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The question from Mr Tullis on 21 April 2010 was:-

A fresh point is that | have been asked by counsel to put a request to you in the
undernoted terms which may, in due course and if necessary, form the basis of a

formal section 21 order in due course.

“(1) What was the SNBTS policy in relation to HCV look-back (including the
counselling and testing of donors and recipients)
(a between the introduction of screening for HCV in
September 1991 and the commencement of the UK-wide

HCV look-back exercise in early 1995,

(b) during the UK HCV look back exercise,

©) after the end of the UK HCV look-back exercise (in 19987?)
and

(@ what is the current SNBTS policy in that regard?

(2) Please provide the principal documents vouching the SNBTS's policy on
these matters during each of these periods.

(3) Please provide any final report (produced in 19987?) of the look-back
undertaken by the SNBTS as part of the UK HCV look-back exercise”.

The following paper has been prepared by the Scottish National Blood Transfusion Service

to give as full an explanation to these questions as possible.
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GLOSSARY
AIDS: Acquired Immune Deficiency Syndrome
Component Therapy: the practice of separating blood into its component parts (red
cells, platelets, plasma, etc) so that several patients may benefit
from a single donation.
EIA: enzyme immunoassay. The most widely used test system for

detecting antibodies to infectious agents.

Hepatitis B surface antigen
(HBsAg) :

the protein coat of hepatitis B virus, which is produced in excess in
active infection, and which is easily detected by several types of
test.

Hepatitis B virus (HBV):

a highly infectious DNA virus, discovered in 1968, until which time
it was known as serum hepatitis (because of predominant route of
transmission, which is by contact with infected blood, in contrast to
hepatitis A virus (“infectious hepatitis”) which is spread by the
faecal-oral route). Tests for HBV first became available in 1970.
The carrier state is unusual in newly infected adults but common
when infection is from mother to child.

Hepatitis C virus (HCV):

the virus primarily responsible for non-A, non-B hepatitis,
discovered in 1989. Antibody tests first became available in 1990
and were introduced as routine screening tests by the UK Blood
Transfusion Services on 1 September 1991. An RNA virus,
mainly transmitted by the parenteral route. Around 80% of
infected individuals become chronic carriers.

HIV : human immunodeficiency virus — the cause of AIDS.

HTLV Il : human T cell leukaemia virus type Ill. The name first used to
designate the virus causing AIDS when it was first isolated in
1983. Later replaced by the designation HIV.

Plasma : the liquid portion of anticoagulated blood, separated by

centrifugation from the cellular components. The medium for
circulating proteins and other substances e.g. clotting factors,
which are isolated and purified in bulk from a pool of many plasma
donations.

Polymerase Chain
Reaction (PCR) :

the method by which HCV was discovered, and the technique still
used to find and multiply fragments of viral RNA/DNA in blood or
tissues. Used by SNBTS as part of the confirmatory tests for HCV
when anti-HCV testing began in 1991.

RIBA 2: recombinant immunoblot assay, 2™ generation. The
supplementary test first used by SNBTS to confirm the presence
of antibodies to HCV in the event of a reactive antibody screening
test. Now supplanted by RIBA 3.

RNA: ribonucleic acid. The genetic material of some viruses, including

HCV. Other viruses, e.g. HBV, have deoxyribonucleic acid (DNA)
as their genetic material.

Seroconversion:

the development of antibodies to an infectious agent following
exposure.

(98]
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Serum: the liquid portion of non-anticoagulated blood after clotting has
occurred. Used mainly for laboratory tests, e.g. detection of virus
antibodies.

Window Period : the interval between exposure to an infectious agent and the

appearance of detectable antibody or antigen in laboratory tests on
the blood. The exposed individual’s blood may be highly infectious
during this period, in spite of having negative test results.
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1 Definitions and Background

The term “lookback” was coined in 1986 after the introduction of screening tests for HIV'. The
procedure to which the term refers was not, however, new. In a paper summarising their early
experience in 1970 with the newly developed test for “hepatitis associated antigen” (“HAA”, later
named hepatitis B surface antigen (HBsAg)), workers in the West of Scotland Regional
Transfusion Centre (WRTC) reported that when a positive result was obtained in a donor’s blood,
“In the case of previous donors (now commonly referred to as regular donors) an attempt is made
to trace the fate of previous donations, and the recipients of these donations.”?

This is the procedure that became known as targeted lookback, the starting point being a donor
with a laboratory test result indicating possible infection with a transfusion transmissible agent.
Note that in addition to the requirement for a positive test result and a history of previous

donations, an asymptomatic carrier state (i.e. the donor was not apparently ill) is also implied.

Parenthetically, it is worth noting also that these authors commented that “ ... the exercise is
proving frustrating”. They found that many of the patients had died soon after transfusion,
presumably of their primary illness, but they also cited poor hospital records as a major obstacle to

tracing these patients, a theme that will be taken up later in this paper.

As well as the rather rigidly defined “targeted lookback” with which this paper will be mainly
concerned, the identification of patients contracting a transfusion transmitted infection (TTI) can

occur in other circumstances:

1.1 The development of symptomatic illness post-transfusion.

The first report of jaundice in transfused patients was by Beeson in 1943. He commented that the
illness resembled “infectious hepatitis™, but in fact most of these early cases are likely to have
been due to hepatitis B virus (HBV), later designated “serum hepatitis”. Even after the introduction
of screening tests for HBsAg in 1970, post-transfusion hepatitis was recognised clinically in some
patients, and such cases were often referred to transfusion services in the hope that an implicated

donor might be identified and further such TTI prevented.

Similarly, evidence that HIV could be transfusion transmissible was obtained from clinical
observations before a test for HIV was developed, indeed before the nature of the infectious agent
was known®. In 1984 Curran et al reported 18 cases of AIDS in adults who were not in a high-risk
group but who had been transfused within the previous 5 years®. In some cases they identified a
donor either from a high-risk group or with an abnormal lymphocyte profile in laboratory tests, the

only test then available, but one which was non-specific.
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Vigilance for symptoms or signs of illness that may have been caused by transfusion remains
important. When the agent responsible is known and a test available, a specific TTI may be
diagnosed and the search for an implicated donor may be undertaken either by recalling the
donors for testing or by testing stored, frozen samples of serum or plasma. This is sometimes
referred to as a reverse lookback or traceback. \When such an investigation identifies the donor
responsible for transmission, and where that donor has given prior donations, a targeted lookback

can then be pursued.

1.2 Screening of patients for non-specific laboratory markers of TTI.

When it was realised in the 1970s that post-transfusion hepatitis (PTH) was still occurring after the
introduction of HBsAg testing, researchers in the USA set up a study which became the main
source of information during the next 20 years on the clinical outcome of non-A, non-B hepatitis
(NANBH)®’. The main project became known as the Transfusion-Transmitted Viruses (TTV)
study. Patients undergoing elective surgery were asked to consent to prospective follow-up
including frequent blood samples. A donor sample was also obtained for every component
transfused. This systematic follow-up identified patients who had biochemical evidence of
hepatitis, usually in the absence of symptoms, and in whom hepatitis A and B had been excluded
as possible causes. The term NANB hepatitis was thus coined. By looking for hepatitis B
antibodies, as well as HBsAg, in the donors, and also measuring alanine aminotransferase (ALT)
levels, this study pointed to the possibility of identifying donors who were carriers of NANBH by

what became known as surrogate tests, a subject addressed elsewhere in other SNBTS papers.

The TTV study, though not strictly a lookback exercise in view of its prospective nature, was of
immense importance. The systematic screening of recipients evolved into the concept of
haemovigilance, while the extended follow-up of this cohort of patients provided clinical evidence
that NANBH (later shown to be hepatitis C in over 90% of cases), could after many years evolve
into a serious and life-threatening illness®. This was a major factor in the decision to pursue

targeted lookbacks when tests for hepatitis C were introduced (described in detail later).

1.3 General Lookback

This refers to the systematic screening of transfusion recipients for a given, specific marker for a

TTI®. This may apply to the general transfused patient population, or to specific groups of highly
transfused patients such as haemophiliacs, paediatric patients and patients undergoing renal
dialysis’®. Transfusion recipients may be identified by public awareness campaigns asking them to
come forward, or from blood bank records, followed by individual letters inviting them to attend.

