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Outline: 

A Federal Government investigation into the use of potentially 
contaminated blood to make medical products in 1990 was ordered by the 
Federal Health Minister, Kay Patterson in July 2002. Contained in this 
report are submissions made to this inquiry. 
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    EXECUTIVE SUMMARY 
     

The decision to collect blood plasma from donors with the Hepatitis C 
(anti-HCV antibody) virus in 1990 was a policy that was opposed by 
several leading blood centres around the world.  This policy was not 
considered ‘world’s best practice’ at the time.  Some international experts 
on blood safety suggested that utilising anti-HCV positive plasma in the 
production of medical products would constitute a major breach of good 
manufacturing practice.  Donations from donors testing positive for the 
anti-HCV antibody were also thought to be of increased risk of carrying 
other blood-transmittable diseases.  These diseases might pose further 
dangers to the safety of the blood supply.  
 
In the 1980s the State Health Departments and the Red Cross Blood 
Transfusion Service ignored American recommendations on ways to 
reduce the incidence of Hepatitis C from blood by as much as 50%.  
Implementing these safety precautions rather than calling on further 
study, would have been far better than allowing for a serious and chronic 
disease to be passed on to unsuspecting and often captive recipients 
(which includes adults, children, accident victims, the sick, the anaemic, 
the pregnant, those having elective surgery etc, and not just the acutely ill 
who would have died without an urgent transfusion). 
 
Given the State Health Department’s and the Red Cross Blood 
Transfusion Service’s refusal to accept American recommendations on 
ways to minimise the risks of Hepatitis C from blood transfusions, it was 
peculiar that in 1990 the Federal Health Department, the Commonwealth 
Serum Laboratories and the Red Cross Blood Transfusion Service 
presumed to observe  American recommendations on ways to include 
Hepatitis C into the blood supply. 
 
The very foundations of the voluntary donation system were compromised 
in 1990 by a policy of collecting blood plasma from donors with the anti-
HCV antibody.  The Federal Health Department, the Commonwealth 
Serum Laboratories and the Red Cross Blood Transfusion Service 
knowingly and deliberately implemented a policy that took blood from a 
group they knew to be predominantly made up of criminals, injectors of 
illegal drugs, prostitutes and other people generally unfit for blood 
donation.  
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Submission for the point of reference (2) - ‘What were the 
scientific and policy reasons for these decisions’? 

The suggestion that the Federal Health Department, the Commonwealth 
Serum Laboratories and the Red Cross Blood Transfusion Service were 
following ‘world’s best practice’ by deliberately including anti-HCV antibody 
plasma into the plasma fractionation process in 1990 is highly debatable. 
Several leading European blood centres recommended against adopting such 
a policy in 1990 (Habibi & Garretta, 1990; Cash, 1990; references attached). 
 
It is true that the  American Food and Drug Administration (FDA) did not 
require that plasma donations be tested for the anti-HCV antibody. It is 
however important to realise the differences between the American and 
Australian systems. In Australia, in some cases, plasma donors were tested 
for the anti-HCV antibody. Plasma found to be anti-HCV antibody positive 
was then directed to plasma fractionation. So for the most part, unlike the 
USA, the Australian blood service knowingly and deliberately placed infected 
material into the blood supply. 
 
It was argued in 1990 that to include anti-HCV antibody positive donations 
in the plasma pool was justified on the basis of following international 
positions such as the FDA’s policy. If that was the case, then how did the 
Australian Red Cross reconcile its earlier position on the testing of whole 
blood donation in the 1980s? 
 
In 1986, the FDA’s advisory committee recommended that whole blood 
donations be tested for markers for Hepatitis C (then known as NANB 
Hepatitis) utilising the surrogate tests known as ALT and anti-HBc, and 
advised that such tests could reduce the incidence of post transfusion 
Hepatitis by as much as 50%. The Red Cross Blood Transfusion Service 
chose not to implement such testing, preferring to reject any measures that 
would minimise the incidence of Hepatitis C through blood screening, until 
1990 (identical failings in Canada led to criminal charges being laid against 
the Canadian Red Cross and a former director of that service, Dr Roger 
Perrault, for their respective roles in failing to introduce available testing for 
Hepatitis C in the 1980s). 
 
