs 2.82-83. In addition to those comments, the Committee notes the following matters arising from the Committee's examination of the minutes of HPAC and its Subcommittee. The HGH Subcommittee minutes contain detailed discussion of difficult cases and cases under review and the recommendations arising from those discussions. The FSH Subcommittee minutes do not record discussions of problems to the same extent. Further, the HGH Subcommittee invited observers to its meetings in order to foster understanding of the Subcommittee and its methods of working.[124] The FSH Subcommittee did not undertake this practice. The Committee also notes that the HGH Subcommittee met quarterly, while the FSH Subcommittee met twice a year to 1979 and only annually from 1980 with its last meeting before the cessation of the program being in December 1983. There also appears to have been a lack of a consistent approach to issues between the Subcommittees, for example, the FSH Subcommittee approved the use of out of date hormone by its members while the HGH Subcommittee did not.[125]

7.110 Further, the Committee considers that the Department's comments about the decision-making process in relation to the AHPHP and the matters addressed by the Allars Inquiry concerning the role of government agencies and accountability issues raise doubts as to whether the Department understands its responsibilities in this area. The Committee notes that in her opening statement on 13 August 1997, Professor Whitworth, Chief Medical Officer, stated: 
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                 34 BSE link with cannibals in Papua to be investigated

                 By Richard Savill in Goroka, Papua New Guinea 

ONE of Britain's leading experts on BSE and its human equivalent, CJD,plans to fly to Papua New Guinea soon to investigate possible links with a disease which has its roots in cannibalism.

                 More than 2,500 villagers in the Okapa region of the New Guinea

                 Highlands have died from the debilitating brain disease, kuru, which has

                 similar symptoms to those associated with mad cow disease.

                 Cannibalism was banned in the South Pacific nation during the Fifties

                 but a few people continue to fall victim to the disease which has a

                 remarkably long incubation period. Experts have linked kuru to the

                 former custom of eating relatives during funeral rites.

                 Michael Alpers, the director of the Papua New Guinea Institute of

                 Medical Research, who has been examining kuru since 1961 and has

                 lived among the mountain villagers, said the disease was very similar in

                 "superficial appearance" to BSE.

                 "Kuru is a most unpleasant, slow death," he said at his office in the

                 Highlands town of Goroka. "It attacks the central nervous system. The

                 patients stand with their feet wide apart. If they bring them together they

                 fall over. They walk in a staggering way, almost drunkenly."

                 According to Dr Alpers, a leading British researcher into BSE, Prof

                 John Collinge, of St Mary's Hospital, Paddington, is due to visit Papua

                 New Guinea in the next month or two. "He is interested in the disease

                 and the idea is that he will meet a patient in one of the villages," Dr

                 Alpers added. "He wants to further his knowledge of kuru for his own

                 research.

                 "The agents of kuru, BSE, CJD and scrapie in sheep are essentially the

                 same. Kuru is clearly relevant to anything one would want to know

                 about BSE and CJD. If it were not for kuru we may not know that CJD

                 was transmissible. We might be totally puzzled by any possible link

                 between BSE and CJD. We have to be very cautious about making

                 connections but, historically, kuru is critical to understanding the whole

                 field."

                 The custom of mortuary feasting, in which families would eat relatives

                 who died, ended more than 40 years ago, according to Dr Alpers.

                 "Everyone would gather around the body which would be laid out in

                 state. Everyone would mourn and then the body would be cut up and

the dead cooked in an earth oven. It was a mark of respect for death.

                 "Portions of the body would then be given to the large number of

                 relatives. The women and children would eat the brain and other

                 internal organs. The men had some taboos against eating human flesh.

                 When they did partake they ate meat and muscle."

                 Dr Alpers said that no one born after 1959 had contracted the disease

                 and most of the victims were women. "What we are seeing now is the

                 end result of a very long incubation period," he said.

35. Product Liability Tobacco Industry

Knowledge of basic product liability concepts is crucial in order to understand the complex

issues involving tobacco litigation. 

A consumer who sustains personal injuries due to the use of a defective

product is allowed to seek compensation through the judicial system.

Remedies available to an injured consumer fall under the following areas:

  1.Warranties 

  2.Common law of torts 

        Negligence theory 

        Strict liability

  3.Federal and state statutory provisions 

Warranties:

Under Article 2 of the Uniform Commercial Code, a suit for breach of warranty may be filed

provided that five crucial elements are established. 

  1.Existence of warranty 

  2.Condition of goods was different from that outlined in the warranty 

  3.Injury was the result of deviation (breach of warranty) 

  4.Amount of damage can be established 

  5.Facts associating sustained damages to breach of warranty are sufficient enough to

    overcome defense 

Key point: Statute of limitations on breach of warranty claims extends four years from

delivery of product. 

          In Cipollone vs.Liggett Group Inc.., the plaintiff accused the cigarette

manufacturer of breach of express warranty. Several advertisements for specific brands of

cigarettes were presented as evidence indicating that Liggett Group Inc. made explicit health

claims, one of which stating "you can't buy a better cigarette" (Daynard, 54). 

The difficulty in filing a breach of warranty claim against a tobacco manufacturer is that the

statute of limitations often expires long before the consumer is even aware of the injury. 

Common Law of Torts:

An injured plaintiff may base a product liability claim on either negligence or strict liability

theories. Although one may seek damages for intentional tort, this is not a remedy often used

in product liability cases. 

    Negligence: Injured consumer must prove that, in the design or manufacture of the

    product, the conduct of the manufacturer was unreasonable. Damages awarded in

    product liability claims are for injuries sustained as the result of design of the product. 

    Strict Liability: Under the Restatement (Second) of Torts, section 402A (1965), a

    manufacturer may be strictly liable if it sells any product in a defective condition

    unreasonably dangerous to the user or consumer or to his property and is subject to

    liability for physical harm thereby caused to the ultimate user or consumer, or to his

    property, if a) the seller is engages in the business of selling such a product, and b) it is

    expected to and does reach the user or consumer without substantial change in the

    condition in which it is sold.

As applied in product liability cases, the strength of strict liability tort theory lies in proving: 

  1.the existence of a defect 

  2.the product is "unreasonably dangerous". 

Defect defined:

  1.A product may be found defective if it fails to perform as safely as an ordinary consumer

    would expect. 

  2.A product may be defective if the risk of danger inherent in the challenged design

    outweighs the benefits of the design. ("Strict Products Liability") 

In product liability suits, defects may be the result of manufacturing, design, or may be the

result of the manufacturer's failure to warn the consumer of the dangers inherent in the

product. According to David Ellington (1985), there is considerable question as to whether

failure to warn defects should fall under strict liability. He states, "In both the design and

manufacturing defect cases, the manufacturer's knowledge of a defect is irrelevant because

strict tort liability focuses on the condition of the product, not the manufacturer's conduct.

This is not true in the failure to warn cases". However, he claims that public policy supports

the application of strict tort theory primarily because "the manufacturer is in a better position

to spread the costs of injuries due to its products". 

          Plaintiffs have experienced considerable difficulties in proving that cigarette

manufacturers failed to warn them of the dangers of tobacco usage. The defense often fights

failure to warn cases with arguments focusing on the consumer's assumption of risk and

contributory negligence. 

See also Medicaid Third-Party Liability Act 

"Unreasonably dangerous" defined:

The Restatement of Torts defines an unreasonably dangerous product as one that is dangerous

beyond the expectations of the ordinary consumer. 

Federal and State Provisions: 

Legislative measures, such as the Consumer Product Safety Act, help to protect consumers

from potentially dangerous products. 

FAILURE TO WARN 

 "A cigarette manufacturer has a duty to warn about the health hazards

of smoking when it knew or should have known that cigarettes were

hazardous or potentially hazardous" (Daynard, 50). 

The passage of the Cigarette Labeling and Advertising Act required cigarette manufacturers

to warn consumers of the risks associated with the use of their product. Although it was an

attempt to inform consumers of the dangers of tobacco usage, it also served to protect the

tobacco industry against liability. Indeed, the federal labeling requirements have seemed to

strengthen the tobacco industry's position against tort claims. In case after case, the defense

argued that because consumers had been notified of the dangers of tobacco usage they

assumed the risk associated with its use. 

However, the existence of manufacturers' warnings does not preclude application of product

liability principles. If the warning can be proven inadequate, the courts may find failure to

warn constitutes a substantial claim under tort law. In order to avoid litigation under failure

to warn, a manufacturer's warning must be "clear and understandable, calculated to tell the

user the full extent of the danger, prominent, comprehensive, intense enough to communicate

the nature of the risk, and not watered down." (Daynard, 1988). 

          As of 1996, the Surgeon General's Warning obtained from a single pack of

cigarettes reads: "Surgeon General's Warning: Quitting Smoking Now Greatly

Reduces Serious Risks to Your Health." The Surgeon General's Warning as it appears

on a can of smokeless tobacco states "Warning: this product is not a safe alternative to

cigarettes." 

Prior to 1985, the warnings on tobacco packages were general and lacked identification of

specific tobacco related diseases. In October 1985, federal law required manufacturers to

include in the warning a statement indicating consumers may develop heart disease, lung

cancer, or emphysema as a result of the use of the tobacco product. Failure to warn may be a

viable claim because consumers are warned only of the possibility of developing these

specific diseases. However, it is apparent from the most current warning that consumers are,

in fact, not warned of the significant dangers of smoking. In addition, consumers are not

warned of the possibility, or probability, of addiction. See: The Brown and Williamson

Documents 

DESIGN DEFECT 

As introduced earlier in this report, many states are attempting to recover substantial amounts

of money for treatment they provide to Medicaid and Medicare patients suffering from

tobacco related illnesses. Six states, including Mississippi and Massachusetts, have initiated

lawsuits against the tobacco industry, and the state of Florida has successfully enacted

legislation that will aid in recovering costs incurred in treating Medicaid patients. 

Under the Medicaid Third-Party Liability Act, Florida is allowed to file claims against any

product manufacturer to collect reimbursement for treating product-related injuries. It is

important to note that the Third-Party Act pertains only to claims made by the state, not those

made by private individuals. In addition, the state must be seeking reimbursement for only

those expenses incurred as a result of treating Medicaid patients. From: Harvard Law

Review. Vol. 108, Dec. 1994, pp. 525-530. 

According to an article published in the Harvard Law Review, the Medicaid Third-Party

Liability Act is based on three important provisions. 

    Abrogation of common law defenses

    The Third-Party Act specifically abrogates the key defense strategies of the tobacco

    industry, namely assumption of risk and comparative negligence. As a third-party, the

    State does not directly assume the negligence associated with an individual's decision to

    smoke. Harvard Law Review: "Individual smokers may have assumed the risks of

    smoking, or contributed to their illnesses through their own negligence, but the State

    assumed no such risk and was not negligent in the transaction between cigarette

    manufacturers and consumers" (528). The existence of a public health insurance system,

    such as Medicaid, preempts the State's ability to refuse to treat individuals diagnosed

    with smoking related illnesses. Therefore, the State involuntarily assumes the risks

    associated with smoking as a third-party (528). 

    Use of statistical evidence to prove causation and damages.