These methods have been found to be disappointing in practice®'°.
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2. Lookback in relation to testing of donors for anti-HIV

It has been shown how studies of transfusion recipients with TTl and their donors had become
established by the early 1980s, and how non-specific markers might be used to identify donors
capable of transmitting infection. In spite of the previously quoted attempts to trace previous
recipients of newly identified carriers of hepatitis B, however, formal procedures for targeted
lookback had not been established. The reason for this is probably related to the unusual nature of
infection with HBV. Most individuals exposed to the virus in developed countries do not become
carriers (only around 5% of exposed adults do so), so once existing blood donor carriers had been
excluded by the new screening test, the vast majority of positive tests were in new donors, or
regular donors seroconverting due to recent exposure. Neither of these situations would have
consequences for recipients, except in the rare case of a window-period transmission from a
seroconverting donor. Perhaps for these reasons, as Busch remarked in a review of HIV
Lookback®, “... with regard to infectious risks of transfusion, this principle (of informing patients that
they may have been injured as a consequence of prior medical treatment) was relatively ill defined

and inconsistently applied prior to the acquired immune deficiency syndrome (AIDS) epidemic.”

It has also been shown, however, that elements of lookback had helped in establishing AIDS as a
TTI and contributed to the understanding of its epidemiology. This virus, initially known as HTLV I
and later redesignated HIV, was isolated in early 1983. By late 1984 prototype tests were being
evaluated, and by March 1985 the first commercial tests were introduced. Mindful of the fact that it
was a lookback procedure that had established the possibility of AIDS transmission by
transfusion'’, and in a heated political and legal environment®, in 1984 the major blood banking
organisations in the USA endorsed the procedure of tracing previous recipients of blood from
donors who subsequently developed AIDS™. The term “lookback” was subsequently coined to

describe recipient tracing triggered by a positive donor screening test'.

2.1 HIV Lookback in the UK

In the run-up to the introduction of routine testing of donations for anti-HIV in 1985 the UK Regional

Transfusion Directors set up a working party to advise on implementation. In their report, dated 11
July 1985, “Screening of blood donations for anti-HTLV Ill in Regional Blood Transfusion Centres”,

they made the following recommendation:

“7.1 Efforts will be made to determine the names of any patients who received blood or

components from the donors (found to be positive) taken during the past five years and

information given to the consultant in charge of the patient.”"®
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This recommendation for lookback was accepted, and also adopted in Scotland. The five year
limitation was in line with American recommendations.

From the date of formal commencement of routine testing (October 15 1985), the fate of all blood
components donated during the preceding five years by donors now known to be anti-HIV positive
was established. Working backwards from the most recent donation, living, traceable patients were
offered testing through their clinicians. When the recipients of a donation were found to be
negative, the lookback was halted at that point, the recipients of prior donations being assumed not

to have been at risk.

Lookbacks were not carried out in the following circumstances:

¢ When the most recent donation was more than five years previously ( this only applied to
the first few years of testing, as the introduction of frozen sample archives relating to every
blood donation became universally established in Scotland).

¢ When a frozen sample of the most recent donation was tested and found to be negative.

¢ When there was a clear history of recent high risk behaviour on the part of the donor and a
long intervening period from the previous donation (if archive samples existed they would
be tested also).

If any doubt existed, recipients were traced and tested.

Outcome: From a starting point of 39 anti-HIV positive donors with previous donations,
targeted lookback initiated by SNBTS resulted in 9 anti-HIV positive patients being
identified.

In addition to this “targeted” lookback, SNBTS also received sporadic reports from clinicians of
patients with HIV infection where the sole risk factor was blood transfusion. All such cases were
investigated to try to establish whether or not an anti-HIV positive donor could be identified. This
circumstance relates mainly to donations given prior to the introduction of testing, in which case
donors would be recalled for testing if possible, or donors could be ruled out on the basis of having
attended and tested negative for anti-HIV subsequent to the transfusion episode being

investigated.

Outcome: Number of patients confirmed or accepted on the basis of probability as cases of

transfusion-transmitted HIV — 8

HIV was designated a reportable disease for public health purposes, but CD(S) (now known as
Health Protection Scotland), established an informal reporting system for clinicians and

9
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microbiology laboratories, to which all of the above patients were notified. For the purposes of the
Public Inquiry, SNBTS and HPS have reviewed their records, and apart from the above 17 patients
only one further patient is known to HPS as a reported case of transfusion transmitted HIV. This
case has never been reported to or investigated by SNBTS, and the information held by HPS is

insufficient to allow any conclusion to be drawn.

In 1990 the Department of Health in London (DOH) requested information on all patients identified
by lookback for transfusion transmitted HIV, and supplied summary forms to be completed for each
investigation. On 8 August 1990 the SNBTS National Medical Director wrote to all SNBTS
Directors requesting that these forms be completed'. There is no information on the outcome of

this exercise, which was never published.

2.2 Factors affecting the effectiveness of a targeted Lookback
The low number of patients identified in the course of the HIV lookback in Scotland may seem

surprising, especially since the tracing of patients began immediately. However, this outcome is
entirely consistent with experience in the USA. Even in San Francisco, the epicentre of the AIDS
epidemic, where the Irwin Memorial Blood Bank went to extraordinary lengths in an “extended
lookback” to trace patients at risk, it was apparent that targeted lookback had uncovered only a
very small proportion of the estimated numbers potentially exposed®. There are many reasons for

the relative ineffectiveness of targeted lookback. Most apply equally to other types of lookback:

e The length of time for which the infectious agent had been present before a test
became available.
In the case of AIDS, this was around 7 years in the USA, but only around 2 years in Scotland.

HCV, in contrast, was present for several decades before a test was implemented.

e The virulence of the infectious agent
While HCV typically remains silent for many years, HIV may progress rapidly. In at least one case
in Scotland, a patient traced through lookback was found to have died of what, in retrospect, was

likely to have been an AIDS-related iliness.

¢ The effectiveness of measures taken to exclude at risk donors in the pre-test phase
This clearly depends on knowledge of epidemiological factors which allow identification of donors
who have been at risk of exposure to the infectious agent. In the case of HIV, the risk factors for
AIDS were rapidly established and donor exclusion implemented well before the availability of a
test, and in Scotland possibly even before the virus entered the population. The epidemiology of
HCV was less well understood, but in fact the HIV related exclusion categories were effective in
reducing the numbers of donors with HCV®.

10
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¢ The number of patients traced and found to be alive is inversely proportional to the
time that has elapsed between transfusion and discovery through lookback.

In other words, the greater the delay in tracing the patient, the more likely it is that they will have

died of the illness for which they were transfused, or some other cause. The transfused population

tends to be elderly, and many published reports of lookback record mortality of the order of 50% or

more from the primary disease'®.

e Transfusion practice
The increasing use of component therapy in the 1980s, with up to 3 or 4 components made from
each whole blood donation, would have had the effect of putting more patients at risk from an
infectious donor. In Scotland this tendency was more than offset by the successful drive towards
self sufficiency in the supply of plasma for fractionation. In order to meet the ever increasing
demand, whole blood donation rates were raised year on year, reaching at one time a level of over
70 donations/1000 population/year. The result was an excess of non-plasma components, chiefly
red cells, with a concomitant high level of outdating before use. This factor was very evident in the
Scottish lookback experience with both HIV and HCV, i.e. that many units of donated red cells

were never actually transfused.

¢ Inadequate or non-existent hospital record systems
This is one of the major difficulties in trying to trace patients transfused some years previously. As
Busch noted®, and the SNBTS experience confirms, blood bank and hospital records are seldom
available from the pre-computer era, so that it is virtually impossible to trace the fate of donations
from the early 1980s and before. Even in the mid—to late 1980s, many blood banks relied on paper
systems which were difficult to search systematically. It is therefore frequently impossible to

establish whether, and to whom, a blood component was transfused.

+ Patients move house, emigrate, marry and change names
In the modern NHS, patient tracking systems are highly efficient, and it is now possible to establish
whether a patient is deceased, or if still alive, the GP practice with which they are registered. This
is a relatively recent development, but even so, for the reasons given above it may not be possible

to trace a patient once identified.