It is an alarming fact that in 1986 the Australian Red Cross Blood 
Transfusion Service ignored the FDA’s lead on using available testing 
procedures in order to reduce the incidence of post transfusion Hepatitis C 
from the blood supply. It is also alarming that in 1990 the Red Cross and 
the Commonwealth Serum Laboratories chose to justify the inclusion of anti 
HCV antibody positive donations into the plasma pool on the basis that by 
adopting FDA recommendations on plasma fractionation, it was observing 
‘international best practice’. It was peculiar that the Red Cross Blood 
Transfusion Service ignored the American FDA when it offered 
recommendations to the world on ways to exclude Hepatitis C donations, 
and then later presumed to observe FDA recommendations on ways to 
include Hepatitis C into the blood supply. 
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Submission for the point of reference (3): ‘To what extent were 
these reasons consistent with credible scientific opinion at the 
time including international scientific opinion’? 

There was no international scientific consensus on the merits of accepting 
anti-HCV antibody positive plasma in 1990. A letter published in the medical 
journal the Lancet (April 7, 1990 p855) by Dr Habibi and Dr Garretta of the 
National Blood Transfusion Centre, Paris, France made the following points: 
 

‘2. A significant proportion of anti-HCV positive donors seem to have 
risk factors for hepatitis and other blood-transmittable diseases.’ 
‘3. … 
‘4. The retention of anti-HCV positive donations in plasma source 
material has no proven inactivating potential against HCV in the 
fractionation pool.’ 

‘Safety considerations must prevail’ 

A subsequent letter to the Lancet written by Dr John Cash of the Scottish 
National Blood Transfusion Service (May 19, 1990 at p.1216), in relation to 
knowingly including anti-HCV antibody positive plasma donations for 
plasma fractionation, stated: 
 
‘Unlike the USA, Europe relies heavily on plasma recovered from ordinary 
blood donations. Thus, with the introduction of routine testing of blood 
donations for antibody to hepatitis C virus throughout Europe over the next 
twenty months, any attempt to adopt US Food and Drug Administration 
(FDA) policy in Europe could be seen as a major breach of good 
manufacturing practice---namely, the deliberate inclusion of infected plasma 
into a manufacturing environment’. 
 
Unlike the United States, Australia did test plasma donations for the HCV 
antibody in 1990, as plasma was sometimes derived from whole blood 
donations that were routinely screened for the anti-HCV antibody from 
February 1990. This meant that the Federal Health Department, the 
Commonwealth Serum Laboratories and the Red Cross Blood Transfusion 
Service deliberately included infected plasma into a manufacturing 
environment. Dr John Cash of the Scottish National Blood Transfusion 
Service suggested in 1990 that a similar action in Europe might constitute a 
‘major breach of good manufacturing practice’. 
 
If the motivation for the deliberate inclusion of anti-HCV antibody into the 
plasma pool in Australia set out to achieve viral inactivation in the plasma 
pool, it was unclear in 1990 if such a procedure was efficacious. 
 
It was known by 1990 in Australia that the overwhelming majority of 
Haemophiliacs (frequent users of plasma fractionated product) were already 
infected with HCV (Fairley et al., 1990, reference attached). 
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Dr Habibi and Dr Garretta of the National Blood Transfusion Centre in Paris 
described anti-HCV antibody positive donors in 1990 as having significant 
risk factors for hepatitis and other blood-transmittable diseases. Therefore 
the benefits for the inclusion of the anti-HCV antibody may have been 
compromised by the significant risks of including plasma from anti-HCV 
antibody positive donors. 
  
Submission for the point of reference (4): ‘What could have been, 
based on scientific opinion at the time and now, the impact, if 
any, of these decisions on the safety of the Australian Health 
System and the blood supply?’ 

Altruism: the great strength in Australian blood donation safety 

In the 1990s, one of the great strengths of the Australian Blood system was 
the voluntary nature of blood donation. One of the premises of the voluntary 
donation system was that donors would exhibit greater altruism through 
donating for the good of the community, rather than for any financial 
reward. Donors who donated for the good of the community were considered 
more likely to be honest and therefore more open when it came to revealing 
their medical and behavioural history. Thus donor screening was an integral 
component of blood safety in 1990. 
 