    This is a significant development in tort law as it applies to product liability. The State

    will not be required to identify individuals, but it must show that the injuries and

    diseases it was forced to treat occurred to the aggregate. Harvard Law Review: "In

    order to establish the existence and magnitude of the harm to its taxpayers, the State need

    not show, nor should it be required to show, that any particular Medicaid smoker was

    part of the aggregate excess mortality and disease attributable to smoking-related

    diseases" (528). The use of statistical evidence is relevant and will sufficiently establish

    the degree of harm suffered by the State.

    Imposition of market share liability.

    Individual lawsuits clearly identify which tobacco company is being held liable for

    damages. In contrast, the Third-Party Act requires damages be assigned based on each

    company's market share percentage of the entire damage amount. Harvard Law Review:

    "The critical damage is each manufacturer's aggregate contribution to the total damage

    done, not the identity of the particular smokers who were, from the State's perspective,

    merely the instruments with which cigarette manufacturers inflicted harm upon the State"

    (529).

From: Harvard Law Review. Vol. 108, Dec. 1994, pp. 525-530. 

Since the enactment of Florida's Medicaid Third-Party Liability Act, there have been many

unsuccessful attempts by the tobacco industry to overturn the law. Apparently, the industry

was aware not only of the immediate monetary cost, but also of the precedent that would pave

the way for many other states. According to a March 11 issue of Time, the industry would be

responsible for reimbursing Florida between $300 million and $800 million per year for

Medicaid expenses. Shortly after the Act was passed, the tobacco industry filed suit to repeal

it and began to engage in extensive lobbying. Governor Chiles vetoed the legislature's repeal

in 1995, and on March 13, 1996, the legislature was unsuccessful at overturning the

governor's veto. From: Gleick, Elizabeth. "Tobacco Blues." Time. March 11, 1996. 
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1. Victory for British Asbestos Plaintiffs

A historic precedent has been set by a ruling of a High Court judge who accepted the link

between environmental asbestos exposure decades ago and the occurrence of an

asbestos-related disease in former neighbors of an asbestos textile factory. Three months after

the trial ended Mr. Justice Holland handed down his judgment in two neighborhood exposure

cases against J.W.Roberts Ltd., a fully-owned subsidiary of T&N plc. On October 27, 1995

Mrs. June Hancock and Mrs. Evelyn Margereson, the plaintiffs whose separate cases were

heard in a joint trial before the Leeds High Court, were awarded damages of £65,000 and

£50,000 respectively. The mesothelioma from which Mrs. Hancock and the late Mr.

Margereson suffered was caused by exposure to asbestos over fifty years ago when they

played within the environs of the three-story factory in Canal Road, Armley. As part of a

group of neighborhood children both Mrs. Hancock and Mr. Margereson played in the

vicinity of the factory's Aviary Road loading bay, a site on which bales of raw asbestos fiber

and waste were often stored. One witness remembered playing hopscotch on the loading bay

in the 1940's: "we frequently drew the hopscotch grid out in the dust...We also roller skated

there... sometimes sacks were left out overnight. They were hessian sacks and they were full

of a sort of fluffy dust. We could jump on the sacks when they were left out... I remember

seeing grey blue coloured dust come out of them. If we jumped hard enough the sacks burst

open. After sitting or bouncing on the sacks I remember being covered in dust."

The fifty-one page ruling discussed the topography of the area, the nature of local

employment, domestic routines and living conditions, the history of J.W.Roberts Ltd., the

structure and links between the various unit companies and T&N plc and operational aspects

of the asbestos factory. Crude asbestos fiber was an essential raw ingredient in most of the

manufacturing processes at the plant. Asbestos fibers, extracted from some parts of the factory

by fans, were released into the atmosphere, dust escaped through open windows, doors and

ventilation devices, employees left the factory covered in dust and bales of asbestos,

temporarily stored on the loading bays, released fibers into the air. The judge was convinced

that asbestos contamination of the residential area around the factory was extensive: "there is

no doubt but that every process in varying degree gave off dust... there was at all material

times, a substantial emission of dust from factory premises."

Mr. Justice Holland found that the Defendants owed the children a duty of care; "there was

knowledge, sufficient to found reasonable foresight on the part of the Defendants, that

children were particularly vulnerable to personal injury arising out of inhalation of asbestos

dust...reasonably practicable steps were not taken to reduce or prevent inhalation of emitted

asbestos dust." The judge established that the date of knowledge should be set at 1933 and the

cases were decided on the basis of duty of care, breach of said duty and resulting personal

injury.

In his comprehensive judgment Justice Holland was highly critical of the behaviour of the

Defendants saying that: "the conduct of the defense..(reflects) a wish to contest these claims

by any means possible, legitimate or otherwise, so as to wear them (the plaintiffs) down by

attrition." The judge found that: "the Group had at all material times expertise in

contemporaneous terms with respect to asbestos and the known hazards arising therefrom

through the experience and knowledge of its Unit Companies." 

The ruling has wide-ranging implications for other Armley residents as well as for people

who lived in close proximity to other asbestos factories, such as those belonging to T&N in

Clydebank, Scotland and to Cape Asbestos in East London and Hillingdon. Adrian Budgen,

June Hancock's solicitor, has confirmed that he represents other Armley residents whose

cases against J.W. Roberts Ltd. are now likely to proceed. John Pickering, the solicitor for

Mrs. Margereson, is also acting for other local residents with claims against J.W.Roberts. It

is estimated that between them the two law firms will be bringing suits on behalf of thirty to

forty plaintiffs from this locale. The existence of mesothelioma clusters in other parts of the

country suggests that it is likely lawsuits will be brought for environmental asbestos exposure

in other places where asbestos was heavily used such as Glasgow and Portsmouth.

News of the verdict caused a 12p fall in T&N's share price, a reduction which sliced $110

million off the company's market value. Speaking about the judgment, a market analyst said:

"it opens up a whole can of worms. T&N's liabilities become impossible to estimate and the

shares become a complete gamble." A T&N press statement announced that an appeal was

being considered; the company reiterated its assertion that it couldn't have known "so many

years ago of the risks to individuals such as these plaintiffs."

2. France: A Call to Arms

France, the biggest consumer of asbestos in Western Europe and the fifth world-wide, has

been notoriously slow in taking action to protect its citizens from the dangers of asbestos

exposure. Asbestos bans and the adoption of strict abatement programs in neighboring

countries have been ignored by the French government which has been accused of adopting an

"ostrich asbestos policy." After mounting pressure from anti-asbestos groups and media

attention, in September, 1995 Dr Elizabeth Hubert, the new Minister of Health and Health

Insurance, announced government plans for a national survey of public buildings containing

asbestos; the Minister promised that repairs would be undertaken immediately in the most

urgent cases and within four years in all others. Denouncing the government and medical

establishment for having failed to warn the public of the dangers of asbestos, she said: "We

are discovering a problem that is not recent, that requires measures that should have been

taken...and which obviously has been underestimated...." 

According to an article in the British Medical Journal, nobody knows how many buildings in

France contain asbestos. One informed guess puts the figure at between 6,000-12,000 for

residential buildings alone. An initial list of 150 buildings has been compiled by

anti-asbestos campaigners and submitted to the Minister for consideration. These buildings

include: "two Paris universities, high-rise buildings in the modern Parisian suburb of La

Defense, commercial malls, sports centres, churches and hospitals, and the Ministry of Youth

and Sports." The total bill for decontaminating all asbestos-containing buildings in France

could be more than $6 billion. Included in this figure is a sum of $39 million for

decontamination work on Jussieu University, the biggest French building sprayed with

asbestos and the headquarters of the Jussieu Anti-Asbestos Committee (Comite Anti-Amiante

de Jussieu/CAAJ). As of September, 1995, sixteen cases of asbestos-related disease have

been recorded among personnel from this institution. 

The CAAJ is one of the four associations spear-heading the French anti-asbestos movement;

the others are ALERT (l'Association pour l'Etude des Risques du Travail), FNATH (National

Federation for Work Injured and Handicapped) and the League against Cancer. One of the

objectives of the coalition is a "complete and definitive ban of asbestos in our country." A

statement by Patrick Hermann, the French co-ordinator for the Ban Asbestos Network, defines

the ultimate goal as being a "ban in all the world." In a document entitled: Economic Interests

versus Public Health Policy the CAAJ alleged that the prime reason for the inactivity of the

French government has been economic. According to this document the asbestos industry,

acting through a Paris-based pressure group, has exploited the government's over-riding

financial concerns to forestall steps which could have proved costly to the industry. The CPA

(Comite Permanent Amiante), funded by the asbestos industry since 1982 to lobby for the

"controlled use of asbestos," is coordinated by a public relations firm.

French researchers have forecast the occurrence of 3,000 asbestos-related deaths annually

over the next thirty years. As in the British findings announced by Dr. Julian Peto last March,

it is believed that the majority of French victims will have suffered sporadic occupational

exposure as construction workers, plumbers, electricians, etc. The dangers from

discontinuous exposure have focused the French scientists' attention on the need to re-assess

the way in which air-borne asbestos levels are measured. They believe that traditional

estimation of risks through linear extrapolation grossly underestimates the hazards of

contamination caused by sprayed asbestos. One alternative, which emphasizes short and

sporadic exposures, would be to analyze the "probability of peaks of pollution either due to a

high level of human activity, or to minor works of maintenance." The later approach requires

a thorough inspection of premises; low level asbestos pollution may be found initially where

a more thorough search will reveal areas generating high peaks of dust. "Damaged asbestos

sprayed areas which are within hand reach in some staircases of the Maison Des Sciences de

l'Homme in Paris" show that statistical measurements can be rendered meaningless as an

indicator of actual risk. 

3. Dust Sampling and Control

Government-sponsored research into dust sampling methods and findings of inadequate

performance of respiratory equipment have serious implications for British workers in

occupations designated as being at high risk of exposure to asbestos. A pilot project, using a

new method for passive dust sampling, was announced by the Health & Safety Executive

(HSE) in September. Researchers aim to quantify the asbestos exposures of building and

maintenance workers by using an easy to wear and cheap to produce badge which collects a

continuous one-week dust sample. Although these sensors will help produce a picture of

occupational exposure levels, they will not protect workers from short-term exposure.

Nevertheless, used as an early warning system the samplers will provide information on

current asbestos risks so that avoidance action can be taken.

Last June a worker removing sprayed limpet asbestos from the ceiling of the former Dewar

Bottling Plant in Perth, Scotland was concerned by the presence of a white residue on the

inside of the exhalation valve of the Sabre Phantom Positive Pressure Respirator he was

using. HSE officials were notified and a number of masks were submitted to staff at the

Institute of Occupational Medicine in Edinburgh for examination. Inspectors found that the

design of the valve housing could allow debris, which appeared to be an amphibole asbestos,

to fall into the housing and penetrate the rubber valve. Tests conducted in the presence of

observers from the manufacturer, industry and the Perth contractors established that although:

"the device satisfied the standard tests indicating that its performance was acceptable to HSE

standards there was some doubt about its performance under conditions peculiar to the Perth

site. No one was prepared to guarantee its absolute safety under these conditions." 

