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AAPP
Thank you for providing the Australian Association with an opportunity to comment on this inquiry.

The Australian Association of Pathology Practices (AAPP) is an organisation comprising private specialist pathology practices around Australia.  It is the principal industry representative body for private pathology.  Currently around 85% of all private specialist pathology in Australia is carried out by members of the AAPP. 

“The AAPP notes that any enquiry into “tainted” blood creates significant anxiety and concern in the community to a large number of people who have medical procedures and wishes the following points to be noted, and hopefully distributed to media and related parties during the time of initial hearings to alleviate patient concern.

The patients who are potentially effected as a consequence of these proceedings are those who received transfusions from the RED CROSS donated blood between 1986 and 1990.

Patients who contributed their own blood for an autologous transfusion are not involved. (A number of private pathology laboratories are involved with collection and distribution of blood for autologous transfusions).

The years 1986 to 1990 are significant, as prior to 1986 surrogate testing methods were not yet robust enough to be introduced into general blood bank practice, and after 1990, more specific antibody testing for hepatitis C became available.”

Hopefully these above points could be made succinctly. AAPP includes the following however as background information for the enquiry to consider. 

Background submission details

One point of clarification - hepatitis C was usually referred to as non-A non-B hepatitis (NANB) prior to genetic sequencing of the virus in 1989.  Subsequent studies have shown hepatitis C was responsible for the vast majority of hepatitis called non-A non-B hepatitis.  Interestingly, other hepatitis viruses of far less significance such as hepatitis F & G viruses have also been discovered but are responsible for minimal amounts of disease and can be effectively ignored for the following report.

Specific hepatitis C antibody tests only became available in late 1989 and early 1990.  However the problem of post transfusion hepatitis due to hepatitis C (known as non A non B hepatitis prior to 1989) has been recognised internationally and in Australia since 1974.  Due to this well-known risk, a number of strategies were employed before specific antibody testing became available. (It should be noted even with the development of specific antibody tests, they are of themselves not 100% specific or sensitive. Consequently additional testing is now performed to confirm serology results).

A two-fold strategy approach was taken to improve the safety of blood supplies; firstly, questionnaires were introduced to detect “at risk” blood donors and; secondly, surrogate testing using liver enzyme testing (ALT) or other hepatitis serology markers were used to detect the presence of hepatitis C in the blood.  This strategic approach was first proposed in 1981, adopted internationally by Germany in 1984, used widely in the USA in 1985 and became a requirement of the United States Food and Drug Administration in 1986. (Full chronology – see attachment 1).

Hepatitis C was not just recognised as an overseas international problem .  In fact the Australian Red Cross Blood Bank in a paper published in the prestigious medical journal, The Lancet in 1982, highlighted 2 important points. 

Firstly, post transfusion hepatitis occurred in 2 % of blood recipients in Sydney (the majority being NANB hepatitis), and secondly the efficacy of surrogate testing. (1982 January Report of the results of a study by the Australian Red Cross predicting that anti-HBc (antibody to the core of the hepatitis B virus) testing of blood donations would reduce the incidence of post-transfusion non-A, non-B hepatitis by as much as 50 per cent. The Lancet) 
By 1987, the problem of hepatitis C was well known. International strategies to reduce the incidence of post transfusion hepatitis caused by NANB in donated blood had been in place internationally since 1984. These strategies were regulated as mandatory by the United States Food and Drug Administration in 1986.  

This whole area of the safety of donated blood was occurring on the background of another serious blood borne virus, HIV, which by then was well recognised as being transmitted through donated blood and blood products.  The awareness of the risks of infection spreading through donated blood were well recognised both internationally and in Australia.

Locally in Australia in 1987, Queensland Blood Transfusion Service, on the basis of the available Australian and international published data, began surrogate testing at an estimated cost of under 5 cents/unit blood.  They published their findings in the journal of the Royal College of Pathologists of Australasia Pathology.
The Queensland experience was not an isolated Australian event. An AAPP executive member was working at Fairfield Hospital Melbourne in 1987. He has highlighted that the physician in charge of the renal unit was arranging ALT testing on blood units being transfused into the renal unit patients, to decrease the risk of post transfusion hepatitis. Post transfusion hepatitis was a very significant issue in the mid 1980’s. Some patients undergoing dialysis were excluded from certain dialysis units and there were significant health implications, as renal transplantation became a higher risk procedure in such a group.  Literature and new published developments on NANB were studied very carefully. International speakers frequently came to Australia and Australians frequently travelled overseas to view developments in the area.  Australia was also fortunate to have local centres of great expertise in hepatitis, with local experts able to give advice.

In 1989 the genetic sequence of the hepatitis C virus became available, allowing the rapid development of direct serological diagnostic assays.  Refined versions of these serological tests are used to this day to screen patients for the presence of hepatitis C virus.  (As indicated previously, it should be noted even with the development of specific antibody tests, they are of themselves not 100% specific or sensitive. Consequently additional testing is now performed to confirm serology results).

The above is the chronology of events.  A number of practical testing issues need to be considered before any testing strategy is introduced.  These issues include the sensitivity and specificity of the proposed tests, the incidence of the disease in the population being tested (i.e. blood donors) and the cost of testing (i.e. ~ 5 cents/unit of blood), and based on these factors, what proportion of blood units would be rejected.  These issues had all been studied and evaluated for Australian blood donors prior to Queensland decision to introduce surrogate hepatitis C testing in 1987.

As no test is 100% sensitive and specific, the use of questionnaires to filter out at risk donors prior to blood being donated, combined with a strong push to the medical profession to limit the use of donated blood to very specific indications were all part of a multipart strategy to try and reduce the incidence of post transfusion hepatitis.