The HIV epidemic prior to the introduction of testing largely predated blood bank and hospital
computer systems, and all of the above factors were in play to a greater or lesser extent, thus the
relatively low number of affected patients identified through lookback is less surprising than it might

have seemed at the time. The main factor, however, is likely to have been the introduction of

11
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donor exclusion for risk groups before the infectious agent became established in Scotland, which,
while it would not affect the numbers of affected patients per positive donor, undoubtedly

minimised the overall infection rate in the donor population.

3 The HCV lookback debate

The HIV lookback experience was largely uncontroversial in terms of the decision to undertake the
exercise. Retrospective analysis in the USA, however, revealed the poor effectiveness of targeted
lookback as discussed above. The labour intensiveness of the process had not been seen as a
particular contraindication, perhaps because of the highly charged atmosphere surrounding what
was seen as a dangerous epidemic, but when the cost of attempted general (see Section 1.3)
lookbacks were counted, and the unimpressive returns, transfusion medicine specialists in the

USA raised questions about the cost-effectiveness of the process.®'.

In 1989, the hepatitis C virus was discovered and a test was in prospect. Initial projections put the

9,10

population prevalence in the USA and Northern Europe at 1 — 2% By extrapolation, it was

thought that around 300,000 transfusion recipients in the USA and 100,000 in France might have

1039 This suggested that several thousand Scottish patients

been infected by blood transfusion
could be similarly affected. When the results of the first few months of testing were analysed,
however, it was apparent that the prevalence in Scottish blood donors was less than 0.1%, i.e.
greater than 10 fold less than in the general population'. This difference can be ascribed mainly
to the demographics of blood donors and the effectiveness of donor selection, but even so the
numbers remained daunting, and it was by no means certain that transfusion services would be

able to cope with a lookback on such a scale.

Leaving the anticipated cost and logistical difficulty to one side, however, two main reasons were
cited for the proposal that HCV lookback should not be pursued:

e There was doubt about the clinical significance of hepatitis C. Extended follow-up of
patients in the TTV and other similar studies®'® had shown that, though a minority of
patients would develop cirrhosis of the liver (around 20% after 20 years), and a small
number would die of liver failure or hepatic carcinoma, overall mortality in the HCV infected
patients was similar to controls. The disease was therefore regarded by many as relatively
benign.

¢ Treatment (with interferon) was still experimental. Unlike in AIDS, where in spite of the lack
of specific curative therapy much could be done to prolong life by treating the so-called

AIDS related illnesses, no other intervention was available in the treatment of HCV patients.

12
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3.1 HCV Lookback in Scotland
While the debate continued in the USA about lookback, preparations were underway in Scotland

for the implementation of testing. In the summer of 1990 the SNBTS Directors set up a working
party to advise on policies and procedures, with particular emphasis on counselling and care of
donors with positive anti-HCV tests. In their report dated 23 November 1990 the authors advised

that lookback should be instituted from the onset of testing”.

The report was well received north and south of the border, and the materials produced for donor
counselling were accepted UK-wide. The proposal for lookback underwent further discussion by
both the SNBTS and the NBTS Directors and was finally rejected after referral by the SNBTS
National Medical Director (NMD) to the Department of Health, London (DOH)'®'%20,

3.2 The Edinburgh “Pilot Study” of HCV Lookback
In the Edinburgh and South East Scotland Regional Transfusion Centre (SERTC) HCV lookback
was carried out in real time from the commencement of routine donation testing for anti-HCV. The

rationale for this was that the principle had been established, when a formal decision was taken to
undertake lookback in relation to testing for HIV antibodies throughout the UK suggesting that
transfusion medicine specialists had a duty of care in this respect. It was clear that no extra
resource would be made available for this, so the stated aim was to assess the workload
implications with a view to publishing the results. A visiting blood bank physician (now Medical
Director of the Malaysian Blood Transfusion Service) gave invaluable practical assistance under

the direction of the Medical Consultant, SERTC who was responsible for the lookback study.

The results of the initial phase of recipient tracing were published in 1994%'. From a starting point
of 15 anti-HCV positive donors who had given blood before testing started, 9 surviving anti-HCV
positive patients were identified. Table 1 gives more details of this study, and also results from

other countries reporting lookback outcomes®'.

Not mentioned in the above list of factors affecting the efficacy of lookback is the importance of the
specificity of the screening test and the confirmatory or supplementary tests, if any. The SNBTS
screened from the start with a “second generation” antibody test, a second generation
supplementary test (RIBA 2) and the polymerase chain reaction test for virus RNA. The result was
that a “diagnosis” of hepatitis C in a donor was extremely secure, with very little risk of a lookback
being carried out on the basis of what might turn out to be “false positive” results. Cases of
apparent anti-HCV positivity but with negative results for virus RNA on the polymerase chain
reaction (so-called “indeterminates”) were dealt with later, after discussion at the DOH Working

Party on HCV Lookback, with largely negative results. The SERTC also had a frozen archive of

13
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donor samples dating from 1984, and this allowed testing of each donor’s archived samples, which
in turn showed that certain donors had seroconverted recently, obviating the need to trace and test

earlier recipients unnecessarily.

The outcome of all of this was that all of the living recipients tested in the initial period were able to
be confirmed to be HCV positive, in marked contrast to reports based on first generation tests.
The number of donors identified as truly infected with the virus was approximately 10-fold less than

had been suggested by preliminary work with first generation tests.

The publication of the early papers listed in Table 1, and the knowledge that the experience in the
SERTC would be published in late 1994%', led to a reconsideration of the HCV lookback policy.
The DOH established a Working Party of the Committee for the Microbiological Safety of Blood
and Tissues (MSBT) under the chairmanship of the Deputy Chief Medical Officer (DCMQ), Dr
Metters. On 22 December 1994 the Management Executive of the NHS in Scotland instructed the
SNBTS to ”.....take forward as expeditiously as possible the look-back exercise for all areas of
Scotland” as shown in Appendix 1. Thus the policy on lookback for Scotland was established.
Further to that, on 11 January 1995 the Parliamentary Secretary for Health announced that the
Government had approved a national HCV lookback, and on 3 April 1995 the CMO issued a letter
to all doctors, providing details of the procedures to be followed®. These were exactly as used in
the Edinburgh pilot study, but the procedures and documentation were standardised for use
throughout the UK. The procedures described in the CMO letter are shown in Appendix 2, and the
specimen letters and forms in Appendix 3. In this way, from 1995 a generic policy for lookback
was adopted by all the UK Transfusion Services based on the CMO letter. This policy can now
also be found in the "Red Book" (Guidelines for the Blood Transfusion Services in the United
Kingdom, TSO (London) 2005, 7th ed., pp 146-147).

Progress with the tracing, counselling and testing of patients was monitored by MSBT. At a
meeting on 12 January 1996 the Committee acknowledged that progress had been slower than
had been hoped, and proposed alternative ways of moving forward:

1. Continue Look-Back (sic) using the present strategy, but with central exhortation to speed

up the process.

2. Abandon the Look-Back entirely and offer hepatitis C tests to anyone who has been
transfused.
3. Continue with the Look-Back but offer assistance to overcome the bottlenecks due to

problems in tracing hospital records and a shortage of suitably trained counsellors.”*

14
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The Committee unanimously agreed to continue with lookback as initially proposed, but suggested
ways in which extra resource might be provided, “.... should Ministers feel action needs to be taken

to overcome bottlenecks”.

Progress, however, remained slow, and the Scottish Home and Health Department (SHHD) did
indeed feel that extra resource was required, particularly in the West of Scotland, and additional
medical and nursing staff were provided (mainly from within the Scottish Centre for Infection and

Environmental Health (SCIEH), now known as Health Protection Scotland).

On 10 June 1998 Dr Keel, Senior Medical Officer at SHHD, wrote to Professor Franklin, National
Medical and Scientific Director of SNBTS stating that the MSBT, at its meeting on 4 June 1998,
had decided that “... all reasonable measures have been taken to trace components and recipients

34 Efforts were also to be made to

in Scotland, and that the tracing exercise could therefore stop.
ensure that the documentation was accurate before the lookback exercise could be closed, but no

formal report was requested from SNBTS at that time.

In fact, the lookback can never be considered to be closed, as donors with evidence of hepatitis C
continue to be found on routine testing of donations. It is rare, however, for a donor presenting
now to have donated prior to September 1991, and not to have donated in the 18 years that have
elapsed. It is even rarer for living recipients of those earlier donations to be identified, but all

efforts continue to be made to do so.