Official HSE policy stipulates air management and wet suppression techniques to minimize

fiber release and powered air-purifying respirators and personal protective clothing to

protect asbestos removal workers. A reliance on respiratory protective equipment (RPE) as

the first line of defence is unacceptable. A spokesperson for Protector Sabre, the company

which manufactures the respirators, was critical of the stripping methods employed by the

asbestos removal contractor stating that the "combination of powered chisels ...and grit

blasting...generate unacceptably high dust levels..(and) high speed particles which can cause

damage to respirator filters." Arthur Mullin, head of ACAD (Asbestos Control Abatement

Division), agreed that stripping processes were the key to worker protection: "In conditions

where dry removal without air management is the process, wet misting of the work area helps

but RPE is liable to be overloaded and fail to provide adequate protection."

4.Literature

A feature article by Dr. Michael Huncharek appeared in the November issue of the European

Journal of Cancer. Entitled: Genetic Factors in the Aetiology of Malignant Mesothelioma, the

paper discusses the existing state of knowledge of the genetic basis of the disease and

implications for the development of molecular biological tools and carcinogen-specific

genetic markers. Based on the discovery of mesothelioma clusters among different family

groups, the existence of a "cancer-prone genotype susceptible to the toxic effects of asbestos"

is postulated. Dr. Huncharek concludes that some of the chromosomal abnormalities found in

patients with malignant mesothelioma are non-random.

Differences in Occupational Mortality from Pleural Cancer, Peritoneal Cancer and

Asbestosis by David Coggan et al appeared in a 1995 issue of Occupational And

Environmental Medicine. According to Coggan: "the exposure- response relations for

diseases related to asbestos are not all linear, and that risks of pleural mesothelioma may be

underestimated by simple extrapolation from observations in cohorts with heavy exposure."

Several letters to the Editor have been printed following the publication of: Is Lung Cancer

Associated with Asbestos Exposure When There are no Small Opacities on the Chest

Radiograph in the April 29, 1995 issue of The Lancet. Hans Weill, Eric Johnson, William

Weiss and Kevin Browne have criticized the design and procedures of the London research

project, the choice of referents and control groups, the ways in which asbestos exposure was

estimated and the methods used for radiographic assessment In the same issue of The Lancet

(July 29, 1995) Corbett McDonald refutes these allegations stating that "our results provide

sufficient evidence for rejecting or at least questioning the hypothesis that a cancer usually

resulting from an interaction between asbestos fibres and cigarette smoke occurs only in the

presence of small radiographic opacities."

Information for People with Mesothelioma and their Carers, compiled by Mavis Robinson, is

a much needed and very welcome work. The twenty-four page pamphlet provides clear

explanations of medical and biological terms, discusses procedures for obtaining

compensation from the Department of Social Security and former employers and lists useful

contact numbers. 

Published by the TUC Registering Asbestos in Public Buildings is an eleven page report

which advocates that owners of public buildings compile registers of all asbestos-containing

properties. The report points out: "the situation is worst in schools in England and Wales

where the state of school repairs, the devolution of management responsibilities and the

nature of employment...have combined to produce a new asbestos epidemic."

The Grim Reaper appeared in the November 4th edition of The Economist magazine. This

full-page article discusses the background to the recent High Court verdict in Leeds and its

implications for T&N plc, the defendant in this case, and the British insurance industry.

Evaluation and Reduction of Risk in Buildings with Asbestos Sprayed Materials and

Asbestos: Sprayed Buildings and A Cancer Epidemic are the English titles for two papers

written (in French) by Henri Pezerat, a renowned French toxicologist in 1995. The first calls

for the formulation of a European strategy to measure the risk of weak to moderate asbestos

exposure which has been found to be "responsible for pleural pathologies (mesotheliomas,

fibrosis) in non negligible numbers." The second includes a description of the three principle

asbestos-related diseases, compares British and French mesothelioma mortality rates and

forecasts, evaluates the risks to people living or working in asbestos-containing buildings and

suggests ways of reducing these hazards. Pezerat condemns the French government for its

inaction; he calls on the government to address these issues immediately and to adopt a

structured and detailed approach to the problems which are the legacy of largely uncontrolled

asbestos use in France. 

5. Asbestos Seminars & Meetings

September: On the first day of the Building Pathology Conference '95 delegates heard a talk

entitled: Legal and Health Implications of Empty Buildings. Introduced by Laurie

Kazan-Allen, three speakers described their organizations' experiences: Arthur Mullin spoke

for the contractors trade association TICA, Nigel Bryson, representing the GMB (General

Municipal and Boilermaker's Union) discussed the union's viewpoint and a solicitor, Graham

Ross, described an on-going case involving a fire in a disused factory which caused

extensive asbestos pollution in Liverpool last year.

October: A one-day asbestos seminar attended by union health and safety representatives,

members of local asbestos action groups, solicitors, asbestos victims and other interested

parties was held at the Liverpool office of the GMB. Jim Marshall, from London

headquarters, explained the union's efforts to combat the problems caused by asbestos and the

union's current asbestos awareness campaign. Frank Hyland discussed the role of the Health

and Safety Executive in enforcing asbestos regulations and codes of practice. Nancy Tait, the

founder of the first English asbestos charity, described problems faced by plaintiffs in

obtaining compensation from the government and employers while Laurie Kazan-Allen spoke

about the evolution of the state of asbestos awareness and the wider ramifications of the

international trade in asbestos.

On October 19 a lecture was given at the Llanelli town hall by Dr. Vernon Timbrell, formerly

of the MRC Pneumoconiosis Unit, which addressed the escalation of asbestos-related deaths

in Britain. The introduction to the subject included a discussion of the properties and

disease-causing abilities of asbestos as well as the history of asbestos mining. Dr. Timbrell

maintained that British attempts to control the hazards of asbestos exposure had been

hampered for more than thirty years by the use of a faulty system of dust monitoring which

ignored the role that smaller fibers play in the causation of disease.

November: A gathering in Hull to celebrate the posthumous honorary fellowship bestowed on

Dick Jackson, a stalwart anti-asbestos campaigner who died from mesothelioma in 1994,

heard speeches from Alan Dalton, trade union health & safety coordinator, James Wyatt,

solicitor, Joan Ness, daughter of Dick Jackson and now head of the Hull Asbestos Action

Group and others.

37. £125~000 for the couple who lost their son to CJD

Victim: Patrick'Baidwin

THE PARENTS of a man who died of Creutzfeldt Jakob Disease have won £125 000 from the Department of health in a landmark settlement.

In a ruling which could lead to similar claims, Noel and Janet Baldwin were awarded the money following the death of their son in 1992.

Patrick, 29, died from CJD the human form of mad cow disease - after being treated with contaminated human growth hormones as a teenager.

The award came after an inquest jury returned a verdict of medical misadventure in 1993. Up to 1,900 people who had growth treatment between 1959 and 1985 were said to be at risk of contracting CJD. Patrick, who joined the Navy at the age of 21, fell ill serving on HMS Cottesmore in 1991.

His father said yesterday: “
I can’t feel bitter all my life but it's hard to be too happy.

'If I could turn the clock back our son would never have had that treatment and would still be with us today. When you walk behind your son's coffin and know his death could have been avoided, that's when it hits you really badly.

'I cannot say I have got justice for him, because the only way to do 

that would be to bring him back to life.'

Mr Baldwin, of Gainsborough, Lincolnshire, added: 'If this prevents another tragedy it can only be a good thing. I'm certain new guidelines will be laid down to prevent anything like this happening again’.

A High Court judge ruled the Department of Health was negligent to continue using the treatment after concerns about It were raised in a 1977 medical journal. Synthetic hormones are now used instead of glands from dead bodies.

The Baldwins' solicitor, Mr David Body, said yesterday: ‘Other families could use this case as guidance for their own compensation action.' He confirmed the award was in the region of £125,000.

The Department of Health said: 'We are pleased to say that we have, at last, reached agreement about compensation terms.'
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 Trained New Guinean radiographers have taken over X-ray departments of hospitals at Rabaul, Wewak, Goroka and Kavieng and locally graduated pathology technicians have been posted to hospitals at Rabaul, Madang, Kundiawa and Kainantu.

Senior medical assistants who will be responsible for the development of local government council health activities have been provided at regional centres.

Medical Services Outside the Administration

Most of the mission organizations provide medical services. These comprise 76 hospitals, 140 aid-posts or medical centres, 110 welfare clinics, two hansenide colonies and one tuberculosis-hansenide hospital, which are staffed by 694 indigenous people and 225 others, including 10 medical practitioners.

The missions are assisted by the Administration through a system of grants-in-aid and by the supply of drugs, dressings and equipment. The grants-in-aid and monetary value of supplies totalled £102,268 for the year under review. The value of items issued from Government stores is no longer included in this total.

Three Administration hansenide colonies, two tuberculosis hospitals and one combined hansenide and tuberculosis hospital are staffed and administered by missions on behalf of the Administration. The expenditure on these institutions totalled £52,136, all of which was met by the Administration.

There are no private hospitals other than those conducted by missions, but eight medical practitioners. five dental surgeons, eleven pharmacists and an optician are in private practice.

In addition to the medical facilities prescribed by employment legislation, all plantations, irrespective of size, are encouraged to provide an efficient preventive and emergency medical service for their employees.

The Medical Ordinance 1952-1963 provides for the establishment of a Medical Board to register physicians, dentists, pharmacists and other medical personnel. Strict control is exercised to prevent practice by unauthorized  persons. The Medical Board consists of the Director of Public Health (Chairman), two qualified medical practitioners and two other persons with university qualifications in fields other than medicine, surgery or dentistry appointed by the Administrator. It also provides for the Board to establish a Nursing Council and to delegate to it all the Board's powers and functions in relation to the nursing profession. The Nursing Council consists of the Principal Matron of the Department of Public Health, as Chairman, and the following persons nominated by the Medical Board,-a legal officer of the Department of Law, two qualified medical practitioners (one of whom is a member of the Medical Board), and seven nurses or nurses (Territorial) registered in the Territory.

Co-operation with other Government

and International Organizations

There is extensive co-operation with territories in the region, and special arrangements have been made for consultation as necessary on health matters of common concern with the health authorities of West Iran. The Director of Public Health is a member of the Australian National Health and Medical Research Council and close liaison is maintained with Commonwealth and State health authorities, international medical research institutions, the South Pacific Commission and the World 

Health Organization. Regular reports of infectious diseases are sent to the two latter bodies. The Administration takes the usual measures for the control of epidemic diseases and carries out the normal international quarantine procedures.

The fourteenth meeting of the Western Pacific Regional Committee of the World Health Organization was held at Port Moresby in September 1963. The Prime Minister of Australia, the Right Honourable Sir Robert Menzies, K.T., C.H., Q.C., M.P., formally opened the meeting attendedbydelegates

from thirteen countries and observers representing various organizations. The Director of Public Health, Dr. R. F. R. Scragg, was elected Chairman of the Committee for a period of 12 months.

The eighth International Congress of Leprology in Brazil was attended by the Senior Specialist (Leprology) in September 1963.

In November 1963 the Assistant Director (Medical Research) attended a World Health Organization seminar on Immunization in Control of Communicable Diseases, held at Manila.