If potential donors were found to be from high-risk groups via the donor 
screening process, then their donations could be prevented, thereby further 
minimising the risk of blood borne pathogens infiltrating the molecular blood 
screening procedures. Donor screening was also viewed as an important 
safeguard against the difficulties that the ‘HIV window period’ posed to blood 
screening at the time. Donor screening was, therefore, and still is, an 
important factor in blood safety. 
 
Blood and plasma donation is a personal decision that entails civic 
responsibilities. The donor ‘Declaration Form’ requires that the individual 
donor be truthful when answering questions about his or her medical 
history. 
 
In fact, the donor declaration form in NSW in 1990 contained the following 
warning: 
 

It is an offence knowingly to sign a certificate which contains any 
statement which is false or misleading and any person who does so is 
liable to heavy penalty. 

 
The policy in 1990 to accept blood plasma from donors with the anti-HCV 
antibody, presented special difficulties for both the voluntary donation 
system and the Australian health system at large. 
 
It was known as early as 1989 that a significant number (up to 70%) of 
those with the anti-HCV antibody had acquired the virus through the 
injection of illegal drugs and the sharing of needles (Estehan et al. 1989, Bell 
et al., 1990 and Fairley et al., 1990; references attached). 
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It was also known by 1990 that a significant number of individuals within 
the Australian prison system carried the HCV virus (Fairley et al., 1990). 
 
Furthermore, the donor declaration forms in New South Wales in 1990 
stated the following: 
 

“4. I have not injected myself or been injected with any drug not 
prescribed by a medical practitioner, nor to my knowledge has my 
spouse nor any sexual partner.” 

 
Given that by 1990 it was well documented in Australia, as well as 
internationally, that a significant number of anti-HCV antibody positive 
people were criminals and injectors of illegal drugs, then the Red Cross 
Blood Transfusion Service’s policy of accepting donations from a subset of 
individuals with the anti-HCV antibody clearly had the potential to 
compromise the great strengths of safe blood donations in Australia. 
 
It was a statistical reality that any blood service that elected to accept blood 
from donors with the anti-HCV antibody, with the intention of deriving 
plasma for plasma fractionation from those people, would be doing so from 
individuals who were clearly unacceptable as donors. 
 
The Federal Health Department, the Commonwealth Serum Laboratories 
and the Red Cross Blood Transfusion Service would have been aware that 
accepting plasma from a subset of people mostly comprised of criminals and 
injectors of illegal drugs, as described in international peer reviewed 
journals, would entail unique problems for the voluntary donation system. 
 
Given the facts as described above, one very pertinent question would be: 
 

‘At the time, what would have been the motivation of anti-HCV 
antibody positive donors to continue donating blood?’ 

 
Given that a large percentage of donors are documented to have previously 
engaged in high-risk activity, then it is a likely possibility that the process of 
donation represented a discreet method of blood testing for them. This logic 
implies that these donors were able to discreetly ascertain whether their 
high-risk activities (like sharing of needless), had resulted in exposure to 
other viruses, like the HIV virus. 

Altruism; the only motivation that should be encouraged 

A potential for criminals and injectors of illegal drugs to use blood donation 
centres as discreet blood testing facilities, should never have been 
encouraged, however inadvertently, through the adoption of new donation 
policies. 



Submission to the Expert Advisory Group Hepatitis C and Plasma in 1990 Claims 
 
 
 
 

© Copyright: Charles MacKenzie, Tainted Blood Product Action Group 19/12/2002 
 

- 7 - 

 
Donors using the blood service as a testing mechanism would always be less 
than altruistic. They would have been seeking reward, namely, the 
acquisition of answers to questions relating to their own well being, rather 
than for the purpose of making a donation solely for the benefit of assisting 
the blood transfusion pool, or for the benefit of assisting a recipient. This 
potential posed a severe safety risk for the blood supply. 
 