The final outcome of the Scottish Hepatitis C Lookback was detailed in a letter from Andy Kerr
MSP, Minister for Health and Community Care, to Roseanna Cunningham MSP, Convener or the
Health Committee of the Scottish Parliament, on 20 February 2006®. The results are given in full
in Table 2.

3.3 International perspective

In the Netherlands it was national policy to carry out lookback from the initiation of anti-HCV
testin923, but other countries such as Denmark, France, Canada and New Zealand only instituted
national programmes at around the same time as the UK'®. The US Food and Drug Administration
finally followed suit in March 1998%. Published results from many of these programmes are given

in Table 1, together with the outcome of the UK lookbacks.

4 Cost-effectiveness of targeted lookbacks
The limited effectiveness of targeted lookback has been referred to above. In the San Francisco

area it was estimated that less than 3% of the projected total number of patients infected with HIV

15
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through transfusion were identified by lookback®. In the Canadian experience with HCV lookback,
in contrast, the return was considerably greater, but still they estimated that less than 20% of
surviving patients had been identified'®. The costs of the lookback process, however, were

relatively modest, at around US $6,000 per newly diagnosed HCV-positive patient.

An accurate assessment of cost-effectiveness requires more than an estimate of the cost of the
lookback process. Most importantly, an assessment of the potential health benefit to the patient,
and associated costs and potential savings, is required. Decision analysis modelling predicted that
fewer than 1% of transfusion recipients identified through lookback would derive an overall health
benefit through being identified by lookback®, but a later review suggested that HCV lookback
might increase patients’ life expectancy, though by a modest amount, and could reduce health care
costs®. A crucial issue is the effectiveness of treatment for HCV, which has been increasing as
knowledge accumulates and anti-viral therapy improves. Set against this is the fact that most

transfusion recipients are elderly and many will not be considered for aggressive treatment.

While acknowledging that, as an exercise in public health, the HCV lookback in the USA was
“helping very few people” — only 1 to 2 percent of affected patients were newly diagnosed as a
result of the American HCV lookback — AuBuchon concluded that there were benefits to the
transfusion services, and thereby to the community, resulting from the respect and recovered trust

that these efforts engendered®#°

. To quote Busch, “The principle of informing patients that they
may have been injured as a consequence of prior medical treatment is well established and rests
on a solid medical, ethical, and legal foundation.”. In the UK, this principle has been invoked most
recently in carrying out systematic lookback on the introduction of testing for human T cell
leukaemia viruses (HTLV) in 1998, and also in dealing with the consequences of the finding that

vCJD has been transmitted by blood transfusion to 4 recipients.

In the case of vCJD transmission, the recipients of other donations from the implicated donations
have been traced and informed, though no benefit can accrue to these individuals in the
foreseeable future, both in satisfaction of the stated principle and also as a preventive public health
measure to avoid secondary spread. If and when a test for vCJD in blood donations is introduced

it is highly likely that targeted lookback will be required again, regardless of cost.
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TABLE 1 SUMMARY OF HCV LOOKBACK LITERATURE
Details of Lookback | Index Donors | Donations | Components | Components | Recipients | Deceased | Recipients | Alive and | Anti-HCV
(n) not traced not traced Tested Positive
Ayob et al (Scotland) 15
(Sept 1991 — March (RIBA-2/PCR) 63 83 9 39 27 3 9 9
1992)?"
Koerner et al 27
(Germany 1990 — 93)% (RIBA -2 62 4 47 29 16 9
only)
Vrielink (Netherlands) 22
May 1990 — January (RIBA-2/PCR) 172 270 143 127 57 31 32 26
19923 (“pending”)
Foberg et al (Sweden) 9
(1988-1991)* (RIBA-2/PCR) - -- -- - -- - 27 16
Kolho et al (Finland) 85
(1989-1990)* (RIBA-1) 193 ?14 148 57 14 73 14
Long et al (Canada) 561
(Lookback commenced (RIBA-1/2 3196 1381 1028 590 353 215
March 1995)%*
Cristensen et al 150
(Denmark) - -- -- 1018 685 45 157 128
(commenced 1996, “at
least 10 years back”).
Earliest 1975’
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Details of Lookback Index Donations | Components | Components | Recipients | Deceased | Recipients | Alive and Anti-HCV
Donors (n) not traced not traced Tested Positive
Williams et al (Alaska) RECIPIENT
(1980 — 1992)% BASED 3169 1813 764 41
493
Heddle et al (Canada) PATIENT (33.8% 455 agreed -
Paediatric Patients BASED returned to HCV
1978 — 1985%° 1546 patients undelivered:; tests : no
(by letter) 531 did not results
respond given
Culver et al (USA) 72,193
(Commenced 1998)% (RIBA-2) 97,743 28,848 58,816 32,430 4921 1115
Soldan et al (England) 1286
(Commenced 1995)*' (RIBA-2) 9222 2119 4424 2711 154 1209 677
SNBTS “final” outcome 360 203
(June 1998) (RIBA-2/3 + 1658 2026 670 880 536 78 (63 not 133
(unpublished) PCR) tested)
Edinburgh “final”
(March 1998) 66 357 439 112 180 111 16 48 23
Includes indeterminates
n = 10 donors

18



TABLE 2
RESULTS OF SCOTTISH HEPATITIS C LOOKBACK

Hepatitis C positive donors who had given before 1991 360
Donations by those donors 1658
Components prepared from those donations 2026
of which  traced 1356
not traceable 670
Number of recipients identified by hospitals 880
Potentially eligible for counselling and testing 266
of which  counselled and tested positive 133
counselled and tested negative 70
other — declined; not appropriate for testing; results
not reported back to SNBTS 63
Deceased 536
Not traceable 78
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HEPATITIS € ~ LOOK-BACK
i enclese for your infopmstion a m@%? af 8 letter which Lord Fraser has
today senl in My Tem Sackville, » Perlfamentary Under Secrelary of
Yoate for Mealth,
I shoold be %Mﬁ i you would mow take forward sy expeditiously ws
posaibie the c-baek exwrcise Tor sl aress o Scotland.,  You will no
doubt keep the Departmént informed of progress.

Yours sincbesly

.....................

BEMOGRL. E24

ﬁﬁ ) i
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The Rt Hon the Loed Prasas of CarmyiBie QU Edmborgh EHE 306

........................

Towm Seckville Bag MP

Parliamentary Under Secretary of State
Depsriment of Health

Richmond Bouse

LONDON
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HEPATITIS € VIRUS - LOOK-BACK EXERCISE

Ag you will be awsre o vumber of patients may have contrsetind the
Hepatitis © virus (HOVY frotm blood transfusions or blood products using
bload from infected donors prior to e introdoction of soveening for HOV
i 1883, Unid) now there hisve been ho aredngiments  made (o warpy oul
any look-back exercise to identify thess pecipisnts of the infected blosd
and 1o arrangs coungolling with a view (o teestiment. Part of the reason
for this Jack of any follow up sction wes & conpern Dhat §t would be
fmposaible to Meotify sl eecipients of nfected blood and sves ¥ 1L wors
possible there way o ek of accepied freatment which would be beneficial,
It was socepted that i po effective trestment was evailable, forming
these patlents who were unaware of thely gitiston pould pot be hustifled,
since this would cnuse Turther disimess sad anxdety without any benefit,

Following a pHot  resenech study sarvied out lasst year by the Edinburgh
and Seuth Esst Geotland Blood Transfusion Service it has Tesn ﬂfxm%im
that & leok-beck exercise for Scottish patlents would be fensible and
practicable.  The results of Wiy study heve already sppearsd In o
professlommt fournal and are therefors in the publie dumin The wivies
which 1 have weceived [rom medical and legel stalf is thet as auch &
Imt*b&ek exercise is practicabls ther the Secretary of State snd 1 have a
duty to undertake the exercise as sooh &8 possible. Fallure 10 do 6o may
result in n ih’bimy for loss or lnjury osesgloned to the individuals

ﬁ wthire or delay In iden g the rediplents; sod, whers
¥ mmw offering treatmant.

i conscious that the metler of & bek-buck policy for HOV was
wmdtml by the Mceroblologieal Safety of mmd& and 'X&nun fw
Transplantation CTommitise (MSBT) & twir recwnt meetin

have advised thet procedures should be zm in place 1o !&anw‘y mm at
rigk  but "whatever 15 done should be done egually and  uniformiy

SEM0GIZ0. 174 B ot

R SR TR S b B §Teaw %, =
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88 8 prilot txzsrﬂgise}m.‘ .

throughout the UK". The Commities has also recommended that guidance
should be drawn up but thizs lesves unresolved the guestion of timing of
the introduction and the lmplementation of the look-barck exsrcise., The
advice which I have received from my medical and legal s1aff js such that
1" consider that it Is no longer s matier of policy but of legal Habflity,
and that the look-back should take place as soon as possible In Scotland.
1 am informed that the ‘Scottish National Blood Transfusion Service is
resdy 1o carry cul such an exercise and 1 have no slternative but o
ingtruet them 1o proceed.