The Senior Specialist (MalarioIogy) was elected Chairman of an Inter-Territory Conference, on Malaria Eradication, held in September 1963 in Honiara in the British Solomon Islands Protectorate, and also visited Singapore under the sponsorship of the World Health Organization in January 1964.

A Suva-trained assistant health inspector was a participant at a World Health Organization seminar on Methods to Improve Nutritional Standards at Village Level held in Manila in January 1964.

A health education officer resumed duty after successfully completing a World Health Organization fellowship at the Institute of Education, London University. 

During April a senior sister returned from studying public health nursing at the University of Hawaii under a World Health Organization Fellowship.

A lecturer in obstetrics at the Papuan Medical College visited the Union of Soviet Socialist Republics to attend a World Health Organization Group Fellowship for Obstetricians and Gynaecologists.

A surgical specialist left for twelve months’ study on reconstructive surgery for Hansen's disease sufferers, at Velore University, India.

A Professor of Surgery at the Christian Medical College, Velore, India, visited the highland leprosy colonies in December to assess the need for reconstructive surgery in leprosy.

The Director of the Queensland Radium Institute visited highland centres where he examined children for the effect of sunlight in causing skin cancer.

In February a visiting American neurologist and neuropathologist joined the Maprik area Virological Research Unit.

four pairs of aluminium elbow crutches were manufactured. Thirty previously issued limbs and appliances were repaired or rebuilt. Various other appliances and instruments were manufactured and repaired.

Medical Research. The Papua and New Guinea Medical Research Advisory Committee, which was formed in October 1962 under the Chairmanship of Sir MacFarlane Burnet, O.M., F.R.S., Professor of Experimental Medicine at the University of Melbourne, consists of the Director of public Health and the Assistant Director (Medical Research) of the Territory, together with six leading Australian medical scientists.

The purpose of the Committee is to advise the Director of Public Health on matters relating to medical research, particular attention to the following:

a)
problems of morbidity and mortality occurring in childhood and maternity;

b)
virus diseases, particularly those associated with arbor viruses; 

c)
nutritional problems affecting the people of the Territory; 

d)
anthropological and sociological studies relating to health and ill-health; 

e)
medical research expenditure; 

f)
investigation of matters of scientific importance which, because of the Territory's genetic, ecological, and sociological circumstances, should be investigated with the assistance of the Department of Public Health; and

g)
investigation into the incidence and causes of kuru, a disease of comparatively recent origin among the Fore people of the Eastern Highlands District. (In this the committee will be assisted by a neurologist and two anthropologists working under long-term grants.) 

Projects continued during the year have included work

a)
Tinea imbricata. Further studies were undertaken on the control and treatment of this disease which has been found to be closely associated with malnutrition, and is very common in some lowland areas, where it involves the sufferer in social stigma and economic hardship. Its epidemiology is complex and the effects of treatment are often impermanent. Both these aspects of the disease are under study in the Territory and in Australia. 

b)
Malaria. One of the Territory’s malariologists is conducting a field trial of a new anti-malarial drug with the co-operation of the whole population of a small New Guinea island. As one dose appears to clear malaria parasites from the blood for long periods, the drug is potentially of great value to eradication campaigns and the work in this Territory is being carefully co-ordinated with studies in a number of other countries. 


ln the Sepik District, where malaria transmission is very intense, study continues of the demographic and medical changes produced by malaria control short of eradication. 

c)
Adjuvants in tetanus immunization. Following successful completion of a project to determine the maternal antibody titre which will protect newborn infants against neo-natal tetanus, studies have been undertaken to discover the simplest method of effectively immunizing pregnant women in the rural tropical areas. Further work is required but it has been demonstrated that two injections of aluminium phosphate adjuvant toxoid are best & primary maternal immunization against neo-natal tetanus at the present time. 

d)
Arbovirus studies. Assistance is provided to work being done by the Australian National University and the University of Maryland, United States of America. 

e)
Leprosy. The controlled field trial of the effect on leprosy of mass vaccination with B.C.G. serum begun at Karimui in the Eastern Highlands in 1962, continued. The trial is being undertaken by the specialist Leprologist in conjunction with the Epidemiologist of the Sydney School of Public Health and Tropical Medicine and is expected to last five years. 

f)
Enteritis necroticans. The epidemiology of this severe form of food poisoning is being studied. Its prevention may well depend upon the voluntary, modification of present unhygienic practices at the pig feasts of the highland tribes. 

g)
Kuru. The majority of patients with this disease are now under continuous clinical study, in their home villages, by a neurologist. Extensive highly specialized virological and other laboratory investigadons are continuing at the National Institute of Health, Washington. 

h) Goitre. A controlled field trial of intramuscular iodized oil injections in a highly goitrous population has shown that one injection largely prevents the development of new cases of goitre for a period of four or more years. This method of prevention has advantages including the certainty that everyone receives a dose of iodine suitable to his age and the condition of his thyroid gland. Workers from the University of 

i) Adelaide are studying the causes of goitre in the Territory. 

i)
Microbiological research. A field laboratory, staffed by a medical bacteriologist and a technician, to initiate and carry out research on microbiological problems peculiar to, and of importance in, the Territory has been established by the Commonwealth Serum Laboratories Commission of Australia at Wewak. 

39. What Is DES?

DES (diethylstilbestrol) is a synthetic estrogen drug that was given to

 millions of pregnant women primarily from 1938-1971. Use of DES

 during pregnancy was thought to prevent miscarriage and ensure a

 healthy pregnancy. DES did not work, and women who took DES and

 the children they carried are at risk for certain health problems and

 may need special care. Find out if you were exposed to DES and if you

 were, tell your doctor.

          Find Out If You Were Exposed to DES

 There may be no obvious signs of DES exposure. If you were born between

 1938 and 1971, ask your mother (or other relatives who might know her

 pregnancy history) if she took any medications during her pregnancy, or if

 she had any problems such as bleeding, miscarriage, premature birth, or

 diabetes. Find out if you or your mother can get her medical records to see if

 she took DES. For information on how to do so, contact DES Action at

 desact@well.com or 1-800-DES-9288. 

 If you took DES while you were pregnant, tell your children about their DES

 exposure. Even if these children have not had health problems, they need to

 know about DES so they can get the health care they may need now or in the

 future.

 Following are some names under which DES and other Nonsteroidal

 Estrogens have been sold in the United States (some of these drugs do not

 contain DES, but, like DES, are nonsteroidal estrogen drugs and may have

 similar effects):

                                      40  Stilboestrol 

                                       Stilboestrol DP 

 Health Risks and Care for DES Daughters

 Health Risks and Care for DES Sons

 Health Risks and Care for Women Who Took DES

                 Finding the Right Doctor

 It is important to see a doctor who knows how to care for DES-exposed

 individuals. You have a right to question your doctor and seek a second

 opinion. DES Action has a National Physician Referral List available free

 of charge. Simply contact DES Action at desact@well.com or

 1-800-DES-9288 

                  For More Information

 For more detailed information on infertility, pregnancy care, specific

 structural changes in reproductive organs, and other DES-related health

 issues, contact DES Action at desact@well.com or 1-800-DES-9288. You

 may also want to look at our publications and resources pages and become

 a member of DES Action so you can stay informed through The DES

 Action Voice. For a response to an inquiry or to receive information, please

 include your postal address in your e-mail request to us. 

     DES Action USA 

     Ph: 510.465.4011 | FAX: 510.465.4815 | E-Mail: desact@well.com

     1615 Broadway, Suite 510, Oakland, CA 94612

41 The Legalized Drug Massacre

According to the American Good and Drug Administration, one and a half million Americans had to

be hospitalised in 1978 as a consequence of taking medical drugs and a further 30% of all

hospitalised patients got further damage by the therapy imposed upon them. The number of people

killed in the USA by the intake of drugs (medical) has been estimated at some 140,000 each year.

There is every reason to believe that this figure is increasing. 

The situation is very similar in all industrialised countries whose citizens are 'protracted' by a Health

Insurance system that encourages the use of drugs and expensive therapies, and extracts, from the

gullible public, billions of dollars that flow directly into the coffers of the Chemo-medical syndicate.

So hardly a coincidence that during a 29 day physicians' strike in Israel the national death-rate was the

lowest ever. The Jerusalem Burial Society's statistics show a 50% drop on that occasion.

In Columbia after a 52 day strike by doctors in Bogata the National Catholic Reporter pointed out

that the death rate in Bogata went down by 35%.

An identical phenomenon has been reported in California and in Great Britain. And yet nothing seems

to shake the conviction of the brain-washed majority that Medical Science has never stood as high as

today. Not even when a host of medical authorities tell them otherwise. 

Here are just a few examples:

The USA, ORABILEX caused kidney damage and death MEL/29 caused cataracts.

METHAQUALONE caused severe physic disturbances leading to at least 366 deaths in 1971, mainly

through murder and suicide. Germany's THALIDOMIDE caused at least 10,000 malformed children.

STILBOESTROL caused cancer in young women. FLAMINIL (Switzerland) caused loss of

consciousness. The gigantic ICI Imperial Chemical Industries) of Great Britain has started paying

compensation to the victims (or survivors) of its cardiotonic ERALDIN. It caused severe damage to

eyes and digestive tracts.

The Swiss multinational Ciba-Geigy had to withdraw from the U.S market its PHENFORMIN which

had been palmed of on diabetics for 18 years. It is alleged to have caused 1,000 deaths annually.

Germany's list of lethal anti-diabetic drugs included DIPAR, SILUBIN RETARD and SINDATIL.

The Federal German Republic Health Authority gave its own manufacturers a whole years' time to

off-load these 'anti-diabetic' drugs.

The list goes on and on. If you can, get a hold of a copy of Hans Reusch's book on the great medical

fraud, entitled 'Naked Empress.' You will not take another drug on blind faith. The doctors have to

take the drug companies' word that it's safe.

Meanwhile, the massacre continues.

SONG OF MEDITATION

When the gate opens, cause and effect are one. This very place the Lotus Paradise, This very body

the buddha.

- HAKUIN

 Friday 27 June 1997

                 42.  `Too tall' to find boyfriends, so growth retardant used on girls

                   By GERARD RYLE

                   and GARY HUGHES

                   It was neither disease nor physical danger that prompted medical

                   science to go to the aid of tall girls, but concern over the problems they

                   faced finding boyfriends, buying clothes or becoming ballerinas.

                   By the time the research finished in the mid-1970s, 168 healthy

                   Victorian girls as young as 10 years had been treated with the sex

                   hormone stilboestrol to try to stunt their growth.

                   One 13-year-old girl, identified only as Case 8, was given the hormone

                   to improve her prospects of becoming a ballerina. She, along with an

                   initial 41 others, were given daily doses of stilboestrol for up to four

                   years to make their skeletons age faster and stop them growing.

                   The study was later extended to include a total of 168 girls, 40 of

                   whom were still receiving treatment in 1975, after stilboestrol had been

                   linked to vaginal cancer and other potential side effects.

                   When researchers from the Royal Children's Hospital and Melbourne

                   University later published the initial results of their project, they

                   explained they treated the girls so they would not be embarrassed about

                   their height.

