IN CONFIDENCE MSBT 3/4

ADVISORY COMMITIEE CON THE MICROBICGLOGICAL SAFETY OF ELOOD AND
TIZSUES FOR TRANSPLANTATION

Meeting - 29 Beptember 1934

ASENDSE TTEM 6.
Members are invited to congider and comment on the attached
DapeT: -

"Recommendations of the Standing Advisory Committese on
Transfusion-Transmitcced Infection to the MEBET, Concsrning the
Merits of Adopting an HCV "Look-Back? Poligy.®
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RECOMMENDATIONS OF THE STANDING ADVISORY
COMMITTEE ON TRANSFUSION-TRANSMITTED INFECTION TO
THE MSRT CONCERNING THE MERITS OF ADOPTING AN HCY
TLOOK-BACE” POLICY

Ohjectives

An ad hoo assembly of experts met on Sth Angust 1994 to disouss the feasibility ol inldsting
a “look-back” policy to identify, test, counsel and, if necessary, refer surviving past recipients
of blood components from doners later found 1o be anti-HCV seropositive after rested was
introduced in September 1991,

DrF ala Dy I Barbugs D J Cash Dy J Gillon Dr P Hewing
D 'V Martlew Dr D Mortimer  Dr A Robinson  Dr L Williamson Prof B Tedder
With wrirten contributions from . Prof I Main Pr T Garsen Tir G Alexander

Current Bnowledge:

Although clinically inapparent in most cases, HCV infection s not trivia, and may cause
serious, progressive liver damage leading 1o cirrhosis and hepato-cellular carcinoma in the
fong-terin.

Current evidence saggests that the likelibood of wansmission by HOV-infected blood is high,
Epidemiological information gathered during interviews with TICV positive blood donors
indicates that the majority have hesn infected for many yoars, particularly through
intravenous drug use in the late 1970s/early 1980s. Although most bloed recipienis are
middle-aged or old, a significant number are children or young adults, Patients infected early
in Bife will suffer morhidity after 30 to 40 years, whereas the life-expectancy and guality of
fife of putients over 50 are unlikely to be affected.

Specialist opinion regarding the efficacy of treatment with Interferon alpha given either slone
or in combination with nucleoside analogues is heterogeneous,

In general, however, thereisa yiew thats

. Treatment offerad early after diagnosis is most Ikely to be effeetive i arresting Hyer
damage, while patients with established fibrosis and portal hypertension will not benefit.

+ The severity of disease must be assessed, and where there i evidencs of progression, a
trinl of therapy to deiermine responsiveness is worthwhile,

« Barly evidence from pilot stadics shows that combination therapy with Ieterferon and
Ribavirin may achieve virus clearance in up to 60% of patients.
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+ 1iis still not known whether therapy will affect the long-term natural history of the disease
and prevent relapse after therapy is di seontinued.

» Furthermore, Interferon alpha is not yet Heensed for use in HCV infection.

"The Position of the National Blood Service

When anfi-HCV sereening of blood donations was introduced in October 1985, the NBS
undertook to perform look-hack on recipients of previous donations from donors newly
identified as HIV positive. This look-back programme has identified small numbers of bloed
recipients, transfused befors 1985, who have been infected with HIV. In some cases, the
recipient was already Inown 10 be HIV positive (although not reported to NBS as potentially
infected through transfusion). In these cases, anti-HIV festing was carried out because of
clinical suspicions, and/or routing surveillanee in patients who have been multi-transfused
during the treatment of hacmatological malignancies or coagulation disorders.

When anti-HCV serecning of blood donations was introduced in eptember 1991, 2
look-back programee was not recommended. Doubts about the long term effects of hepatitiz
C infection, coupled with the lack of an effective therapy Tor individoals so infected, appear
t5 be the main reasons behind this recommendation. Furthermore, secondary transmission of
HCV to sexual parimers and offspring appears 1o occur rarely. This is in contrast with HIV,
where sccondary transmission is more likely and effertive coumselling can reduce the
likelihood of such transmission.

Transfusion-lransmitted hepatitis C is likely to form an insignificant proportion of all cases of
HOV infection in the seneral population. This is also true for HIV infection. Nevertheless,
the National Blood Service bears a duty of cars towards both donors and recipients. Donors
who are identified a8 heing infected with bepatitis C are offered counselling and appropriate
referral 1o 2 specialist wit. The NBS has the facilities fo kiace previous donations from
individuals newly found to be HCV infected when screening was introdneed. A look-back
programme for hepatits C could be instituted, (o identify those recipients who are wost likely
1o suffer long term consequences of HCV infeetion. Look-back could therefore be targeted,
which would reduce the resources required. Deapite currenl uneertainties regarding long term
efficacy of trestment and jis impact upon the natural evelution of hepatitis €, the 8ervice has
the ahility to identify biood recipients who may henefit from appropriate therapy in the
future, most particulaaly patients wransfused in the neonatal or paedianie period.

Implementation of the Programme

A look-back programme for HCV would he based on the current procedures for HIV, Blood
Teansfusion Centres trace potentially infected recipients through hospitals and general
practitioners. The recipients would be offered mterview and counselling, during which &
blood sample could be obtained for testing. Recipients confirmed to be infected could be
referred for specialist adviee through their genexal practitioners. [fthe decision ismade to
follow euly recipients in the young age group, the workload wonld be appreciably reduced.
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Timplementation of a look-back programme for BV will produce an additional workload for
the clerieal/secretarial and counselling services in the NBS. Those centres which do not
currently counsel doners for HOV infection would need to agree appropriate arrangements for
the counselling and testing of potentiully infected recipients.

The majority of donors ideptified as infected with HCV are likely to have scquired their
infection meny vears ago. This implies that no arhitrary time limit should be set on the
lack-hack for infected recipients. Bvidence from pilot studies in Fdinburgh suggest that very
few, if any, recipients ave tikely to be praceable and alive more than five years after
transfusion. Similar experience with HIV look-back, however, judicates that some recipients
ars alive and traceable up o ten years afler tansfusion and these are likely to be recipients
transfused in the neonatal and pasdiatric period.

Making a number of assumptions, 1 is probable that implementation of a took-back
programme for HCV will involve an overall caseload of approximately 3,000 for England and
Whales. The impact on the specialist units will nead further consideration,

Summary

The SACTTI feels that there is a serious ease for considering a look-hack policy for HCV.
To do vtherwise, when a look-back programme for HIV already exists, suggests double
standards. The wider implications of such a policy will necd further considesation and the
SACTTI recommends that the Hepatitis Advisory Group and the MSBT consider the matter
further as soon as possible,
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