Blood donation was at the time, and is still now, a service believed to be 
structured for the benefit of the general community, and is regarded as an 
act designed to preserve life rather than put it at unnecessary risk. 
 
The aim of the blood donation system should always be to reflect policies 
that maintain the established safety standard of only accepting donations 
from individuals where there could be no suspicion of any undesirable, 
ulterior motives. 
 
Blood donors who donate for the good of the community exhibit real 
heroism, and their deeds are motivated by true altruism. Therefore, policies 
on blood donation should seek only to receive blood or plasma from people 
with the same unquestionable qualities. 

A failure to act 

It was of primary importance that the Federal Health Department, the 
Commonwealth Serum Laboratories and the Red Cross Blood Transfusion 
Service preserved and protected the integrity of the voluntary donation 
system in the 1990s. Indeed, they had both a legal and moral duty to do so. 
 
But what special measures were implemented prior to the commencement of 
the policy to include anti-HCV antibody positive donations in the blood 
supply? One simple measure available at the time was to enforce the 
legislative rules governing blood donation. 
 
Upon discovery that a false and misleading statement had been made on a 
donor declaration form by a donor, the blood transfusion service could 
report the breach, one that carried penalties of a fine, imprisonment for one 
year, or both. [cf s.21D, Human Tissue Act 1983 (NSW)] 
 
Alarmingly evidence exists that the Red Cross Blood Transfusion Service did 
not always report breaches in the early 1990s, even when they had 
knowledge of a particular breach immediately after its occurrence. 

A plasma donor known as HCVD 292 

In evidence submitted to the Federal Minister for Health and Aged Care, Kay 
Patterson in 2002, the case of a donor known as HCVD 292 (and also known 
as implicated donor 368419) raised particular concerns. This person had 
been a frequent donor of whole blood and platelets in the 1980s, but failed 
to reveal a true medical background, which included a history of illegal drug 
use and needle sharing, as well as a sexual relationship with a prostitute. 
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On April 9, 1990 the Red Cross Blood Transfusion Service found this donor 
to be anti-HCV antibody positive following a donation. Yet none of the 
previous recipients of this donor’s blood were informed. Instead, the donor in 
question went on to make further visits to the blood donation centre. The 
donor made a further false declaration on August 6, 1990, and blood was 
again taken from donor HCVD 292 on that date. Incomprehensibly, the 
Blood Service even then failed to report the false declaration, which carried 
heavy penalties under the Human Tissue Act 1983 (NSW). But more 
importantly, the Blood Service also failed once again to contact all the 
recipients of this donor’s whole blood and platelet donations in the 1980s. 

Failure to warn 

Recipients of HCVD 292s blood had been placed at high risk of exposure to 
the potentially deadly virus, Hepatitis C, through receipt of this donor’s 
blood. And subsequent to August 6, 1990, the Blood Service again saw 
donor HCVD292 on July 18, 1991. Once more, the blood service failed to 
notify all previous recipients of this person’s blood. [It should be noted that 
this donor was also seen by the blood service on March 3, 1993 but it is 
unclear whether blood or plasma was drawn on this occasion.] 
 
Therefore, it was both legally and morally imperative that the Red Cross 
Blood Transfusion Service should have immediately notified all recipients of 
HCVD 292’s previous blood, platelet and plasma donations in the 1980s. 
Yet, they failed to do so. And it also appears that in the 1990s they also 
failed to report this donor to the relevant authorities for criminal 
investigation. On the face of the evidence in relation to this particular donor, 
the Red Cross Blood Transfusion Service in NSW may well be found to have 
been substantially complacent in a great number of very serious failures. 
 
It is failures like those in HCVD 292’s case that raise very serious questions 
about the Red Cross Blood Transfusion Service, and indicate an 
unthoughtful disregard for recipients’ safety and welfare by adopting a policy 
that tolerated the questionable  inclusion of anti-HCV antibody plasma in the 
blood supply, thereby subsequently producing numerous problems. This is 
further highlighted by their failure to enforce the legal requirements of the 
Human Tissue Act 1983 (NSW) on blood donation. Their clear negligence in 
not informing recipients of infected blood has produced tragic consequences 
for the victims of this failure. 
 
