Department of Health and Ageing Submission to Senate Inquiry on Hepatitis C – Appendix 5


Appendix 5 – SENATE QUESTIONS ON NOTICE 

QUESTION NUMBER: 
1352

DATE ASKED:

26 March 2003

DATE PUBLISHED IN HANSARD:
25 April 2003

SENATOR HUTCHINS asked the Minister for Health and Ageing, upon notice, on 26 March 2003:

1) How much money has been spent over the past decade on programs that trace recipients of blood or blood products contaminated by hepatitis C.

2) How many recipients of hepatitis C contaminated blood have been directly notified by trace-back programs so far.

3) Is the Minister aware that: (a) significant numbers of mothers were transfused with contaminated blood during childbirth in the past two decades and that, tragically, some of these women have infected their children; (b) money has been offered by the Australian Red Cross Blood Service in exchange for them signing confidentiality agreements; and 
(c) these confidentiality agreements preclude either them or their infected child from openly discussing the circumstances surrounding their infections.

4) Has the Commonwealth provided funding for compensation payments which require that infected mothers sign secrecy agreements.

5) If the Commonwealth has provided funding for such payments: (a) how much funding has been provided; (b) how many individuals have received payments from the Commonwealth on the condition that they sign a confidentiality agreement; (c) in what years did these payments occur; and (d) how many payments were made in each year.

6) Has the department, or any other Commonwealth Government agency, conducted any studies into the number of mothers who were infected with hepatitis C through blood administered during childbirth.

7) If such studies have been conducted: (a) when did each study occur; (b) which agency conducted each study; and (c) in each study, how many mothers were found to have contracted hepatitis C through blood administered during childbirth.

8) (a) Is the Minister aware that: (i) American blood banks used a form of blood donor screening for hepatitis C in the 1980s known as ‘surrogate testing’ and that the American Food and Drug Administration recommended that this kind of testing reduced hepatitis C in blood by as much as 50 per cent, and (ii) instead of following the American lead on screening methods, the Australian Red Cross Blood Service chose instead to study the efficacy of surrogate testing in 1986 in a study which took 4 years; and (b) will the Minister make the findings of this study publicly available.

9) Will the department call for an independent investigation into claims that thousands of hepatitis C infections through blood transfusions could have been prevented had the Australian Red Cross Blood Service used surrogate testing for hepatitis C in the 1980s.

10) Has the Australian Red Cross Blood Service or the Commonwealth of Australia made compensation payments to people infected between the years 1986 and 1990; if so, is this because the Australian Red Cross Blood Service failed to use available screening methods for hepatitis C at this time.

11) Has Professor Barraclough completed his independent review into the possible contamination of blood products.

12) Has Professor Barraclough presented his findings and report to the Minister.

13) When did Professor Barraclough present his findings to the Minister.

14) When does the Minister intend to make the report public.

SENATOR PATTERSON – The answer to the honourable senator’s question is as follows:

1) In October 1994, the Australian Health Ministers’ Advisory Council agreed to continue these tracing programs.  My Department has been advised by the Council that they are unable to provide any information on expenditure on tracing programs as they do not hold these records.

2) My Department does not hold this data.  My Department has written to the Australian Red Cross Blood Service to seek the data.

3) (a)
I am aware of a small number of women who received blood that contained hepatitis C before, during, and after childbirth;


(b)
I am aware that settlements are offered to some claimants in relation to hepatitis C from blood in settlement schemes in different States and Territories that require the signing of confidentiality agreements;


(c)
I am also aware of these arrangements.

4) The Commonwealth indirectly makes a joint financial contribution to these settlements but is not a direct party to the settlements.  The claimants are asked to sign a confidentiality agreement as part of the process of settlement.

5) (a)
The Commonwealth has provided $5.47m (including legal and administration costs) in funding as its contribution to settlements;


(b)
This information cannot be provided because if the number of individuals who received a payment is provided, then the average amounts for individual settlements could be derived.  This information is confidential;


(c)
In the years 1997-98; 1998-99; 1999-00; 2000-01; 2001-02 and 2002-03; 


(d)
This information cannot be provided because if the number of payments is provided, then the average amounts for individual settlements could be derived. This information is confidential.

6) My Department has checked a number of relevant sources and has not been able to identify any such studies undertaken by the Department or another Commonwealth agency.

7)
Not applicable.  Refer to the answer to (6) above.