                   ``Perhaps the most common concern of tall girls is that they feel

                   conspicuous, especially when they live in a small community,'' the

                   researchers wrote in the Australian Paediatric Journal in 1965.

                   ``Some girls feel so embarrassed with boys shorter than themselves

                   that they believe their choice of male companions, both in the

                   immediate future and as adults, will be seriously jeopardised.

                   ``They may have difficulty in buying clothes appropriate to their age,

                   and if clothes have to be tailor-made, extra expenses can be a problem.

                   ``Some careers, for example classical ballet, are closed to an unusually

                   tall girl.''

                   Case 8, who was expected to reach a natural height of about 172.1

                   centimetres (five feet foot eight inches), was included in the study

                   because ``good evidence was produced that her prospects as a

                   ballerina were outstanding, but her estimated mature stature would have

                   made this career impossible''. 

                   At the end of the treatment, the girl's mature height was 166.5

                   centimetres.

                   The girls, who either attended the Royal Children's Hospital or were

                   private patients of one of the researchers, Dr Norman Wettenhall, were

                   treated after consultation with their parents.

                   According to the researchers' initial results, published in 1965 after 16

                   girls had completed treatment, the daily doses of stilboestrol also

                   brought on puberty more quickly and ``disturbance of menstruation

                   occurred to some degree in each case''.

                   An attempt was made to restore regular menstruation by interrupting the

                   stilboestrol therapy, but when that failed the girls were given monthly

                   doses of another hormone, norethistrone. Other side effects of the

                   hormone study, partly funded by the National Health and Medical

                   Research Council, included darkening of skin pigmentation on some

                   parts of the girls' bodies, and weight gain.

                   The researchers concluded that the oestrogen stilboestrol was

                   ``effective in controlling the stature of potentially tall girls, but great

                   care is required in the assessment and management''.

                   But in April 1975, the results of a follow-up study of the original 42

                   girls and a further 126 girls given subsequent treatment, were published

                   in the American Journal of Pediatrics in which other side effects were

                   listed.

                   The study also said that two reports published in the New England

                   Medical Journal in 1971 had linked stilboestrol to vaginal cancer in girls

                   whose mothers had taken it in the first three months of pregnancy. The

                   link was confirmed in 1972.

                   At the time the follow-up study was published, in 1975, 40 girls were

                   still receiving stilboestrol.

                   The researchers said, however, that there was ``no evidence'' that

                   stilboestrol taken later in life had any effect in producing vaginal cancer.

                   The follow-up study said one of the treated girls had developed a mild

                   thrombosis and two developed ovarian cysts.

                   Another girl developed an ovarian cyst after treatment stopped, and a

                   fifth girl underwent surgery for a benign serous cystadenoma of the

                   ovary.

                   ``The relationship, if any, between stilboestrol therapy and the

                   development of ovarian cysts is not clear,'' the follow-up study said. 

                   ``It has not been possible to determine the incidence of ovarian cysts in

                   young women . . . but it would seem that the incidence in this series is

                   greater than would be expected.''

                   The researchers concluded that ``oestrogen can reduce significantly the

                   growth rate of almost all tall girls, but treatment must be carried out

                   under very careful supervision, bearing in mind possible side effects''.

      Thursday 17 July

      1997

                   43. Call for inquiry on anti-grow hormone

                   By GERARD RYLE and GARY HUGHES

                   Women who were treated with an artificial sex hormone as part of a

                   medical trial to stop them growing tall now want an independent inquiry

                   into the long-term side-effects.

                   More than half the women in a group formed to represent those who

                   took part in the trial have suffered from ovarian cysts - one of the

                   known side-effects of the hormone, diethylstilboestrol, or DES.

                   Other possible side-effects include infertility, cancer of the cervix and

                   breast cancer.

                   The trial on more than 160 tall Victorian girls between 1959 and the

                   mid-1970s was carried out by researchers from the Royal Children's

                   Hospital and Melbourne University.

                   The scientific director of the Royal Children's Hospital Research

                   Foundation, Associate Professor Graeme Barnes, said a follow-up

                   study on potential side-effects appeared justified.

                   "Any inquiry that was set up, I think you would find absolute

                   cooperation," he said.

                   Earlier this week Professor Barnes defended the trial, saying such

                   research had been due to "past contributions by public-spirited

                   individuals who volunteered".

                   But women involved in the hormone trial who have come forward since

                   The Age reported details last month said they were not told they were

                   taking part in a medical research project or warned of long-term

                   dangers.

                   Ms Janet Cregan-Wood, a spokeswoman for the group DES-Tall Girls,

                   said yesterday those involved in the trial now had the right to know of

                   any long-term medical side-effects.

                   Ms Cregan-Wood has suffered from a ruptured ovarian cyst, a series

                   of miscarriages and eating disorders since becoming involved in the

                   trial in 1965 at the age of 11.

                   Another member of the group, Ms Trish Gardner, 38, suffered a

                   thrombosis in her leg at the age of 14 after taking the drug for four

                   years.

                   She said an independent inquiry was required to trace all women who

                   may have taken part in the trial or other treatments with stilboestrol

                   carried out privately by doctors.

                   "We were never told this was an experiment. We were led to believe

                   this treatment was normal," Ms Gardner said.

                   "Girls were still being treated (with DES) after the dangers of it were

                   known, including that it could cause cancer."

                   The Melbourne trial has already been referred to a Federal Health

                   Department inquiry into post-war medical experiments established after

                   The Age revealed details of vaccine tests on orphans and state wards.

                   The Age has now learned that stilboestrol was used on the tall girls

                   after an earlier attempt to "cure" homosexuality in Melbourne men with

                   it.

                   Twenty-six men took part in the trial during the 1950s in an attempt to

                   "assist these patients to develop normal sexual drives". They were

                   given daily doses of stilboestrol for up to two years. Stilboestrol has

                   been linked to a number of potential side-effects in men, including

                   genital problems such as testicular cysts.

                   According to The Medical Journal of Australia, October 1959, the trial

                   concluded the hormone "controls, but does not cure the deviation of

                   aim or object of the sexual drive".

44.  Public Nuisance action against Dr Wooldridge and Defendants.

SOUTH AUSTRALIA                                        Form No. 3

MAGISTRATES COURT (CIVIL DIVISION)

MINOR CIVIL ACTION ‑ CLAIM
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Address:        Angas Street, Adelaide.

Telephone: (08) 8204 2444
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Registered Office, if Body Corporate:

Telephone No.:
Fax No.:
DX No.:

DEFENDANT/S ‑ If you have a defence or counterclaim, you must, within 21 days from receiving this claim, go to your nearest court and file a defence and/or counterclaim.

** TAKE THIS FORM WITH YOU**

If you do nothing, the plaintiff may get judgment against you.
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44.1  STATEMENT OF CLAIM.

BREACH OF DUTY OF CARE.

1. The Defendants have responsibility for the control and containment of transmissible infectious diseases in Australia. The scientific community has excellent knowledge of these diseases and the NHMRC have prepared guidelines.  Community standards that demand Government attention in a responsible and proactive manner.

2. The Defendants failed to inform the Plaintiff of infection control guidelines in respect to transmittable spongiform encephalopies when his wife, Margaret Bansemer was diagnosed as a Public patient in the Public Hospital, the Royal Adelaide Hospital with having what is regarded to be Creukesfeldt-Jakob Disease, an infectious transmissible fatal disease that may damage the health of future generations if not addressed in a responsible and appropriate manner. The Defendants breached their Duty of Care as a fundamental right to those Australians that they are empowered to protect. They are Public Servants and have a Duty  of Care to the Public.

PUBLIC NUISANCE.

3. The Defendants from the date of discharge of my wife, Margaret Bansemer have deliberately obstructed negotiations in respect to access to the Trust Fund, care requirements in relation to containing an infectious and transmissible disease,  have failed to answer some significant public health issues raised by the Plaintiff and have ensured the deterioration of the Plaintiff's health as a consequence of their actions. This will be clear to the Court on examination during Discovery of the large amount of correspondence in relation to the Department's delaying tactics. The Defendants actions in relation to the Plaintiff were discussed in the recent Senate enquiry into Creukesfeldt-Jakob Disease(CJD).

4. The Plaintiff has sought to discuss the matter with the Minister for Health and Family Services and this application has been unreasonably refused. The Plaintiff has a right to seek a personal interview with the Minister of Health and Family Services as the person responsible for this debacle.

Point of Law:

"Public Nuisance"

5.
A public nuisance is an unreasonable interference with a right common to the general public. Similar to private nuisance law, not all invasions of rights are actionable, just the unreasonable ones.  The Second Restatement of Torts suggests that courts identify unreasonable actions by considering whether conduct involves considerable interference with public health, safety, comfort or inconvenience, is illegal, or is of a continuing nature or has produced a long lasting effect on the public right that the actyor has reason to know will be significant.

5. The Defendants have deliberately and willfully obstructed the Plaintiff from being able to go about the task at hand in providing quality care for his wife, Margaret Bansemer. The Plaintiff will produce evidence that clearly the Defendants have been responsible in creating a public nuisance.

6. The Plaintiff will submit definitive evidence at the Directions Hearing of significant psychiatric stress and illness that has been a direct consequence of the willful conduct of the defendants in the creation of this public nuisance.

7. In any event both actions of Breach of Duty of Care and Public Nuisance have had the contributed equally to the ill health of the Plaintiff.

8. The Plaintiff claims nominal damages in the amount of $4900.00

Signed this 4th day of May, 1998.

……………………………………….

(Peter Carl Bansemer)

PLAINTIFF.

44.2   AUSTRALIAN GOVERNMENT CORRESPONDENCE

OLT98002945

6 February 1998

Michael Glen

Rennick Briggs

Lawyers

GPO Box 228E

MELBOURNE VIC 3001

Dear Mr Glenn

CREUTZFELDT‑JAK0B DISEASE ‑ CLAIM BY MARGARET BANSEMIER

1

I refer to our telephone conversation on 29 January 1998 and 3 February 1998 in relation to the above matter (your ref 960576) and to your facsimiles dated 8 and 20 January 1998 and 3 February 1998 and your letter dated 28 January 1998.

2.
Briefly your client, Mr Bansemer, is seeking reimbursement of various items he states are required for the care of his wife from the Human Pituitary Hormones Trust Account which is administered by the Commonwealth ('the Trust Account').

3.        As you know, the Management and Administration Guidelines to the Trust Account('the Guidelines') state that the purpose of the Trust Account is:'To provide funding for grants and other payments for:

‑ the provision of ongoing counselling and support services for people treated with human pituitary hormones and their families; and

‑ medical and other care costs in the event of a person contracting Creutzfeldt‑Jakob Disease (CJD) as a result of human pituitary hormones treatment in Australia.'

As‑stated in the Guidelines,

'Access to financial assistance from the medical and other care component of the Trust will depend upon the provision of documented medical evidence provided by a neurologist to support the claim that a person who received human pituitary derived hormones in Australia has been clinically diagnosed as suffering from CJD. The neurologist's report will be referred to an independent panel approved by the Department of Health and Family services for a second opinion and confirmation.'