I sppreciate that there sre sensitivites in procesding in advance of the
regt of the U¥, but given that it may be some Ume before all parts are
ready, I consider that 1 have Yitle cholee but to take this forward Im
view of the positon in Scotland. 1 shall ensure that you will be kept
informed of the progrees of this exercise einee | recognise that this may
have walue ss a pilet for any simiar exerciie elsawhere in the UK
{although U would net, of coupse, wish our action 1o be presented or scen

1. sceept that any sxerclse way encoursge further pressure for
cowpensation for those infected but we shall continue 1o resist this
robustly in Hpe with our genersl policy. ‘We shall not of course be
publicising the look-back exerdise and shaill do all we can o aveld
media interest, I, however, direct questiong ere ssked, it would be
difficult to svold answerlng them.

I do hope that you will understand that the Scottsh circumstances make
it imperative that action ls taken now.

I mm topying this jetter to Rod Richards, Weish Office and Malcolm Moss,
Worthoen Trelagd

BEM00220, 124
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The guidance and procedures are set out in the
Annexes: '

* - Guldance on the look back procedures -
Annex A
* Guidance on counselling and treatment

options - Annex B

i is imporiant that all testing to determine a patient’s
hepatitis C staws is undegtaken by diagnostic

~ microbiology laboratories with the capability of
“performing polymerase chain reaction (PCR) for
hepatitis C on site. A list of recommended
laboratories will be provided by the National Blood
Authority.  Arrangements have been made for the
“National Blood Authority to bear the cost of such

testing.

iR A A
Nongroslii .|

Dr Kenneth C Calman
Chief Medical Officer
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I’R(}GRAMME TO IDENTIFY RFCIPIENTE OF ‘BLOOD INFECTED) WITH
HEPA' TITIS C VIRUS (HCV)
. A;grii 1895

L. . Action by Regional Transfusion Centre

Al reference laboratory confirmed HCV antibody positive donors to be identified
and their donor record exaniined. Where the final HCV test résult is deemed fo be
incleterminate this should be recorded, but no further acnon is vequired at the
pu'tsert time.

All donations given prior to the index HCV antibudy positive dopations to be
identified by donation number together with all the unfractipnated blood
corponents prepared from these previous donations,

The fate of all these previously donated units and their associated unfractionated
-components must be established, e,

red celly

platelets

clinical fresh frozen plasma
cryoprecipitate

A Nistof all components issued to each hospital ‘must be yrepmed This lst must
provide the donation auber, the type of component and the date of issue 10 the
hospital.

Regardiess of how far back individual hospital records are kep, the BTS must
endeavour to provide a complete list of componerts issued and the date of issue for
each previous :io ation from reference laboratory identified ent-HCV positive
denors. This is cruciel information as even if the hospitals no longer have records
going back as far, the BTS will still be able to provide an estimate of how many
potemially. at risk recipients cannot be traced and when and at which hospital they
were trabsfused.

Based on available data, it is sensible to work on the assumption thal all previous
dopations were potentially infectious. 1t is not therefore considered pecessary o
test archived samples for the presence of anti-HCV but where availeble they should
be kept. An exception could be made where individual pa;iem circumstances make
it desirable to know whether or not they were put at risk, ie, in individual patients
where it would be preferable not to inform them that they had been put at risk
tuless the presence of an HOV infection would alter their management.
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ceeiats 1GspUERIVIE FO0 the blood Bauks at the b
hospitals concerned whcre blood or bivod components from these donars has been :

sent stating that the donor has subsequently been shown fo be hep C positive.

2. Action by Hospital ggegartmegts of Haematolopy and by.Consultants
(1} The biood bank record shmﬁd be searched to identify the fate of each

individual component. Record name of the putative recipient and the cate of i
iszue from the blood baok.

@ity Jf the unit appears fo have been transfused the patient’s hospital records '
should be obtained and the waosfusion confivmued. Record whether the
patient is:

{a), alive and still under hospital consvltane follow up
(b}  alive and discharged from hospital care
() dead (note cause of death if knows)

(If the hospital records indicate blood was given, but do not give details of
the donation number, it should be assumed that the implicated donation was
used in this individual and the patiemt should be counselled and offered a

test. If the case notes state that blood was not given, then every effort ;
should be made 1o 1y fo identify where the Llood went). 5

{iif) From the hospital records. it should be possible to idemify the consuliunt who
was responsible for the patient at the time of the relevant wransfusion. This
consultant or his successor should be contacted using 2 standard Jetter which
will be provided. The consulant will be asked to indicate within 14 days : i
whether or not he wishes 1o counsel the patient personally, i

{iv} 1f the original consultant gither does not respor;d within 14 days or indicetes
that he/«,he doss not wish 1o counsel the patient personally, the RTC
consultant will arrange fo send a standard letrer, which will be provided, to

~ tlie consulant tespongible for the continuing care of the patlent or 1o the
. recipient’s GP. The consultant or the GP will be required to complete a
questionnairs asking for details such as whether:

it is-appropriste 1 coniact the patien? angd
if not, the reasons Wiy, and whether the consultant or GP

wishes to follow up the patient himself,

29



(v) 1f'the consultant looking after the patient decides that it is inappropriate for

the patient to be contacted, the reason simu!d be docume-med and the 3P and
- the RTC informed.

{vi) If the patient has been discharged or the hospital consultant does pot wish to
* be involved, the RTC should be informed and they will contact the GF.

3. General Principles of the Look Back

The presumption will be that each identified recipient would be counselled and
tested. However, in exceptional gituations such as severe psyehiawric illness or
termtinal physicat illuess the conswitant ot GP may feel it inappropriate to-add to
the patient’s distress. It is also essential that the patient’s current GP should check

to engure the paticnt is alive, if letters addressed to deteased recipients are fo be
avoided.

The RTC will prx:pare 2 confidential file card/data base for each donation cross
referenced with « file card/data base for vach hospital. A monthly update system
mwdified according to circumstances would be appropriate. It is essential that all
relevant data is notified to the RTC,

Plasma that went.for fractionation does not nged to be traced back but its
destination needs to be poted for completeness. In addition transmission of
hepatitis C may have occurred in recipients of IVIG and coagulation factor
concentrates before viral inactivation procedures were introduced, RTCs will be
able to advise on the need for testing which depends on the producr and the date of
treatment. Recipients of albumin and IMIG are not at x:isk.

Immuno compromised patients may need spec‘;ai testing incl udmg polymerase chain
reaction (PCR). -

4. Fuither Information

Any questions about this procedure should be addressed to the Director of your
Regional Transfusion Service.
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* Repeat Reactive Donor ldentified ! Loo‘c@q Ce &,Q' Ne

*

-»kif:\l:Pos!tivityécanﬁrmgd RIBA, PCR )

. Compohen:s not issued to
Donation Record Reviewed  ———————8 | Ijnanitals ar returned unussd
to BTS

Rlocd sent to hospitals | | NO FURTHER ACTION

Cantact Consultant Haematologist in charge ‘of Blood Banks
at refevant hospitals with donation number and date of Issue to hospital

u--u-..i—.nu-‘.,.,...u.n.u.....‘. i A YWY SR L R R e e e R s

Chetk hospital Blood Bank recards for name of recipient

|
¥ .
Check hospital notes, did patient receive blood?

