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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,

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

(d) 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 1998?) 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.



PEN.017.2222

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.
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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. |n a paper summarising their early
experience in 1970 with the newly developed test for “hepatitis associated antigen” (“HAA”, later
named hepatitis B surface antigen (HBsAQ)), 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 iliness, 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 iliness®. 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 TTI 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 Il
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 Il 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:

e 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).

o \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
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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 AlIDS-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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o 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®.

¢ 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.

o 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
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

been infected by blood transfusion'®®.

This suggested that several thousand Scottish patients
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.

e 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)"®'9%.

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 (DCMO), 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
testing”, 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.

16
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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
19922 (“pending”)
Foberg et al (Sweden) 9
(1988-1991)% (RIBA-2/PCR) - - - - - - 27 16
Kolho et al (Finland) 85
(1989-1990)% (RIBA-1) 193 214 148 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
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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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I enclese for your infepmution 4 copy of 8 Jetter which Lopd Fraser bas
today sent bo Mr Tem Sackville, MV, Pariamentary Under Seceetary of
Brate for Meplih,
$oahouid e greatelul i wou would pow . Take forwind as expeditiodsl
possible the wok-beok exercise Top all areas In Scotland. Yoo Wil rm
doubt keep the Depariment Inforaed of progress.
Yours slheopely
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Froem the Biinlgir for Fomse A 0als aod Health S Andira’d Howse
The Rt Hon the Loed Baser of Carmyiie O Tainburgh BRI 300
Telephone 031- 244 4017

Ton Buckville Bag MNP

Parliamerdary Under Seccetary of Stite
Department of Health

Hichwond House

LONDUN

L% December 1084

HEPATITI® € VIRUS ~ LOOE-BACDE EXERCISE

Ar you will b awore a pumber of patlents ey have conuscted the
Hepatitle © wivus (HOVY Trom blood teanalusions or blood products using
blood from Infected dobors podor fo the inteadaction of soreening for WOV
i 1981 Ukl now there have beet Bo arseigements made o ohrey out
any look-back exerciee to Wentily these reciplents of the infected Dlowd
and o arpange counselling with e view (o teestment.  Part of the reason
for this lack of any follow up setion wee B ooncern that §t would be
fmposaible 1o Mentify Wil seciplents of Infected bleod and even ¥ 1L wire
posgivle there wad & leck of acoepled tratment which would be beselicial.
It owms sooepted that 3 po effective {restment was avallable, inforuing
those patlents who were pnawsre of thelr sitmton could oot be luetilied,
since this would oause further distress and snglety without any benefit,

Polivwing & pllot eeesesrch study ourried out ast year by the Edinburgh
and South Fast Bootlend Blood Tranafusion Service It has been sstablinhed
that & look-beck exercise for Scottieh patlents would Be fesalble and
practicable,. The results of i study heve already sppearsd in o
professioont journal and wree therefors fn U public domain,  The wdvice
which 1 hsve received [rom wedics] wod legnl staff is that ss such &
fook-back sxercles is practioables then the Secretery of State snd 1have &
duty o andertake the exerclse s soon 58 possible.  Fellure 10 4o #0 may
result in & lebility for loss or lojury oconslosed to the individuils
through sny Tallure or deley I Menllying the seciplents, and, whers
clinteally sdvised, offering treatment.

I am conscious thet the maller of & bok-beck policy for HOV was
conildersd by Uw  Moroblologioal  Safuty of Blsed and Thaue for
Transplantation Committes (MSBT) st thelr recent meeting snd thet they
hiave advized 1hat procediires should be pot b place to denilly thoss at
risk  but "whatever Is dene eheuld be done egqually and  uniforaly

S8M00220. 124 EF st
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throughout the UKY. The Committee hay wlso vevummended that puldance
should be drawn up bul thiz lsaves unresoived the gquestion of tming of
the Intréduction and the Implementation of the wok~back exercise. The
advice which 1 have tecelved from my medical and legal stafl 1s such that
1 consider that it I8 no longer a watier of poliey bui of legal Habllity,
and that the look-back should fske place as soon as possible Seotland.
1 sm informed that the Seottish Mational Blood Teansfusion Service s
resdy 1o carry oul such an exercise and 1 have po alternative but to
instruct them 1o proceed.

I appreciste that there sre sensitivities in procesding in sdvance of the
rest of the UK, but given that it may be some tipe before al} parts are
ready, | consider thst 1 have little chajee byt io tske this forward in
view of the position in Scotland. 1 shall ensure that you will be kept
informed of the progress of this exercise since | recogunise that this may
have walue ss 8 pilet for any similar  exercise elsewhere in the UK
{although U would not, of coupse, wish our action to be presented or seen
as & pilot exercise).