4. 
It follows that the Trust Account is limited to those purposes and that, apart from the provision of funds from the Trust Account, the Commonwealth has no role in arranging for the ongoing care of Mrs Bansemer. In particular, the Commonwealth is not responsible for decisions concerning the care of Mrs Bansemer or the risks, if any, to which her carers may be exposed. The Commonwealth is happy to make available on request any information which may be useful in that regard. In the meantime, 1 enclose a copy of the National Health and Medical Research Council Publication "Creutzfeldt‑Jakob Disease and Other Human Transmissible Spongifonn Encephalopathies Guidelines on Patient Management and Infection Control".

5.
Except in exceptional circumstances funds can only be paid by way of reimbursement.Also, the Commonwealth can only reimburse items which legitimately fall within the Guidelines.

6.
I note that Mrs Bansemer's common law claim against CSI, Limited and the 

Commonwealth was settled in October last year in the sum of XXXXX An order 

approving the compromise of that claim was made by Master Wheeler of the Supreme 

Court of Victoria on 29 October 1997. 

Pursuant to that order, XXXXX was invested by the Senior Master for Mrs Bansemer and 

$16,640 was paid to your firm for legal costs. The settlement money included a component 

for future economic loss which would include out of pocket expenses. It follows that the above 

items, although not properly reimbursable from the Trust Account, would fall within the future 

economic loss component of the settlement and therefore could be paid from that money.

7.
Accordingly, the following items will be reimbursed to Mr Bansemer from the Trust Account:

•
the cost of Pop‑Ins Alabricare ('Pop‑Ins') providing a carer attendant for


Mrs Bansemer on 16 and 19 January at a cost of $19.30 per hour. 1 have been


provided with an invoice from Pop‑Ins Alabricare for the 16 January 1998 for


$173.70. An invoice for the care provided on 19 January 1998 is also required before


reimbursement can be authorised;

•
the cost of Pop‑Ins providing a carer attendant for Mrs Bansemer for 10 hours a day


from 8am ‑ 6pm Monday to Friday at a cost of $19.80 per hour. Invoices will be


required from Pop‑Ins prior to payment being authorised;

•
the cost of Pop‑Ins providing housekeeping services for 12 hours per week at a cost of


$18.00 per hour.


6 Februuy 1998
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44.3  EMOTIONAL TORTS.

II. Background

The tort of emotional distress underlies and supports the attendant legal principles of

AIDSphobia cases. As a result, an AIDSphobia claim, as with other phobia claims, is simply an

outgrowth of an emotional distress claim. Unlike a general emotional distress claim, however,

an AIDSphobia claim raises considerations unique to the disease itself.

This section provides the necessary background for understanding "phobia" litigation generally

and AIDSphobia litigation specifically. Highlighting one category of distress that results from

fear of developing a future disease, this section discusses the torts of intentional and negligent

infliction of emotional distress in this context. This section also briefly explores the

circumstances giving rise to cancerphobia litigation and its general acceptance among courts.

A. The Emotional Distress Torts

1. Elements of an Emotional Distress Claim

Tort law recognizes two types of emotional distress-based claims: intentional infliction of

emotional distress and negligent infliction of emotional distress. To establish a prima facie case

for intentional infliction of emotional distress, the plaintiff must prove: (1) the defendant's

conduct was "extreme and outrageous;" 20 (2) the defendant intended to cause severe emotional

distress to the plaintiff; 21 (3) the defendant's extreme and outrageous conduct caused the

plaintiff to suffer emotional distress; 22 and (4) the plaintiff's emotional distress was severe. 23

To establish a prima facie case for negligent infliction of emotional distress, the plaintiff must

prove the requisite elements of a standard negligence claim: (1) the defendant owed a duty to

the plaintiff; (2) the defendant breached this duty; (3) the defendant's breach of duty caused the

plaintiff harm; and (4) the plaintiff has suffered injury. 24 The nature of a negligent infliction of

emotional distress claim has presented plaintiffs with obstacles in proving a prima facie case.

For example, the issue of whether a plaintiff has alleged physical injury that was either caused

or accompanied by severe emotional distress continues to trouble many courts, as well as

plaintiffs. 25 

Additional policy considerations also make establishing a prima facie case of negligent

infliction of emotional distress more difficult. One such policy consideration concerns the

danger of fraudulent claims. 26 A further concern is that permitting such claims may open the

"floodgates" to significant amounts of litigation that many courts are ill-equipped to handle. 27 

2.Proving Emotional Distress Claims

The obstacles encountered in proving traditional emotional distress claims resemble those

encountered by plaintiffs instituting AIDSphobia cases. A historical overview of the proof

issues troubling courts that consider emotional distress claims, therefore, aids understanding

these same problems in phobia cases. Although acknowledging emotional harm merits

compensation equal to that awarded for physical harm, courts were initially hesitant to

recognize emotional distress as compensable injury, especially in negligence actions. 28 The

policy underlying this reluctance aims chiefly at preventing adjudication of fraudulent or

frivolous claims. 29 In order to assure the validity of alleged emotional injury, courts required

a demonstration of some physical injury either accompanying or resulting from the emotional

upset. 30 Courts in some jurisdictions modified this physical injury requirement by demanding

the plaintiff demonstrate physical impact to his or her person. 31 In a majority of jurisdictions

today, however, courts do not require a showing of physical impact if a plaintiff can establish

that he or she was within the zone of danger of a defendant's negligent act. 32 Conversely, in a

minority of jurisdictions, courts still require plaintiffs, even those within the zone of danger, to

manifest physical injury resulting from his or her emotional distress. 33 

Nevertheless, in most jurisdictions, even with these prerequisites to recovery, emotional

distress torts have evolved from strictly "parasitic" torts to independent causes of action. 34

For example, in the most "liberal" jurisdictions, courts recognize negligent infliction of

emotional distress as a completely independent cause of action. 35 Other courts take a more

"moderate" view, dictating that in order to recover damages for emotional distress

unaccompanied by physical injury, the plaintiff must show emotional injury to be both "serious

and reasonably foreseeable." 36 Generally speaking, serious emotional distress is described as

"both severe and debilitating." 37 In determining whether emotional injury was reasonably

foreseeable, courts will look to a variety of factors. 38 Finally, some courts remain skeptical of

negligent infliction of emotional distress as an independent tort and continue to require some

physical manifestation of distress. 39 

3. Recovery for Emotional Distress Due to the Fear of a Future Disease or

Condition

In response to increased judicial acceptance of independent emotional distress claims, many

plaintiffs continue to push the boundaries of emotional distress recovery. 40 This trend has

resulted in substantial awards for mental distress that are only remotely, if at all, related to

physical harm suffered. 41 Consequently, the expansion of recovery for emotional distress has

led to an attendant expansion in the types of emotional distress claims alleged.

A commonly litigated emotional distress claim arises from the anxiety allegedly suffered by a

person who harbors fear of contracting or succumbing to a future disease or other debilitating

condition. 42 In courts that recognize this type of emotional distress, the claim is generally

characterized as judicially-approved relief for the plaintiff's current emotional pain associated

with a possible future condition. 43 These courts hold that a plaintiff's fear of contracting a

future disease constitutes a proper element of damages, even when the alleged fear proves to be

mistaken. 44 

Claims based on fear of contracting cancer exemplify this type of emotional distress. The term

"cancerphobia" was first used in the 1958 case of Ferrara v. Galluchio. 45 Today, fear of

cancer has been litigated so frequently that many courts now recognize cancerphobia as a

specific and identifiable type of emotional distress. 46 In Ferrara, New York's highest state

court granted recovery to the plaintiff for her fear of developing cancer after exposure to

extreme amounts of radiation from unnecessary x-rays. 47 The court's reasons for allowing

recovery included the inherent authenticity of the claim and the common knowledge among lay

people that the wounds suffered by the plaintiff frequently resulted in cancer. 48 

Since Ferrara was decided, claims for cancerphobia have arisen most frequently in

diethylstilbestrol (DES), asbestosis and medical malpractice litigation. 49 In most jurisdictions,

plaintiffs have successfully brought claims based on a fear of contracting cancer. 50

Notwithstanding judicial fear of fraud in traditional emotional distress claims, many courts have

held that a plaintiff may recover for fear of contracting cancer without proving that a future

cancer will likely or probably result. 51 Instead, courts usually decide to award damages for a

plaintiff's cancerphobia based upon the "reasonableness" of the fear alleged. 52 Unfortunately,

the tests for determining "reasonable" fears vary tremendously among jurisdictions. 53 

Judicial acceptance of cancerphobia emotional distress claims has spawned a variety of

disease-related emotional distress claims, including claims on the fear of contracting AIDS.

While "AIDSphobia" is of recent import, courts approach such claims with an eye trained to

both general emotional distress and cancerphobia issues. Nevertheless, due to the unique nature

of AIDS, courts struggle to determine proper standards of proof. The next section of this

Comment seeks to survey the types of adjudicated AIDSphobia claims, as well as analyze the

conceptual concerns surrounding AIDSphobia cases.

Footnotes

20 See W. PAGE KEETON ET AL., PROSSER AND KEETON ON THE LAW OF TORTS §

12, at 60 (5th ed. 1984) (stating rule that emerged in which there is liability for "conduct

exceeding all bounds usually tolerated by decent society, of a nature which is especially

calculated to cause, and does cause, mental distress of a very serious kind"). In addition, the

extreme and outrageous character of the conduct "may arise not so much from what is done as

from abuse by the defendant of some relation or position which gives the defendant actual or

apparent power to damage the plaintiff's interests." Id. at 61; see, e.g., Boyle v. Wenck, 392

N.E.2d 1053 (Mass. 1979) (holding that defendant's conduct of making repeated, harassing

phone calls to plaintiff after being told that plaintiff recently returned from hospital as extreme

and outrageous conduct); Fletcher v. Western Nat'l Life Ins. Co., 10 Cal. App. 3d 376 (Ct. App.

1970) (holding insurance company's refusal to pay benefits owed to plaintiff in order to force

plaintiff to settle claim for less was outrageous conduct). But see Burgess v. Perdue, 721 P.2d

239, 243 (Kan. 1986) (holding that physician's conduct of informing mother of deceased patient

that he kept son's brain in jar for autopsy purposes was not extreme and outrageous conduct);

Munley v. ISC Fin. House, Inc., 584 P.2d 1336, 1340 (Okla. 1978) (holding that leaving

collection agency cards on plaintiff's door and contacting plaintiff's neighbors, former employer

and apartment manager did not amount to extreme and outrageous conduct).

The Restatement (Second) of Torts defines "extreme and outrageous conduct" as conduct that

exceeds "all bounds of decency, and to be regarded as atrocious, and utterly intolerable in a

civilized community." RESTATEMENT (SECOND) OF TORTS § 46 cmt. d (1965). 

21 Womack v. Eldridge, 210 S.E.2d 145, 147-48 (Va. 1974). To satisfy this element, the

plaintiff may prove that the defendant's conduct was only reckless--that is, that the defendant

acted in deliberate disregard of the high probability that his or her actions would cause

emotional distress. Id. at 148. A showing of intent, where the defendant "had the specific

purpose of inflicting emotional distress," also satisfies this element. Id. If the plaintiff is

particularly susceptible to emotional distress, and the defendant is aware of the plaintiff's

sensitivity, intent or recklessness may be inferred from his or her conduct. Hanke v. Global Van

Lines, Inc., 533 F.2d 396, 400-01 (8th Cir. 1976).