The knowledge of NANB hepatitis (subsequently renamed hepatitis C) prior to 1989 was exactly the same in all states.  All states had access to the same information and studies as any other state.  What varied was the different States and territories approach to the large amount of information available on NANB hepatitis from both Australia and internationally.  

Catherine Hyland, Australian Red Cross Blood Transfusion service in Brisbane, was concerned about the presence of NANB in blood transfusions and introduced surrogate testing in July 1987.  The testing cost, 5 cents/test, was deemed very efficient, cheap and convenient.  This testing only resulted in the rejection of 2.5% of all donations.  

Screening was deemed necessary in 1987 in Australia, with the courts in Queensland advocating screening procedures appropriate to published professional knowledge being implemented.  (Full Court of Queensland: Dwan versus Farquhar and others. 1987 Australian Torts Reports: 90-096)
The medical profession well recognised the infectious potential of the transmissions of the HIV/AID’s virus and hepatitis viruses through blood transfusions by 1989.  NANB transmittal through blood had been known for many years (since 1970’s-see attachment 1), and HIV transmission through blood donation was recognised in the early 1980’s.  

The “at risk” populations of blood donors were also recognised by this time and included, for HIV/AIDS men who had sex with men, and particularly when multiple sexual partners were involved.  “At risk” donor populations for transmission of post transfusion hepatitis were predominantly injecting drug users, who were at very high risk of carrying hepatitis C.

It is noted that a Canadian Royal Commission was established to review the Canadian Red Cross Blood Banks response to hepatitis C between 1986 and 1990, which was deemed inadequate by the commission.
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Attachment 1

Some Important Milestones: Hepatitis C, 1974–95

1974 -The existence of a third form of viral hepatitis, later referred to

as non-A, non-B hepatitis, is postulated.

1981

April 
Report of the results of the transfusion transmitted viruses’ study predicting that testing blood donations for ALT (a liver function test) would reduce the incidence of post-transfusion non-A, non-B hepatitis by 40 per cent. New England Journal of Medicine

June
 The U.S. National Heart, Lung, and Blood Institute’s ad hoc committee on ALT testing recommends against the implementation of ALT testing in favour of further study of its efficacy.   


August 
Report of the results of the U.S. National Institutes of Health’s study predicting that ALT testing of blood donations would reduce the incidence of post-transfusion hepatitis by 29 per cent. Journal of the American Medical Association

November The Canadian Red Cross’s blood transfusion service advisory committee decides that ALT testing of blood donations should not be implemented as a surrogate test for non-A, non-B hepatitis.

1982

January Report of the results of a study by the Australian Red Cross predicting that anti-HBc (antibody to the core of the hepatitis B virus) testing of blood donations would reduce the incidence of post-transfusion non-A, non-B hepatitis by as much as 50 per cent.  The Lancet

1984

July German regulatory authorities require that all blood products distributed for use in Germany be manufactured from ALT tested plasma.  

December Report of the results of the transfusion transmitted viruses’ study  predicting that anti-HBc testing of blood donations would reduce the incidence of post-transfusion non-A, non-B hepatitis by 33 per cent, and that anti-HBc and ALT testing combined could reduce it by 61 per cent. Annals of Internal Medicine

1985

July  
Preliminary data from the Toronto incidence study show the incidence of post-transfusion non-A, non-B hepatitis to be 7.6 per cent. 

November The majority of U.S. fractionators begin to use ALT-tested plasma to manufacture blood products.

1986

February The U.S. Food and Drug Administration’s blood products advisory committee recommends that all blood donations for transfusion be tested for both ALT and anti-HBc as surrogate tests for non-A, non-B hepatitis. 

March The American Association of Blood Banks and the American Red Cross issue a joint statement recommending that blood collection agencies begin planning to implement surrogate testing.  

April The American Association of Blood Banks’ board of directors decides that both ALT and anti-HBc testing of blood donations should be implemented.  Report of the results from the U.S. National Institutes of Health study predicting that anti-HBc would reduce the incidence of post-transfusion hepatitis by 43 per cent. New England Journal of Medicine

The Canadian Red Cross’s blood transfusion service advisory committee recommends against surrogate testing for non-A, non-B hepatitis, pending further study of the data from the Toronto incidence study and of the efficacy of HIV-antibody testing as a surrogate test for non-A, non-B hepatitis.

1987

December Dr Blajchman and Dr Feinman submit their application for a grant for a multicentre randomized study of the efficacy of ALT and anti-HBc as surrogate tests for post-transfusion hepatitis to the National Health Research and Development Program.

1988

May Chiron Corporation announces the discovery of a virus (later called HCV) responsible for non-A, non-B hepatitis.   

July All factor concentrates distributed in Canada are wet heat treated.

1989
September The Blajchman-Feinman application for a grant for a multicentre study is accepted by the National Health Research and Development Program and the Canadian Blood Committee.

1990

June The Red Cross implements first-generation HCV-antibody testing.

1991

March The U.S. Food and Drug Administration requires anti-HBc testing of blood donations to identify units contaminated with hepatitis B.

1992

Spring The Canadian Red Cross implements second-generation HCV antibody testing throughout Canada

1993

September Dr Blajchman and Dr Feinman present the results of their multicentre study, which shows that surrogate testing would have significantly reduced post-transfusion hepatitis in Canada before 1990. 

1995

January Report of the results of the Blajchman-Feinman multicentre study. The Lancet A U.S. National Institutes of Health Consensus Development Conference statement recommends that volunteer blood donations in the United States no longer be tested for ALT levels, but recommends the retention of anti-HBc testing to detect additional cases of hepatitis B and HIV.
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