8)
(a) (i) 
Yes, I am aware of the test.


(ii)
I am aware research was undertaken on this issue in Australia.

(b) Whether any research undertaken by the Australian Red Cross Blood Service is released is a matter for the Australian Red Cross Blood Service to consider.

9)
There are no plans to do so.

10) The Commonwealth has made a financial contribution to settlements as part of its overall funding to the blood system.  These payments have been made to claimants in the settlement schemes for the years 1986 to early 1990 when the first mass screening test for HCV antibodies was introduced in Australia.

11)
Yes.

12)
Yes.

13)
6 May 2003.

15) I am planning to table the Report in Parliament on 14 May 2003.

QUESTION NUMBER: 
1352 

DATE ASKED:

26 March 2003

DATE PUBLISHED IN HANSARD:
 15 May 2003

SENATOR HUTCHINS asked the Minister for Health and Ageing, upon notice on 26 March 2003, questions on hepatitis C including “3. Is the Minister aware that … (b) money has been offered by the Australian Red Cross Blood Service in exchange for them signing confidentiality agreements”.

The answer to question 3(b) was provided as follows: "I am aware that settlements are offered to some claimants in relation to hepatitis C from blood in settlement schemes in different States and Territories that require the signing of confidentiality agreements”.

Further to the response published in Hansard of Thursday, 15 May 2003, the Minister for Health and Ageing has provided the following clarification, to be added at the end of the current answer to clarify matters that have been misinterpreted in the press: 

The additional wording is as follows: "These settlements are not funded by the Australian Red Cross Blood Service (ARCBS). Whilst the ARCBS (or its representative) is a party to some of the settlements, the costs in each jurisdiction are met jointly by the Commonwealth and the State or Territory involved under established indemnity arrangements."

QUESTION NUMBER: 
1781

DATE ASKED:

18 August 2003

DATE PUBLISHED IN HANSARD:
 18 September 2003

SENATOR HUTCHINS asked the Minister for Health and Ageing, upon notice, on 18 August 2003: 

(1) With reference to the answer to question on notice no. 1352 (Senate Hansard, 15 May 2003, p. 11332), concerning the number of Australians directly notified of 

the risk of Hepatitis C exposure from contaminated blood, the Minister advised that the department did not have the requested information but had sought this information from the Australian Red Cross Blood Service:  What were the figures which the Australian Red Cross provided to the department with regard to the number of Australians who have been notified of the risk to Hepatitis C exposure from contaminated blood.

(2) Can the Minister assure Australians that all those exposed to the deadly virus 

Hepatitis C from contaminated blood transfusions and blood products are now traced and that they have been directly notified.

(3) Is the Minister aware that the Queensland branch of the Australian Red Cross Blood Service was recently contacted by a blood donor with Hepatitis C.

(4) Given that the individual in paragraph (3) above was infected with Hepatitis C in 

1978 and that, in 1995, unaware of their infected status, they made numerous blood donations to the Australian Red Cross:  Will the Minister order an immediate investigation into: (a) why this person was not informed by the Red Cross of their infected status; (b) how many hospital patients received their blood; and (c) whether any of these patients were infected as a result.

(5) Are there any reports of Hepatitis C infections as a result of blood transfusion during or after 1995.

(6) (a) Does the Minister agree that Australia is self-sufficient in the supply of blood 

and blood products; (b) at what periods in the past has Australia not been self-sufficient in the supply of blood and blood products; (c) what blood products have been imported into Australia since 1975; (d) what quantity of each blood product has been imported; and (e) what are the names and countries of business registration of the companies that manufactured the imported products.

(7) (a) Is the Minister aware that the Australian plasma fractionator CSL Ltd has in, the past, imported foreign-sourced plasma into Australia which was used to make medical products for therapeutic use in Australia; and (b) can a list be provided of the countries from which the formerly government-controlled CSL, and the currently privatised CSL Ltd., bought plasma.

(8) (a) Is the Minister aware that the practice of accepting blood from prison inmates has occurred in Australia; and (b) on what date was this practice stopped; and (c) what are the names of the prisons where this practice occurred and the time periods in which this practice occurred at each prison.

SENATOR PATTERSON – The answer to the Honourable Senator's question is as follows:

1) The Australian Red Cross Blood Service (ARCBS) has advised that as at April 2003, 2,456 potentially exposed recipients have been notified and tested for Hepatitis C as a result of ARCBS, State and Territory health department and hospital Lookback investigations.  