22 Womack, 210 S.E.2d at 148. The causation element has evolved over the history of the

emotional distress tort. For a discussion of how this evolution provided the impetus for the birth

of phobia claims, see infra notes 40-53 and accompanying text.

23 Harris v. Jones, 380 A.2d 611, 616 (Md. 1977). Under this element, the plaintiff must prove

that the emotional distress caused by the defendant is more than a "reasonable man in a civilized

society should be expected to endure." Id. at 617 (quoting Fletcher v. Western Nat'l Life Ins.

Co., 10 Cal. App. 3d 376, 397 (Ct. App. 1970)).

24 See KEETON ET AL., supra note 20, at § 30 (discussing traditional formula for cause of

action based on negligence).

25 See generally Michele A. Scott, Proving Beyond a Reasonable Doubt: The Negligent

Infliction of Emotional Distress, 11 CARDOZO L. REV. 235 (1989) (discussing evolution of

emotional distress claim, focusing on proof of injury required by courts). Supporting the view

that some physical injury must be alleged before a defendant may be held liable for the

infliction of emotional distress is the language used by the Restatement (Second) of Torts: If the

actor's conduct is negligent as creating an unreasonable risk of causing either bodily harm or

emotional disturbance to another, and it results in such emotional disturbance alone, without

bodily harm or other compensable damage, the actor is not liable for such emotional

disturbance." RESTATEMENT (SECOND) OF TORTS § 436A (1965) (emphasis added). For

a further discussion of the physical injury requirement in emotional distress cases, see infra

notes 28-33 and accompanying text.

26 See generally KEETON ET AL., supra note 20, § 54, at 361-65. Emotional distress claims

that are unaccompanied by any physical manifestation of the mental disturbance, which raise

concerns of fraud, may be described in the following manner:

The temporary emotion of fright, so far from serious that it does no physical harm, is so

evanescent a thing, so easily counterfeited, and usually so trivial, that the courts have been quite

unwilling to protect the plaintiff against mere negligence, where the elements of extreme outrage

and moral blame which have had such weight in the intentional tort context are lacking.

Id. at 361 (citation omitted). 

27 See id. at 360, 361 (noting that one of the primary concerns that continues to "foster judicial

caution and doctrinal limitations on recovery for emotional distress . . . [is] the problem of

permitting legal redress for harm that is often temporary and relatively trivial").

28 See generally Fournier J. Gale III & James L. Goyer III, Recovery for Cancerphobia and

Increased Risk of Cancer, 15 CUMB. L. REV. 723, 725 (1985). The reasons courts frequently

gave to justify their reluctance to award emotional distress damages included protection of the

judicial system from "litigation in the field of trivialities and mere bad manners" and the fear of

frivolous claims. Id. (citing Spade v. Lynn & Bros. R.R., 47 N.E. 88, 89 (Mass. 1897)).

Therefore, courts limited recovery by "promoting the `underlying policy . . . of compensating

plaintiffs with clearly recognizable serious injuries, while not burdening either the judicial

system or individual defendants' with injuries that are `trivial, evanescent, feigned or imagined.'

" Id. (citing Payton v. Abbott Labs, 437 N.E.2d 171, 179 (Mass. 1982); see also Julie A.

Davies, Direct Actions for Emotional Harm: Is Compromise Possible?, 67 WASH. L. REV. 1,

3 (1992) (noting that while most courts acknowledge that negligently inflicted emotional injury

may merit compensation, intangible character of emotional harm reinforced courts' shared

conviction that recovery must be limited); Corey Scott Cramin, Comment, Emotional Distress

Damages for Cancerphobia: A Case for the DES Daughter, 14 PAC. L.J. 1215, 1226 (1983)

(noting that "[e]arly decisions demonstrated reluctance to award damages for emotional harm").

See generally KEETON ET AL., supra note 20, § 54, at 359-67 (noting that courts have been

hesitant to recognize negligently caused emotional distress because of: (1) problem of

permitting legal redress for "temporary or relatively trivial" harm; (2) danger of falsification or

imagination of claims for mental harm; and (3) "perceived unfairness of imposing heavy and

disproportionate financial burdens upon a defendant, whose conduct was only negligent, for

consequences which appear remote from the `wrongful' act"). 

29 See Cramin, Comment, supra note 28, at 1226 (noting courts' "overriding policy concern[ ]

focus[ing] on the dual desire of the courts to hear only genuine claims and to prevent a flood of

litigation").

30 See e.g., Payton v. Abbott Labs., 437 N.E.2d 171, 178-79 (Mass. 1982) (giving reasons for

not recognizing emotional distress without physical injury, including fact that emotional distress

is not serious enough; that allowing such recovery is likely to overburden judicial system; that

physical harm lends element of genuineness to claim; and that unless defendant's conduct is

intentional, he should not be held liable for "purely mental disturbance").

31 Gale & Goyer, supra note 28, at 726-27. Many states adopted this modification. Id.; see

KEETON ET AL., supra note 20, § 54, at 363 (noting that physical impact is not immediate

physical harm, but result of plaintiff's emotional distress over negligently caused event--such as

miscarriage or heart attack). However, this rule has been much criticized and virtually

abandoned in all but a few jurisdictions. Gale & Goyer, supra note 28, at 726-27.

The physical injury and impact rules limiting recovery for emotional distress served two basic

policy objectives: To ensure that a defendant's liability for his negligence would not be

disproportionate to his fault, and to "prevent litigation of trivial and/or fraudulent cases."

Davies, supra note 28, at 3. Issues of fairness and resource allocation drive both of these

policies. Id. For a further discussion of the physical injury requirement, as well as the tests that

courts employ to determine whether the plaintiff has met this requirement, see supra notes

25-30 and accompanying text.

32 Cramin, Comment, supra note 28, at 1227 & n.108.

33 See Gottshall v. Consolidated Rail Corp., 988 F.2d 355, 360 (3d Cir. 1993), rev'd 114 S.

Ct. 2396 (1994). The Gottshall court stated that a minority of courts employ the "physical

impact" rule, which "requires a contemporaneous physical injury or impact to recover for

negligent infliction of emotional distress." Id.; see RESTATEMENT (SECOND) OF TORTS §

436A (1965) (noting that negligent actor is not liable when actor's conduct results in emotional

disturbance only, without physical harm or other compensable damage). 

34 See Cramin, Comment, supra note 28, at 1226 (stating that "courts have rapidly evolved in

recent years in the recognition of a person's mental health as a protectable interest").

35 See Mary Ann Galante, When the Mind Is Hurt: Courts Around U.S. Permitting More

Payments for Psychic Harm, NAT'L L.J., May 28, 1984, at 1, 28 (noting that at least eight

states recognize negligent infliction of emotional distress as independent cause of action). Five

states (Alabama, Connecticut, Louisiana, Missouri and Washington) require the plaintiff to

demonstrate some objective symptoms of the emotional injury allegedly suffered, "largely to

eliminate fake claims." Id. Three other states (California, Hawaii and Maine) require only that

the jury find that the plaintiff "reacted reasonably under the circumstances." Id. 

36 Paugh v. Hanks, 451 N.E.2d 759, 765 (Ohio 1983) (holding that cause of action may be

stated for negligent infliction of emotional distress without manifestation of physical injury,

although proof of physical injury is admissible as evidence of degree of emotional distress

suffered). 

37 Id. 

38 Id. at 766. These factors include whether the plaintiff was "located near the scene" of the

accident; whether the shock resulted from "a direct emotional impact upon the plaintiff from

sensory and contemporaneous observance" of the accident; and whether the plaintiff and victim

were "closely related." Id. 

39 Galante, supra note 35, at 28 (using Supreme Judicial Court of Massachusetts as example of

court that refused to award damages to group of "DES daughters" who could not demonstrate

evidence of physical harm that accompanied their fear of cancer (citing Payton v. Abbott Labs,

437 N.E.2d 171 (Mass. 1982))).

40 Id. at 1.

41 Id. The results among courts have been mixed. However, some impressive emotional

distress victories in which physical injury has been "scant" include the following: Arceneaux v.

Johns-Manville, LASC No. 260808 (1981) (plaintiff received $105,000 as compensation for

fear of contracting asbestosis-related disease, where only physical symptom was shortness of

breath, even though plaintiff was longtime smoker); Directo v. Johns-Mansville, LASC No.

259023 (1981) (71-year-old nonsmoker with only minimal findings of asbestosis awarded

$265,000 for shortness of breath); Zeller v. American Safety Razor, 443 N.E.2d 1349 (Mass.

App. Ct. 1982) (plaintiff received $1.2 million for fear that tips of two surgical blades that

broke off during surgery might puncture blood vessel), petition for review denied, 447 N.E.2d

670 (Mass. 1983); and De La Garza v. South Pac. Transp., Civ. 80-139 TUC ACM (1990)

(awarding plaintiff $133,000 from railroad for fear that eyesight might become damaged where

only physical complaint was dry eyes caused by exposure to chlorine gas). Galante, supra note

35, at 1, 28.

Some experts believe that the trend towards recovery for emotional distress without

accompanying physical injury began with the California Supreme Court's decision in Dillon v.

Legg, 441 P.2d 912 (Cal. 1968), which established the standard for recovery by a third party

who witnessed the negligent injury of another. Galante, supra note 35, at 28. This decision, in

addition to that in Molien v. Kaiser Foundation Hospitals, 616 P.2d 813 (Cal. 1980),

established the California Supreme Court as a trendsetter in this area of recovery. For a

discussion of Dillon and Molien and the state of recovery for emotional distress damages in

California, see Cramin, Comment, supra note 28, at 1227-30.

Another pacesetting court in the area of recovery for emotional distress is the Hawaii Supreme

Court. See Campbell v. Animal Quarantine Station, 632 P.2d 1066 (Haw. 1981) (awarding

family damages for serious emotional distress resulting from death of dog caused by defendant's

negligence without witnessing defendant's tortious conduct); Leong v. Takasaki, 520 P.2d 758

(Haw. 1974) (considering boy's claim that he suffered emotional distress after witnessing death

of step-grandmother but without incurring physical harm); Rodrigues v. State, 472 P.2d 509

(Haw. 1970) (permitting homeowner to sue highway department for negligence, including

mental distress, for flood damage to home).

High courts in Massachusetts and Ohio, like those in California and Hawaii, have adopted a

liberal approach to emotional distress recovery. Although these courts constitute what is still a

minority position, the trend is toward recognizing additional and different theories of recovery

for emotional distress. Galante, supra note 35, at 28. This expansion invites greater attorney

creativity in devising theories that will support recovery. Id. 

42 See generally David Carl Minneman, Annotation, Future Disease or Condition, or Anxiety

Relating Thereto, as Element of Recovery, 50 A.L.R.4TH 13 (1986). For example, actions for

fear of the following diseases or conditions have been litigated: cancer; brain, muscle and

nervous system disorders, such as epilepsy or paralysis; bone and joint diseases; heart and

blood circulatory diseases; and reproductive organ diseases. Id. at 68-95. In addition,

complaints alleging fear of a more general health condition, rather than a specific disease, have

been successfully litigated. Id. at 65-68. Examples of these nonspecific claims include fear of

the consequences of foreign objects lodged in the body, of drinking contaminated water and of body parts injured in automobile accidents. Id. 