The thousands of Australians who are infected with Hepatitis C from tainted 
blood and blood products (which includes adults, children, accident victims, 
the sick, the anaemic, the pregnant, those having elective surgery etc, and 
not just the acutely ill who would have died without an urgent transfusion), 
are now faced with the unenviable position of having to live with the 
debilitating effects of an infection of considerable magnitude. It is quite clear 
that the authorities have a responsibility to investigate all the possible 
circumstances and ramifications of this disaster since similar failures may 
still be occurring, and will undoubtedly continue. 
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If unchecked and unsupervised, without proper explanation, numerous 
occasions for infection will again arise for unsuspecting individuals of all 
ages whose lives will be subsequently devastated as a direct result of the 
self-righteous complacency exhibited by the Australian Red Cross Blood 
Service in what should have been an admirable and respectable service 
having the complete and unequivocal confidence of the general public. This 
is not the case at present, and is unlikely to be in the future, when known. 

Questions that need to be addressed 

Ø When was the decision to stop accepting anti-HCV antibody positive 
donations made and why? 

Ø When were the last medical products made with anti- HCV antibody 
positive plasma distributed for therapeutic use? 

Ø Were any Haemophiliacs or any other users of plasma fractionated 
products infected with the Hepatitis C virus in the1990s? 

Ø Were anti-HCV antibody positive donors required to complete donor 
declaration forms prior to each donation in the1990s? 

Ø Were anti-HCV antibody positive donors ever given donor cards, for 
the purpose of fast tracking their donations? 

Ø Heavy penalties were not always brought to bear on anti-HCV 
antibody positive donors who misled the blood service; instead these 
donors were sometimes still seen by the Australian Red Cross Blood 
Service in the 1990s.  What were the reasons for this?  Was this 
approved at a Commonwealth level of authority? 

Ø Were there different regulations and penalties governing plasma 
donation to that of whole blood donation in the 1990s? 

CONCLUSION 

1. The handling of the contaminated blood crisis by Australian Red 
Cross Blood Service in recent decades has been contradictory and nothing 
short of a medical scandal. 
 
2. In the 1980s they ignored advice on ways to exclude Hepatitis C from 
the blood supply, and in the 1990s they followed techniques on ways to 
include Hepatitis C into the blood supply. The decision to ignore American 
recommendations on testing methods to reduce the risks of Hepatitis C in 
the blood supply in the 1980s therefore warrants further intensive 
investigation by the Australian authorities. 
 
3. Identical failings in Canada have been subject to scrutiny from a 
judicial inquiry, and more recently from a criminal investigation. In 
November, the Royal Canadian Mounted Police criminally charged the 
Canadian Red Cross and a former director of that service, Dr Roger Perrault, 
for their respective roles in failing to introduce available testing for Hepatitis 
C in the 1980s. 
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4. An immediate investigation needs to be entered into here in Australia 
to determine whether similar measures need to be taken. 
 
5. The policy in Australia of using anti-HCV antibody positive plasma in 
the manufacture of medical products was controversial, since there was no 
international scientific consensus on its merits. In 1990, it certainly could 
not have been considered ‘world’s best’ practice. 
 
6. The decision to accept blood donations by the Australian Red Cross 
from a subset predominantly made up of criminals and injectors of illegal 
drugs compromised the very foundations of the voluntary donation system. 
An example has been given in this report of a donor with Hepatitis C, who 
had made numerous whole blood donations in the 1980s. These donations 
were made at a time when blood was not screened for Hepatitis C, and 
meant that the unfortunate recipients of this blood were almost certainly 
infected with a devastating and deadly disease. In 1990 the Australian Red 
Cross found this donor to be positive for Hepatitis C, but instead of 
immediately contacting all of the recipients of their previous donations, the 
Red Cross chose to continue taking blood from this individual, an individual 
who was a known IV drug user and former criminal. 
 
7. It is inevitable that blood borne pathogens will threaten the safety of 
blood and blood products now and in the future, and in order to confront 
these challenges it is imperative that the matters raised in this report and 
other contaminated blood issues be fully addressed by way of an 
independent inquiry. 
 
 
 
 
Charles MacKenzie 
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