I mecopt that any exercize tay encourage Turther pressure for
pompensation for those infected bul we shall continue fo resist this
robustly in Hoe with our general policy. We shall not of course be
publicising the look-back evercise and shell do all we can o avold
medin interest; I, however, direct guestions e asked, It would be
diffieult o avold answering them.

I do hope that you will understand that the Scotish circumstances make
It imperative that sction s taken now.

I oam copying this letter to Rod Richards, Welsh Office and Maleolm Mous,
Horthern Trelaigd.

BEMD0220.104
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The guidance and procedures are set out in the
Annexes: '

o Guidance on. the look back procedures -

Annex A
* Guidance on counselling and treatment

options - Aunex B

It is important that all testing to determine 2 patient’s
hepatitis C staus is undertaken by diagnostic

_ mnicrobiology laboratories with the capability of
“perferming 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
‘Mational Blood Authority to bear the cost of such

testing.

f u%,,em: L

Dr Kenneth C Calman
Chief Medical Officer

27

HEPATITIS C AND BLCOD
TRANSFUSION LOOK BACK

PROT SR YR R G PRI e Y

PL CMOWO3)1

A

3 April 1995
e SIS e e A B

Reguests for further copies should
be addressed to

Depantment of Health Store

Health Publicatioos Unit

Mo 2 She, Manchester Road
Heywood

Lancashire OL1Q 2PZ

quoting code and serial number
sppearing abave. '
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For correction of any discrepancies
in changes of address, practive or
TRmE, .

please concuct L

The Medical Matling Company

PO Box 60, Loughborongh
Leicestershire LE11 OWP
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PROGRAMME TO IDENTIFY RECIPIENTS OF BLOOD I“?I‘RCTED WITH
HEPATITIS C VIRUS (HCV} .
April 1995

L. . Actionby Regional Transfusion Centre

Al reference laboratory eonfirmed HCV amibody positive donors to be identified
and their donor record examined. Where the final HCV test result is deemed to be
indeterminate this should be recorded, but no further acrwn is requived at the
pregent time.

All donations given prior to the index HCV antibody positive donations to be
identified by donation number together with all the unfrictionated blood
components prepared from these previpus donations,

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

red cells

platelets

chinical fresh frozen plasma
eryoprecipitate

A Tist of all components issued to each hospital must be prepmed This lst must
pmwde the donation number, the 1ype of component and the date of issue 1o the

hospital,

Rggardtess of how far back individual hospital records are kept, the BTS must
endeavour to provide a complete list of componenits issed and the date of issue for
each previous donation from reference laboratory identified anti-HCV positive
donors. This is crucial 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
potentially. af risk recipients cannot be traced and when and at which hospital they
were transfused.

Baséd on available data, it is sensible to work on the assumption that all previous
dopations were potentially infections. Tt s not therefore considered pecessary o
test archived samples for the presence of anti-HCV but where available they should
be kept. Anexception could be made where individual paciam 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
uniless the presence of ap HCV infection would alter their management.
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epgiane 1GIPUBNIUIE TOU Ehe Blood Banks at the
hospitals concerned where bl m:)d or blood components from these donors has been
sent stating that the donor has subsequently been shown o be hep-C positive.

e A

2, &mggmm_.i.&epaﬂmﬂ Haematology and by Consultants

{:} ' The bload bank record shmﬁd be gearched to identify the fate of each
individual component. Record name of the putative recipient and the cate of

iszue from the blood bagk,

Gty If the unit appearsm have been transfused the patient’s hospital records '
should be obtained and the waosfusion confirieed. Record whether the

patient is:

{ay, alive and still vader hospital consultant follow up
(b} alive and discharged from hospital care
{c} dead (nofe cause of death if known)

(If the hospital records indicate blood was given, but do not give details of
the donation munber, it should be assumed that the implicated donation was
used in this individual and the patient should be counselled and offered a
st If the case notes state that blood was not given, then every effort
should be made to try to identify where the blood went).

(ith) From the hospital records it should be possible ro Wentify the consultant who
was responsible for the patient at the time of the relevant rapsfusion, This
consuftant or his successor should ‘be contacted using & standard fetter which
will be provided. The consuliant will be-asked o indicate within 14 dayx
whether or not he wishes to counse! the patient personally.

{iv) If the original consultant either does not respond within 14 days or indicetes
that he/she doss not wish to counsel the patient personaily, the RTC
consultant will arrange 1o send a standard letrer, which will be provided, to

 the consultant tesponsible for the continuing care of the patienr or to the
« reeipient’s GP. The consultant or the GP will be required to complewe a

questionnaire asking for details such as whether:

it-is appropriste o comact the patient? angd

if not, the reasons why, and whsa:ﬁef he consulany or GF

wishes to foltow up the palient himsslf,

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

the patient to be contacted, the reason shomd be dmmmmed and the GP and
the RTC informed.