43 Gale & Goyer, supra note 28, at 729.

44 Id. at 730. As one court explained:

That the fear regarded a possibility rather than a probability would not alter the reality of the

mental suffering, unless the jury found the fear so fantastic as to make them believe that it was

not in fact entertained. Whether the one entertaining the fear has done all he reasonably could to

control his apprehension may be inquired into on the principle of mitigation of damages.

Id. (quoting Smith v. Boston & Me. R.R., 177 A. 729, 738 (N.H. 1935)).

45 152 N.E.2d 249 (N.Y. 1958).

46 Gale & Goyer, supra note 28, at 724 ("The term `cancerphobia' has been used by courts and

commentators to describe emotional distress caused by the fear of developing cancer.")

(citation omitted). Cancerphobia has been described as "a phobic reaction or apprehension that

was experienced by the plaintiff, due to her fear of contracting cancer in the future. The medical

definition of a phobic reaction, however, is the recurrent experience of dread of a specific

event or object in the absence of objective danger." Id. (quoting Corey Scott Cramin,

Comment, Emotional Distress Damages for Cancerphobia: A Case for the DES Daughter, 14

PAC. L.J. 1215, 1215 n.1 (1983) (emphasis added) (citing PHILIP SOLOMON & VERNON D.

PATCH, HANDBOOK OF PSYCHIATRY 77 (3d ed. 1974)).

As in the Comment by Cramin and the article by Gale and Goyer, cancerphobia and

AIDSphobia in this Comment refers to an anxiety, rather than a true phobia. An "anxiety is

defined as a normal response to threats towards one's body, possessions, way of life, loved

ones, or cherished values." Gale & Goyer, supra note 28, at 724-25 & n.7 (emphasis added).

47 Ferrara, 152 N.E.2d at 251-52.

48 Id. at 252-53. Ferrara's physician also testified that he had told the plaintiff that her radiation

burns might be cancerous and recommended that they be examined regularly. Id.

49 Gale & Goyer, supra note 28, at 730. DES was a drug "marketed . . . as a preventative for

miscarriages, and was widely prescribed by physicians." Id. at 730 n.42 (quoting Payton v.

Abbott Labs., 437 N.E.2d 171, 173 (Mass. 1982)). "Asbestosis is a disease linked to exposure

to asbestos, which was frequently used in insulation products." Id. at 730 n.43.

50 Id. at 730-31. One court that denied recovery in this case based its decision on the lack of

physical injury to the plaintiff. See Payton v. Abbott Labs., 437 N.E.2d 171, 175 (Mass. 1982).

Another court denied recovery based on the remoteness of the damages alleged. See Howard v.

Mt. Sinai Hosp., 217 N.W.2d 383, 385 (Wis.), reh'g, 219 N.W.2d 576 (Wis. 1974). Still

another court denied recovery in a case in which the fear was claimed by a wife whose husband

was at risk for cancer. Amader v. Johns-Mansville Corp., 514 F. Supp. 1031, 1033 (E.D. Pa.

1981). Notably, these courts have not based their decisions to deny the relief sought "on the

noncompensability of cancerphobia." Gale & Goyer, supra note 28, at 731.

51 Gale & Goyer, supra note 28, at 732; see Flood v. Smith, 13 A.2d 677 (Conn. 1940)

(permitting recovery for fear of recurrence of breast cancer without discussion or consideration

of whether such recurrence was likely probable or possible); Walsh v. Brody, 286 A.2d 666

(Pa. Super. 1971) (allowing recovery after physician testified that plaintiff's breast was in a

"precancerous" condition, although he could not say whether or not cancer would develop);

Kimbell v. Noel, 228 S.W.2d 980 (Tex. Ct. App. 1950) (same). These courts viewed the

compensable injury not as the condition that is feared, but rather as the mental anxiety with

which the plaintiff lives every day as a result of his fear. Smith v. A.C. & S., Inc., 843 F.2d

854, 858 (5th Cir. 1988). However, not all judges share this view. See id. at 859 (noting

"misgivings about the wisdom of allowing recovery for cancerphobia when medical evidence

will not support a conclusion that the plaintiff has a probability of developing cancer") (Jolly,

J., specially concurring).

An important distinction must be drawn between claims for fear of contracting cancer

(cancerphobia claims) and those for fear of a perceived increased risk of contracting cancer.

As previously stated, a plaintiff who seeks damages for his fear of contracting cancer need not

prove that his exposure to the disease will more probably than not lead to cancer. However,

this proof is required if the plaintiff seeks to recover for his increased risk of contracting

cancer. This Comment will not consider cases involving claims for an increased risk of cancer.

In order to more closely parallel AIDSphobia cases, this Comment will consider only those

cases in which the plaintiff alleges a fear of contracting cancer (cancerphobia).

52 Unfortunately for some plaintiffs, courts often disagree on what standard of proof satisfies

the "reasonableness" test. See Gale & Goyer, supra note 28, at 733-34. For example, in Heider

v. Employers Mutual Liability Insurance, the Louisiana Court of Appeals allowed the plaintiff

to recover for the mental anxiety associated with her fear of becoming an epileptic following an

automobile accident, although medical experts testified that there was only a 2-5% chance of

her experiencing future epileptic seizures. 231 So. 2d 438 (La. Ct. App. 1970). In contrast, the

New Jersey Supreme Court, in Ayers v. Township of Jackson, denied plaintiffs' claims for

emotional distress caused by polluted and contaminated groundwater negligently generated by a

municipal landfill. 525 A.2d 287 (N.J. 1987). The court held that "pain and suffering"

occasioned by the emotional distress was not compensable under the New Jersey Tort Claims

Act. Id. at 297.

53 For a further discussion of the standards of "reasonableness" used by courts, see infra notes

148-54 and accompanying text.

New Zealand law update 

44.4 LAW UPDATE - JUNE 1997

Exemplary damages for failing to pay out on a ‘properly established claim’

The latest case to hit the news opens the door to claims for exemplary damages against insurers who are in breach of their obligation of good faith.

Cedenco Foods Limited v State Insurance Limited, is an important reminder to the insurance industry of the obligations involved in the fulfilment of insurance contracts.

The case involved crop insurance for Cedenco’s tomato, squash and sweetcorn crops for the 1992/1993 growing season. A number of claims were made by the insured due to losses of crop from rain in September, October and November 1992 and February 1993. The insurer paid out over $2m but declined a number of claims.

The claims, which resulted in court action, arose out of excessive rainfalls in February 1993.  State paid 2 claims, on 25 April 1993 and 25 January 1995. It was generally accepted that the rain damaged the plants, and disease damaged the fruit. 

The principle issue was whether an exclusion in the policy for “any damage directly or indirectly caused by or resulting from... diseases...” could save the insurer. If the disease was a direct result of the rainfall, the exclusion would not apply.

Evidence supported a direct chain of causation between the excessive rainfall in February and the loss suffered as a result of diseased fruit.  The court was satisfied that cover was available for rotten fruit planted prior to the February rainfall, but not in relation to the paddocks planted after that date. Cedenco was awarded judgment for an amount to be calculated. 

The court considered the insured’s allegation that the insurer had breached its obligation of good faith. Traversing the insurer’s conduct throughout the policy production and claim handling process the court focused on the delayed payment in January 1995 for the 1993 damage. The court was critical of the insurer’s inability to adequately explain the delay in payment of the claim. 

The insurer did not contest the existence of a duty of good faith or that it had a duty to promptly pay a valid claim. It argued that no delay in payment had occurred as the claim had been negotiated on a “without prejudice” basis.  It also argued that the duty of good faith is not implied in contract, but arises independently and does not give rise to a claim in damages. 

The court was not convinced that the negotiations between the parties justified a

delayed payment. The court supported the proposition that the duty of good faith existed independently of the contract, however, Justice Salmon decided 

“... where the law imposes a duty, a full range of remedies should be available as appropriate, no matter whether the duties originate in common law, equity or statute.”

The duty to pay promptly was held to exist and the insurer had breached that duty.

The court could not identify any economic loss flowing from the breach of duty. The insured’s claim for a loss of business opportunities due to the unavailability of funding caused by non-payment of insurance was rejected.

The court turned to exemplary damages.  Exemplary damages are awarded to punish outrageous conduct. 

Exemplary damages have traditionally been awarded in only the worst types of cases resulting in personal injury, or in tortious actions where the conduct claimed against was intentional or so high-handed or outrageous as to require punishment by the courts. In this case the court decided that the failure to pay out on a “properly established claim” was outrageous conduct - enough to attract the disapproval of the court and justify an award of $20,000 exemplary damages!

His Honour said that there is

“no reason in principle why there should be any distinction between contract and tort or law and equity or commercial and domestic”. 

However, he did warn that exemplary damages must be used cautiously and care be taken to ensure damages awarded are in line with the conduct in question.

The fact that interest had been paid went some of the way to providing proper compensation to the insured. The decision implies that without this interest, the exemplary damages awarded could have been much higher.

Issues of interest arising out of this judgment

the amount of an unpaid claim can influence the level of exemplary damages awarded

the court considered that there was no excuse for the insurer to refuse to pay out

on the claim

the court did not indicate what would have constituted a reasonable excuse to refuse to

pay on a claim

exemplary damages are now available for delayed or late payment of claims, or other bad faith. 
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45  The after effects of the media presentations.

To: Robin Wells,
From: Peter Bansemer,

       Director,
            2 Marlborough Street,

       Human Pituitary Coordination,
            COLLEGE PARK…5069

       CANBERRA….A.C.T.
Phone: (08)  82077884

Fax: (02) 6289 6803
Fax: (08) 8362 2687

Date: 13th May, '98
No of Pages:   1
Copy to: 

                           Re:   Creukesfeldt-Jakob Disease       Margaret Bansemer

Dear Robin,

As you know I have been critical of the Government's approach to this whole matter. Now I find that you are stating to the media that Margaret does not have CJD, she has MND.  I must say that this is going to do nothing to resolve any issues in the short term and you may be able discourage Australian media, but you won't succeed on the international scene - particularly in respect to those issues that you have ignored since last year.

Whether we ever get any money out of you is hardly a matter of concern, we are not in it for the money.

In regard to a MND test you know as well as I that we are not going any further until we have the answers of the issues raised and that you have given your assurance to resolve.

In the meantime we will seek to have Margaret examined for MND and this information will be made available after you complete your part of the bargain.

You might recall that we have never said that Margaret has CJD. We have relied on the fact that all other possibilities have been excluded.

Sue Byrne has indicated that the Adelaide Neurologists were incompetent.  I assume that this came from you and I am relaying this information onto them.

It is a bit disappointing really, because all you had to do was acknowledge that at the time of settlement Margaret was eligible to the Trust Fund while her complaint was considered to be CJD. We would have then gone onto examination..

Yours sincerely,
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Margaret Bansemer,


C/- Peter Bansemer
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