NP A S S——

A"""/ . \\\.N, )
Yes N ==+ check if returned xm{sad
, » T
Contact Cansiiltant 4 ( " TYES ] N —wwene Cheoe for reciplent
incharge of case . i
Sl NO FURTHER ACTION |
. A v-..‘_\“‘
Patient discharged Still under Consultant care
1 GP to ve Informead
I
Teli RTC , ! B, It is essential to try to establish
jr that the patient is afive before any

‘ . : attompt Is made to contact thern
RTC Contact GF Hﬁs patient alive? } ‘

B ) .
Yes [NO - NO LOOK BACK ACTION
Contact patient
Coungal
-
et T i .
" T ——” :
Pesitive « inform RTC Nagative® - inform RTC
Refer to Hepatologist | Gastroenterologist } ‘ (NO FURTHER ACTION |
for assessment / treatment s ]

"I patient i imimunccomprotised, ELISA may give @ false regetive result and
PCR may be required
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ﬂﬂﬂﬂﬂﬂ AL S SIVEL L LD HRPATTIVIS O ANNEX D .

GUIDELINES FOR COUNSELLING PATIENTS “‘» April 1995
Introduction

1. Recipients of blood or blood components from denors now known to be
carriers of Hepatitis C virus (HCVY are being traced with a view o providing
counseliing, testing and specialist referral as appropriate.

2. These guideiines are intended for use in counselling patients identified
through the look back exercise as hepatitis € positive, They give some
background to this exercise, explain the implications of being found to be anti-
HCY positive, provide information on ways of avoiding infecting vthers, provide
advice as to the appropriate steps to be taken and briefly provide notes about the
likely management at specialist centres abont which patiems are likely w ask.

3. Patients found to be infectzd with hepatitis C are EH‘EI}! to-have concerns

both about their own eurrent and future health and also about possible spread w0
others incliding their family. Patieats may only gradually come to teres with theiv
situation and may require several consultations. An independent support network
may be a helpful adjunet and the British Liver Trust ¢an be a source of appropriate
information and patient support.

ack i

4. The prevalence of Hcpatmﬂ C in the UK s estimated ©0 be batween 0.1%
and 1% of the general popu ation, and the rmost frequent mode of transmission is
¢ a result of inravenous drug misuse and needle sharing:

5. It'was recognised for many vears that there was a viral infection which
following blood transfusion, despite negative tests for hepatitis A and B, could
cause acute and chronic hepatitis, This was termed parenterally-transmitted or post
ransfusion non-A, non-B hepatitis, In 1989 HCV was discovered and antibody

" tests were developed. The initia) tests had high rates of false positivity bt the
current tests are much more specific and #t is now possible using molecular
biological techniques to detect the vires genome (HCV RNA) in patients’ blood.

6. ‘Transfusion services in the UK began screening for antibodies to HCV on 1
September 1991, Patients iransfused subsequent to that date have a negligible risk
of having been infected by transfusion. Not 2l of those transfused with potentially
infectious blood prior to the commencement of testing will, however, be identified
by the "look back" procedure; as this relates to donors who have given blood
since HCV testing was introduced in September 1991, For patients transfused
prior o September 1991, it may only be possible to prov;de full reassurance by

" offering 10 test them for antibodies to HCV.
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e e a2 UIG U U 16 00U recipients will be traced s part of
the "look back” exercise. Chronic hepatitis is often asymptomatic and the
diagnosis of chronic hepatitis C in recipients of blood ks likely to be an unwelcome
surprise for most patients although public awareness has‘been heightened in recent
weeks with media coverage.

8. Patients confirped to be anti-HCV positive (see below) should be counselied
on the implications of the test result and referred for a specialist opinion. It should
be borne in mind that the infection may have been contracted as a result of risk
behaviours rather than blood transfusion, and since this, and the duration of
infection, may have some bearing on the prognosis and on the outcome of
treatment, the patient should be questioned in a sensitive manner about such risk
behaviours. -

 Implications of a positive fest - prognogis

9. Following infection with Hepatitis C virug the natural history varies widely.
Some patients may recover spontaneously and completely. - Some go on fo develop
liver damage often without symptoins. Cirrhosls may develop in 10% w0 20% of
those: infected bur this may take 20-30 years to develop and may be unprecognised
elimically. A much swaller numbér may then go on'to develop hepatocellular
carcinoma.

10, Patients are described as anti-HCV positive when a sereening test is pesitive
and the result has been confirmed by recombinant immunoblot assay (RIBA).

Most soch patients will also be positive for HCV RNA using the polymerase chain
regction (PCRY. PCR positive patients usually have raised transaminases
(especially ALT), though this may be intermitient and upimpressive,

Epidemiology - wodes of transmission

11, The commonest route of transmission is by shaving needles or equipment
during intravenous drug misuse. Transfusion of blood or fresh compogents
{platelers, fresh frozen plasima or cryoprecipitate) prior {o the introduction of
routine sereening on I September 1991, or of clotting factor concentrate prior to
the use of virus inactivation procedures in 1984, also carvied & risk of infection.
{Orher blood products which were not virally inactivated have transmitted Hepatitis
C mere recently.) Other parenteral routes capable of hepatitis C ransinission
include wattootng, and, theoretically, electrolysis, ear-piercing and acupunciurg.
Sexual transmission oceurs, but the frequency is controversial - most studies
indicate infection rates of less than 5% in sexual pariners. However use of harrier
contreception should be discussed with each couple. Vertical transmission (muthet
1o baby) appears o be of a-similar order. These figures are based on figures from
N America and Furope, There is thought 10 be increased risk of transmission if
the patient has concomitant HIV infection. :
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L B s 2

s ve avanavic 1O several years, The risk of spread by ordinary household
spread appears very small. Offering to screen regular Sexual contacts and children
botn singe their mother's t*ansfusmn msy help to alleviste some of the amiety
associated with a2 new diagnosis of chronic hepatitis C and may influence advice on
whether barrier contraception is mecessary.

Avoiding infecting athers

13, In counselling HCV positive recipients, they should be asked whether fiey
have ever donated blood or a tissue. Anti-HCV positive individuals should not
donale bloed, tssue or semen, and should not carry an organ donor card and,
notwithstanding the estimated low risk of sexual transmission, the same advize
_should be given to their regular sexual partners regardless of their HCV status.

14.  Toothbrushes and razors must not be shared, and cuts or skin lesions should
be covered with waterprool dressings.

15, When seeking medical or dental care, patients should be advised to inform
those responsible for their care of their anti-HCV status.

16, At present there i insufficien; evidence 1o recommend changes © current
sexual practices, although regular sexual partm.rs should he mmmeiled and offered
testing, Hepatitis C positive patients should be advised to forewarn and practise

safe sex with new partnets, -

17. Children born to HCV positive mothers should be tested for HCV, <
prefecably 2 years or more afier birth to avoid false positives dug to. passive Y N
antibody. Transmission from mother & infant has been reported but the risk is

helieved 10 be Jow. ;

mmmt@mmmun

1&g Al amx-H(’ 'V positive patients sbould be referred o a specialist with an
interest in the condition for further assessment. This will usually involve a period
of observaticn and, in most cases, a liver biopsy. Patienms considered to be at risk
of progressive liver disease may be offered treatment with interferon.
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- L e wssminiiadt VAIUE SUERSES On going hepatitis but is not
useful in determining the severity of discase. A normal transaminase value does
not exchude active liver disease; it has been shown that patients with normal liver
biochemistry can have serious underlying liver disease including cirrhosis, All
patients who are HCV antibody positive (confirmed by RIBA) should therefore be
referred on to an appropriate specialist centre with expertise in antiviral therapy
where more detailed testing can be arranged such as detection of HCV RNA,

Notes about management at specialist centres

20,  Further counselling will be given at specialist centres and treatment op‘ions
can he discussed in more detail. Liver biopsies are likely fo be offered to patients
with raised transaminases (ALT) values or those with normal {ransaminase values
and positive HCV RNA tests, '

21, In specialist centres the liver biopsies can generally be performed as day
cases but admission is organised for those patients where there is a high chance of
underiying cirrhosis. The liver biopsy helps determine the level of inflammation
and the stage of the disease. Other coexistent liver diseases may also be

disgnosed, This helps the physician and the patient decide on the best treatment
option, “
22, The aims of antiviral therapy, of which Interferon is an example, are to
¢radicate the infection thereby preventing further progression of hepatitis and to
render the patient no longer an infection risk to others, Effective viral thérapy
given early in-the disease process will reduce the chance of the mare serious Jong-
‘term sequelac of chronie hepatitis C such as circhosis and the development of
“heparocellular carcinora. Interferun alpha is the only licensed therapy for clironic
hepatitis C. A typical regime js 3-6 MU administered subcutancously of
intramuscularly theice weekly for 6 to 18 months, Most patients can be tanghy to
self administer the drug and need fo be warned zbout possible side effects
{myalgia, fever etc). Regular blood counts are required fo detsct feucopenia and
thrombocytopeniz andt to alier the inerferon dase accordingly.