2) The ARCBS has advised that the majority of implicated recipients have been traced and notified at this time.  The ARCBS has noted that it is recognised internationally that targeted Hepatitis C Lookback programs cannot identify 100 per cent of the recipients of potentially ‘at risk’ donations. 

3) The ARCBS has advised that ARCBS Queensland was contacted by a former donor in 2003.  Based on information from the donor, the ARCBS initiated a Donor Triggered Lookback (DTL) to search for and investigate the donor’s previous donations. 

4) The ARCBS has advised that ARCBS Queensland records show that the donor referred to in question 3 above gave 2 donations three months apart in 1995 and each was tested for Hepatitis C. On both occasions, the donor’s donation tested negative for Hepatitis C using a sensitive 3rd generation screening test for hepatitis C (3rd generation testing for antibodies is still used in 2003). On the basis of this information there is no justification for me to order further investigation into this matter.

5) The ARCBS has advised that there are 13 reports of Hepatitis C infection as a result of blood transfusion during or after 1995, derived from seven donors.  The 13 recipients were identified through ARCBS Donor Triggered Lookback, where a donor is either found to be Hepatitis C positive at a subsequent donation or has notified the Blood Service they have become Hepatitis C positive subsequent to their last donation. While no definitive causal link has been established in these 13 cases, it is ARCBS policy, in the absence of other reported risk factors for Hepatitis C, to regard the Hepatitis C infections as resulting from the blood transfusion. 

6) Australia’s aims in relation to blood and blood products are set out in the recent National Blood Agreement between the Commonwealth and State/Territory Governments where one of the policy aims is “to promote national self-sufficiency”. 

Blood products are of three basic types: (i) fresh blood products derived directly from blood donations and manufactured in blood centres and similar facilities.  These include red cells, platelets, fresh plasma for transfusion, white cells and haematopoietic progenitor cells; (ii) plasma derived products from industrial fractionation of human plasma; and (iii) alternatives to blood products such as recombinant factors for haemophilia and growth factors for anaemia. 

(a)
Australia is self-sufficient in all fresh blood products except for, first, occasional requirements for haematopoietic progenitor cells where rare tissue types in patients mandate access to overseas donors through the International Bone Marrow Donor Registry to which Australia also actively contributes and, second, for patients with very rare blood types where international registries are searched for compatible donors.  Plasma derived products are mainly supplied from the domestic blood supply through products manufactured by the national fractionator (CSL Limited).  In some cases, clinical need cannot be met through the domestic supply and then products are imported.  Australia does not aim for self-sufficiency in alternatives to blood products, which are not generally manufactured in Australia and are imported from overseas.

(b) 
For fresh blood products, see 6(a).  For plasma derived products, Australia has not been fully self-sufficient in the past, either because insufficient product is manufactured in Australia to meet clinical need or because there is a small number of products which CSL Ltd does not manufacture.  Self-sufficiency is not relevant to alternatives to blood products.

(c) For fresh blood products, see 6(a).  For plasma derived products, details of actual products imported are not held by the Commonwealth Government.  However, since the introduction of the Therapeutic Goods Act in 1991, overseas-sourced plasma products have been placed on the Australian Register of Therapeutic Goods (ARTG) or have been approved for use through the Special Access Scheme (SAS) provisions as detailed in the table below.

	No
	Product
	Company
	Origin
	

	i)
	Intravenous Immunoglobulin products

a) Sandoglobulin

b) Intraglobin F
	a) ZLB Bioplasma

b) Biotest
	a) Switzerland

b) Germany
	ARTG

	ii)
	Immunoglobulin anti-D : Winrho SDF
	Cangene
	Canada
	ARTG

	iii)
	Fibrin Sealant – Tisseal Duo
	Baxter 
	Austria
	ARTG

	iv)
	Factor VII concentrate
	Baxter

Bio-Products Laboratory
	Austria

UK
	SAS

	v)
	Factor VIII concentrate – Immunate
	Baxter
	Austria 
	SAS

	vi)
	Factor IX concentrate

a) Immunine

b) Alphanine
	a) Baxter

b) Alpha
	a) Austria

b) USA
	SAS

	vii)
	Factor IX complex – Proplex-T
	Baxter 
	USA
	SAS

	viii)
	Factor XI concentrate
	Bio-Products Laboratory
	UK
	SAS

	ix)
	Factor XIII concentrate – Fibrogammin P
	Aventis-Behring
	Germany
	SAS

	x)
	Alpha-1 anti-trypsin concentrate – Prolastin
	Bayer
	USA
	SAS

	xi)
	C1-esterase inhibitor concentrate
	Baxter
	Austria
	SAS

	xii)
	Antithrombin III concentrate
	Baxter
	Austria
	SAS

	xiii)
	Intravenous immunoglobulin:

a) Gammagard

b) Endobulin
	a) Baxter

b) Baxter
	a) USA

b) Austria
	SAS

	xiv)
	Albumin – Buminate
	Baxter
	USA
	SAS


For alternatives to blood products, the following table provides details of products listed in the ARTG.

	No
	Product
	Company
	Origin
	

	xv)
	Recombinant Factor VIII

a) Recombinate

b) Kogenate

c) Refacto
	a) Baxter

b) Bayer

c) Wyeth
	a) USA

b) USA

c) USA/Europe
	ARTG

	xvi)
	Recombinant Factor IX – Benefix
	       Wyeth
	USA
	ARTG


(d) This information is not held for any of the three types of blood products by the Commonwealth Government.  Prior to 1 July 2003, the ARCBS managed arrangements relating to the infrequent importation of fresh blood products, and each State and Territory had individual contractual arrangements for the supply of imported plasma products and alternatives to blood products.

(e) This question is answered at 6(c).

7) Advice from CSL has been sought on this question.

8) Since the introduction of the Therapeutic Goods Act in 1991, the collection of plasma for manufacture into therapeutic goods is an activity, which requires a licence from the Therapeutic Goods Administration (TGA).  Since 1991, the TGA has not issued any licences to prison facilities.  Additional advice from the ARCBS has been sought on this question.

QUESTION NUMBER: 
1781

DATE ASKED:

18 August 2003

DATE PUBLISHED IN HANSARD:
26 November 2003 

SENATOR HUTCHINS asked the Minister for Health and Ageing, upon notice, on 18 August 2003 in part: 

(6) (a) Does the Minister agree that Australia is self-sufficient in the supply of blood 

and blood products; (b) at what periods in the past has Australia not been self-sufficient in the supply of blood and blood products; (c) what blood products have been imported into Australia since 1975; (d) what quantity of each blood product has been imported; and (e) what are the names and countries of business registration of the companies that manufactured the imported products.

(7) (a) Is the Minister aware that the Australian plasma fractionator CSL Ltd. has, in the past, imported foreign-sourced plasma into Australia which was used to make medical products for therapeutic use in Australia; and (b) can a list be provided of the countries from which the formerly government-controlled CSL, and the currently privatised CSL Ltd., bought plasma.

(8) (a) Is the Minister aware that the practice of accepting blood from prison inmates has occurred in Australia; and (b) on what date was this practice stopped; and (c) what are the names of the prisons where this practice occurred and the time periods in which this practice occurred at each prison.

SENATOR CAMPBELL – The Minister for Health and Ageing has provided the following answer to the Honourable Senator's questions:

Answers have already been provided to Questions 1 to 6 and were published in Hansard of Thursday, 18 September 2003.

This response provides some additional information to that already provided by the Minister for Health and Ageing in respect of Question 6(c) and (e) and addresses questions 7 and 8 where information was not available at the time of the response on 18 September 2003 from third parties.

6.

(c) the Therapeutic Goods Administration has advised that an additional plasma derived product, ie. the anti-D product RhoGAM, should have been included in the list of plasma derived products imported into Australia since 1975.  RhoGAM had not been placed on the Australian Register of Therapeutic Goods (ARTG) nor had it been approved for use through the Special Access Scheme (SAS) provision.  Rather, the Therapeutic Goods Regulations were amended to permit its importation via Statutory Rules 1995 No. 33 and Statutory Rules No. 9, Gazettal dates 8 March 1995 and 31 January 1996 respectively. 

The total period of supply of RhoGAM was restricted by the Therapeutic Goods Regulations from 8 March 1995 to 31 August 1996.

(e)
The following table provides details of the business registration of the company that manufactured this product:

	No
	Product
	Company
	Origin
	Approval

	i)
	Anti-D immunoglobulin - RhoGAM
	Ortho-Diagnostic Systems Inc
	USA
	Therapeutic Goods

Regulations


7.