23, Although 40-80% of patients respond initially to interferon with
normalisation of transaminase values, only 50% of the responders (ie 20-40% of
those treated) have a‘sustained response after cessation of treatment. Response
rates-depend upon the particular genotype of hepatitis C; patients infected with type
I {and particulatly type 1b) respond Jess well than do patients with types Z or 3.

In the UK around 60% of infections are due to gepotype |. Patients with a higher
viral load are in general more resistant to treatment a3 are patients with cirrhosis.

In some of these more resistant patients, better results may be obtained with higher
doses and longer duration of interferon treatment,

24, Patlents with winimal disease will be kept under review. Interferon
treatment is fikely to-be offered 1o patients with. significant hepatic nflammation,
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wws el uTaunent approaches are under development including the combination
of interferon with other antiviral agents such as ribavicin, It is important tv

diagnose cirrhosis in patients with chronic hepatitis C as.these patients require
+ careful monitoring of their liver fupction and regular imaging o detect
hepatoceliular carcinomas. Transplantation may be a life saving option for patients

with end stage disease; although HCV is likely to recur in the patient despite a
successful operation. '
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Walensd BV Lookouek.fom LRSS

STRICTLY PRIVATE AND CONFIDENTIAL

Please quote reference number on all communications

<yef>
<clinician >
) <dates>
<address>
Dear < clinjgian>
RE: HEPATITIS C LOOK-BACK

<PATIENT, DOB, HOSPITAL UNIT NUMBER, CASE NO>

The transfusion service bas been reviewing the records of previous donations from denors now known to be infected
with hepatitis C. The Health Departments have decided that the recipients of blood originating from these donors
should be traced, so that they may be offered appropriste counselling, testing and foflow-up, including consideration
of treatmient. According to the hospital records, the above patient was transfused with a presumed hepatitis C
positive blood component <donation no> on <date>> while under your care {or your predecessor's) and is likely
to bave been infected as a result of the transfusion,

This letter is to inform you that the patient will need to be approached with a view to comnseliing and testing to
determine his/her hepatitis C status, Unless you know that the patient is alive it s strongly recommended that no
approach to the patient be made without checking first with the GP. 1f you intend to counsel the patient yourself
please indicate your willingness by completing the questionnaire below and retusning this letter to the transfusion
centre in the reply paid envelope provided, You will then be provided with further notes on hepatitis C that should
assist you. Unless you indicate within the next 14 days that you yourself wish to contact this patient, T propose 10
pass details of this patient o the clinician or GP currzmly sesponsible for fheir care so that contact can be.made with
them prior to notification of the recipient. If you know that the patient hias died, please provide desails of the dute
and cause of deatle.

Please do not hesitate to contact me if you have any questions or concerns arising from this letter.
With many thanks.

Yours sincerely

CONSULTANT HAEMATOLOGIST

1 do/do not wish to'w\ms,é thﬁmﬁmﬂ '

MR ayEeebea Srare . Wbl

DATE SIGNATURE PRINTED NAME

MHEV 2
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STRICTLY PRIVATE AND CONFIDENTIAL
Please ‘quote reference number on all communications
<ref>
- <titlename >

<date>
<address >

Dear < titlepame >

[ am writing to you with the agreement of your General Practitioner Dr <doctor>>, This is in
relation to the blood transfusion you had in <hospital > in 19<years>,

We have now discovered that the blood may have been carrying an infection known as hepatitis
C virus. This could have been passed on to you and [ would like to check your blood now. The
test result will show whether or not there is evidence of Hepatitis C infection. :

It is important that I have the opportunity to discuss this with you. Please contact
< doctor/receptionist > to make an early appointment for you o see me.

1 should emphasige that there is no relationship befween hepatitis C and HIV or AIDS.

I am sending a copy of this letter to Dr <doctor>.

Yours sincerely

CONSULTANT
REGIONAL TRANSFUSION CENTRE

DIRCV 3
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Hotfaad OV Locibeck foem LBFY

STRICTLY PRIVATE AND CONFIDENTIAL

Please quote reference number on all communications
: <ef>

< gplelinician>

< date >
< address >

Dear < gp/clinician>

RE: HEPATITIS € LOOKBACK
<PATIENT NAME, ADDRESS, DOB >

Thank you for agreeing to counsel and test this patient, For your assistance and information | am
enclosing the following documents:

1, Draft letter (DLHCV 5) that can be used to contact the recipient,
2. Nationally agreed counselling guidelines,

3. A form (LBF 4) to document the outcome of the counselling
process.

4. Advice on sampling and testing for HCV tegether with a request form.
It is important that the sample for anti-HCV festing is sent to a diagnostic microbiology
laboratory that has the capability for HCV-PCR testing on site and that a copy of the results of |
of the test are forwarded to the Transfusion Centre. For this reason 'would like to recommend
that this patient’s sample is sent to <laboratory > as the arrangements have been made for the
National Blood Service o cover the costs of anti-HCV testing undertaken during this look back
exercise. ‘ ‘
If you have any further queries as a result of this letter please do not hesitate to contact me.

Yours sincerely

CONSULTANT HAEMATOLOGIST
REGIONAL TRANSFUSION CENTRE

DLACY 4
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Nationat HCV Lookbuack Form LBFt e
t
h
C
C
a
I
m
a
¥ Vi BACK Y n
IDENTIFICATION OF FATE OF IMPLICATED COMPONENT

DONATION NUMBER
COMPONENT TYPE
ISSUED TO

 DATE OF 1SSUE

ABO & RH GROUP

Please complete section A and Section B overteaf,
When completed this form shoufd be returned to the Consultant at

the Blood Centre. A copy should be retained for your own records and another copy inserted in
the notes.

41



National HCV Lookback Form LBF]

SECTION A: To be completed from blood hank records

DONATION NUMBER i, COMPONENT TYPE....c..ooovonnne
1.

Are tecords available to identify receip? of component YES/NG
2.

Are records available to identify fate of component ] YES/NO

3, INO'to.above please indicate reason:

4. I YES to above questions please indicate fate {tick ONE BOX}

TRANSFUSED TO PATIENT Goto 5
RETURNED TO TRANSFUSION CENTRE Goto 6
DISPOSED OF WITHIN HOSPITAL Goto 6
TRANSFERRED TO OTHER HOSPITAL Gote 6

S.  If unittransfused to Patient please indicate

PATIENT SURNAME

PATHINT FORENAME

XATE OF BIRTH

HOSPITAL NUMBER

DATE OF TRANSFUSION

6. 1 unit NOT Transfused pleasé indicate {(as appropriaie)

DATE UNIT RETURNED TO TRANSFUSION CENTRE

DATE & DESTINATION IF UNIT TRANSFERRED

REASON FOR DISPOSAL

7. DETAILS OF INDIVIDUAL COMPLETING SECTION A (complete in a1l cases)

NAME

DESIGNATION

SIGNATURE

DATE

FURTHER ACTION
If unit was pot transfused return forny to Transfusion Centre, keeping
a copy for your records.

H unit was transfused obtain patient vecords & proceed to Section B
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Natienal HCV Lookback forny LBF{

"1 . 1 : "
L Are haspital records available for this patient YES/NO

If NO indicate reason

IFYES goto question 2
2,
Do noies confirin that the patient was wansfused on the appropriaie datg YESINO 1
Do notes conficn: that the parient received this unit YESING
If YES to either or botli g proceed to question 3 |

11 NO s binth questions please review blnod bank records.

3. Current siatus of paticnis gjck one box only)

Afive and remains under hospital care!

Discharged fram hospital care

Dead (indicate cause)

4, Delzils of Consultant responsible for patient at time of transhusion
NAME

SPECIALTY
CONTACT ADDRESS

§. 31 patient temaing under hospitat care details of Consuleant cuvently undertaking care (§f different from above).