(a) CSL Limited (CSL) has advised that prior to 1986, Australian and New Zealand plasma were blended to manufacture medical products for therapeutic use.  When this occurred, this practice was designed to support New Zealand where there was insufficient plasma to make up a meaningful batch size or where there was a shortage of plasma to meet product demand (for example, hyperimmunes).  Products made from blended plasma were used both in New Zealand and Australia.

The practice of manufacturing clotting factors from blended plasma ceased in 1984 and for other products in 1986.  An internal lookback carried out by CSL in 1992 identified seven breaches in segregation practices for Australian and New Zealand plasma between August

1986 and May 1990.  Products involved comprised albumin and immunoglobulins.  There is no recorded incident in Australia of these products being associated with viral transmission. No further incidents have occurred since May 1990.  

(b) CSL has advised that it has never, whether as a government controlled agency or private company, bought plasma from any foreign country for the purpose of manufacturing products for therapeutic use in Australia.  

8.

(a) 
Yes.

(b) 
The Australian Red Cross Blood Service (ARCBS) has advised that collection of blood from prison inmates had ceased by the following dates:

· Victoria 1983

· Tasmania 1983

· New South Wales mid-1970s

· South Australia 1975

· Western Australia early 1980s

(c) The ARCBS has advised that, owing to limited retention of mobile venue records, it cannot provide comprehensive specific information about the dates and locations of blood collection from prisons.

QUESTION NUMBER:
E03 - 130

ASKED BY:


SENATE COMMUNITY AFFAIRS LEGISLATION COMMITTEE

ASKED AT:


BUDGET ESTIMATES 2003-04, 2, 3, & 5 JUNE 2003
SENATOR HARRADINE asked:

How many of those in the haemophiliac community have been affected by blood-borne diseases?

ANSWER: 
(*Not published in Hansard but provided to the Committee on 
4 November 2003.  When answers to all questions asked by the Committee are received, they are placed on the Internet).

My Department does not hold this information.  The Department sought advice from the Australian Bleeding Disorder Registry (ABDR) and the New South Wales Department of Health, as New South Wales does not currently contribute to the ABDR.  

The ABDR advises it has only been collecting data on people with haemophilia for four to five years and has not yet achieved 100% data capture.

People with haemophilia A and B may be classified into three groups: (a) severe haemophilia (1% or less clotting factor); (b) moderate haemophilia (2-5% clotting factors); and (c) mild haemophilia (greater than 5% clotting factors).

Some types of Haemophilia are quite rare in Australia, with population sizes of less than 100. There is an ethical requirement to maintain the confidentiality of patient data. The risk of identifying a single individual from data increases substantially when data are tabulated for small subgroups of the population. Extreme caution is warranted when the population is less than 100. Therefore, for those types of Haemophilia with a population of less than 100, HIV and hepatitis C status will be presented as a percentage of the population rather than as a number of individuals.

The ABDR advises that for all States except NSW:

(a) Of the 333 individuals registered with severe Haemophilia A, 206 (or 62%) have hepatitis C and/or HIV;

(b) Of the 130 individuals registered with moderate Haemophilia A, 83 (or 64%) have hepatitis C and/or HIV;

(c) Of the 394 individuals registered with mild haemophilia A, 157 (or 40%) have hepatitis C and/or HIV.

Thus 446 (or 52%) of a total of 857 people with haemophilia A have hepatitis C and/or HIV.

(d) There are less than 100 individuals registered with severe haemophilia B, of whom 58% have hepatitis C and/or HIV.

(e) There are less than 100 individuals registered with moderate haemophilia B, of whom 42% have hepatitis C and/or HIV

(f) There are less than 100 individuals registered with mild haemophilia B, of whom 40% have hepatitis C and/or HIV.

Thus 46% of people with haemophilia B have hepatitis C and/or HIV.

New South Wales Health advises that in New South Wales:

(a) of 748 patients who have attended Haemophilia Centres in NSW, including those patients with haemophilia A, B, C or who are carriers of haemophilia, 225 (or 30%) have hepatitis C; and 

(b) of 748 patients who have attended Haemophilia Centres in NSW, including those patients with haemophilia A, B, C or who are carriers of haemophilia, 52 (or 7%) have HIV. 
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