NAME
SPECIALTY.
CONTACT ADDRESS

6. Details of General Practitioner
GP NAME
ADDRESS

and additiosa patient details

{| PATIENT ADDRESS |

6. ETAILS OF IN UAL COMPLETING SECTION B {complete in-ull cases)
NAME -
DESIGNATION
SIGNATURE

7. To be completed by Consultant Hasmntologist responsible-for Blood Transfusion Department

I confirm that the above detalls are scowraie
NAME
SIGNATURE
DATE

When vompleted return to Transfusion Centre, keeping a copy for your own records,



Mational HOV Lookback Form LEF)

1

DATE COMPLETED FORM RETURNED

2. FATE OF UNIT (TICK ONE BOX)

FATE

TICK IF

| APPROPRIATE

FURTHER ACTION

Hospital unable to trace

No further action

DLHCV2 returned.
Consultant responsible for transfusion
wishes o undertake counselling

CONTACT Consubant,

Send DLHCVA with counselling
package, including DLIICVS and
form LRF3,

DLHCV2 returned.

Transfused 10 patient, patient alive and
under active follow-up. Responsible
consultant does not wish to undertake
counselling.

CONTACT named
Comsultant - fetter DLHOVI and form
LBF2.

DLHCVZ not returned.
Transfused to patient, patient alive but
discharged from hospital

CONTALT GF
fewer DLHCY 3form LBF2

Transfused to patient, patient Died

No farther action

Unit not transfoused

Ne firther sction

Unit transferred to other hospital

Serd form LBF 1 with letizr to
appiopriate hospitat

3. INDICATE FURTHER ACTION TAKEN

4. Details medical officer completing section C

NAME

SIGNATURE

DATE
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National HCV Lookback form LBF2

NATIONAL HCV LOOKBACK PROGRAMME

Assessment of Suitability of recipient for counselling

Recipient details:

Surname
Other name
D.o.B.

Unit Number

Date of transfusion

Hospital

Donation number

Component type

nofes

Please complete the details overleaf and return it to the Blood Transfusion Centre in the
enclosed envelope.

If you wish to undertake counselling of the patient yourself the necessary forms. and
information will be returned to you.

If you do not wish te arrange counselling of the patient yoursclf the Transfusion Centre will
undertake to contact the patient direet, you will of course be kept informed of the outcome.
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National HCV Loeokback form LEF2

T be completed by Medical Procttioner respsnsible for patient

i Pleane indicste the correst stais of g paient (Gek box).

Aive aud veonias under thy care Gelsd

Bied Usto s

‘Transforeed (o other GP Goipd

2 If transterted o' the care o another Gengeal Practitiones please dite this 5¢ and proceed Lo sectioin 7
I

!

Name of GP

Year of transfic

Addeess of GP

3. ¥ the paticpt has died plsase somplele this seclion sad proveed b section 7

Main cavse of deail;

Diate af death

D patient sefler from any form of fiver discase (ive detalls)

4, £  the patient i1 alive and reaming under your cars please indieale

e i s Pooreed to d
Do you teel i for the patient (o be fai couliseling ;gs comeet i

iy

1 you et the patient shoold not be counselled please indicate the repson below {see ante iy

Do you wish to underiake the counselling yourself {please defete) YES
NO Go tp§

HVEE ploase petuin Toren, please fo nat coctaen prkew vl you sieelve Braber wlorntabon Jits fie Tisishulon Ceatce
& “Thissaction wili- idenfity the means by which the patient wili be counselled, Pleasz complete the appropriafe section,

&3 1f 2 Uonsultont has been identified In yaur bospits! pleass lndisate

Waine of Copsultant

Spcialty of Consulturt

Contact Addeess

(i} 17y wisha Consultant Trom the Transfission Ceatve to contact the patfent plesse indicste uch ng will be. n by axperisacent medial
pesmsalions wlio wilh keep woo lafonmeds;

Addresy of patient

T Piease complete this section iy a1 cases bofory returning the farm 1o the Teasfision Cegree.
Dietails of Medical Practitiones comipicting forn

Name

Stafus

Signsiuc

Thate

Pléase retuen the completed form o (he Biood Centre
Note 12t s arfvised that untess there see exceptional reasons, such sy severe payehistde Wlitess or lermlnal pliysical ittness, tie pattent shioutd b
wounselled and offered sppropriate medical Iolow-up.
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This form - be retained at Crasfusion Centre

SUMBIARY LEF2

Lol OV Lookliaek Form LRI

Donation Nunther

Comiponeal 19gs

Patiery Name

tbm completes Toony retned

Fa Further action {please compleie ralevant section)

Tatient died

No forther sciion

e

Patient-alive but clinizian indicates patisat aut o be

Na further action

Clinician wishes (o undemake eaunselling

Leiter THEVA with counselling pack o
clinieian

Clinician nondinsted Consultant 1o srdecske sounselling

RIC fu vdertake comnseiting

Peter TTCVS with counselling paek to
Consullant

teter HOVS W pusiin j}

3 i iy 1o hemptertiken by Clinicawor pemi

Copseltant indicxte

Copsultant Name

Copsulant speciaiy

Contazt wddress

Dt cannselling paicyent

4. [ RTEC 10 uyderaken copmselling indivate

Drate fenier HOVS sent

Date patina cnnizets Cenre

fntereew date

§ Detaits of persva completing taem

Nutne

Statgs

Pite

Sty

When completed please attach 1o FORM LEFL
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Ntionsl HOV Lookback {oom LBRY

NATIONAL HCV LOOKBACK PROGRAMME

To be completed at RTC

Recipient details

Documentation of Recipient Counselling

Surname

Qther name

D.o.B.

Unit Number

Transfusion details

Date of Transfusion

Hospital

Donation Number

Component Type

notes:

This formy should he used w document information gained during the counselling session, it will also aet us

thie request form for referred for patient testing,
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T b complered by Comgelios

i Betatts o counsetior

Watwanad B9 Lssibipack, o LMY

Name of Cowmlior

Dresipnation

Hrate of cowmieliing visk

Address

Rigotatare

2. Adiress oowhich Tubaratoy ceport should hie sent i GHTereni 1o sl

3 Patient Deeily

Patient naine

Date of birh

Marital status

Number of children

Ethnic origin

Country of birth

4. Pleose indficate the corrent siztos of the patient {ick

as mppropriaic)

- Well, with no symptoms

Goto b

| Sysiptomatic liver disease

Golto §

Other medical problems

Gatos

3. It patient s currently unwel!, or has spimpioms supgestive of liver disease please indicate below.

6. (i) Dogs the patient have any other potential risk factors for HCV (tick if appropriate).

Other transfusion episodes

Occupational exposare to blood

History of jecting drug vge

Higtory of skin pieicing

i answered YES to any of the ahove please give

details helow

THIS PAGE WILYL ACT AS THE REQUEST

FORM FOR VIROLOGY STUDIES, PLEASE COPY AND

SEND TO THE LABORATORY DESIGNATED IN THE LETTER ACCOMPANYING THIS FORM ALONG

WITH THE APPROPRIATE SAMPLES,
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N HEV Eawkbach foes 1Y

2. Prepse inddieste sverape alvobol iniake in oty per ek o
B s The ptient donated Bl sinke receiving the (Rmsiigon? YESING
Iy pive stetatls (plale and yusr)

3% Peane udignie bebow ey sigmificant invacs theal st durine the counvolling ¥isi

10, Piease comyplete this section when the results of liver function tosts are availbie,

TFest

Result

Refesence Range

Fitirubin

ALY

AST

Albumin

I e patient s confirmed 16 bs HOV antibody positive farther
below the Consultant to wharn you plan 1o refer this patient.

iali by @ Liver Specialisowill be required, Plesce indicatt:

Consultant Name

Title

Addregs

WHEN COMPLETED RETURN THE FORM T0 THE TRANSPUSION CENTRE, PLEASE RETAIN A COPY FOR YOUR QWK USE
AND ENSURE THAT A COPY IS AVAILABLE IN THE PATIENT NOTES,

Thiz section 1o be completed by “Pranstiaion Centre when results of vitclopy tests st krowi,

HEV antibody status

HOV POR result (i known)

Nepativis B Core antibiody resuil
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