(viy If t?ze patient has been discharged or the hospital consultant does not wish to
- be involved, the RTC should be informed and-they will contact the G,

3. General Principles of the Look Back

The presumption will be that each identified recipient would be counselled and
tested.. However, in exceptional situations such ag severe psychiatric illness cr
termtinal physical jllness the consultant or 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 ensure the patient is alive, if letiers addressed to deceased recipients are to be |
avoided.

The RTC will prepare a confidential file card/data base for each dopation cross
referenced with a file card/data hase for each hospital. A monthly update system
modified according to circumstances would be appropuiate. It is essential that all
relevant data is notified to the RTC,

Plasma that went.for fractionation does not need to be traced back but its
destination needs to be noted for completeness. In addition transmission of
hepatitis C may have occurred in recipients of IVIG and coagulation factot
concentrates before viral inactivation procedures were introduced. RTCs will be
able to advise on the need for testing which depends on the product and the date of
wreatment. Recipients of albumin and IMIG are not at risk

Immuno compromised patients may need spemai testing mcludm pofymatasa Lham
reaction (PCR).

4. Further Information

‘Any questions about this procedure should be addressed to the Director of your
Regional Transfusion Service.
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s il e S LR T

- Repeat Reactive Donor ldentified

s«hﬂicv:Pasitivityécnnﬁrmed RiBA, PCR

Donation Record Reviewed

Blood sent to hospitals

Contact Considtant }Lamatatagist i charge ‘of Blood Banks

S sl

ALLDRITHM  fisg
; z—""‘*:tff‘lce: e New

Components not lssued to
hospitals or returned unused
to B1S

NG FURTHER ACTION

at relevant hospitals with donation number and date of Issue to hospital

.,.i.....u.a.‘,.«.n...,w.....;.‘.,.,..-q..”.

Check hospital Blood Bank records for name of recipient

e R R R R R g e S e e

Chack hospital notes, did patlent receive blood?
,-v'“‘"‘pw . \ )
Yos Mo === check if returned unusod
Contact Consultant ‘ YES No weamse Cheek for reciplent
in charge of case ’ NO FURTHER ACTION
S

Patient discharged

Tell RTC

.....

RTC Contact GP M{fgwbatiant afive?

stilt under Consultant care
GP to be informed

NE. It is essential to try to establish
that the patlent s alive before any
attempt Is made to contact them

. Nt"““‘e ¥
: -~
Yef {NO - NO LOOK BACK ACTION
¥
Contact patient
Coungsl

-r*""’"ﬁ

Positive - inform RTC

Test -
i
““‘M“,’“

(Refer to Hepatologist / Gastraentsrologist
| for assessment / treatment

)

Negative™® - inform RTC

gwm FURTHER ACTION }

*If patient is immungcompromised, ELISA may gives Talse negative result and

PCR may be required
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e e LA NELUIIVEL L KL HEPATTIVIS O ANNEX D .
GUIDELINES FOR COUNSELLING PATIENTS h April 1995
Introduction

L. Recipients of blood or blood components from donors now known to be
carriers of Hepatitis C virus (HCV) are being traced with 2 view to providing
counselling, testing and specialist referral as appropriate.

2. These guidelines are intended for use in counselling patients identified
through the look back exercise as hepatitis C 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 others, provide
advice as to the appropriate steps to be taken and briefly provide notes about the
likely management at specialist centrey about which patienes are likely to ask.

3. Patients found to be infected with hepatitis C are likely to have concerns
both about their own current and future health and also about possible spread 1o
others including their family. Patients may only gradually come to terms with their
situation and may require several consultations. An independent support network
may be a helpful adjunct and the British Liver Trust can be a source of appropriate
information and patient support.

4. The prevalence of Hepatitis C in the UK is estimated 0 be between 0.1%
and 1% of the general population, and the most frequent mode of rransmission s
4g a result of huravenous drug misuse and needle sharing:

3. It was recognised for many years that'there was a viral infection which
following blood transfusion, despite negative tests for hepatitis A and B, could
rause acure and chronic hepatitis, This was termed garanteraﬂy«transmitted or post
rapsfusion non-A, non-B hepatitis, In 1989 HCV was discovered and antibody

" lests were developed: The initial fests had high rates of false positivity but the
current tests are much more specific and it is now possible using molecular
biological techniques to detect the virns genome (HCV RNA) in patients’ blood,

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

" offering 10 test them for mnbed;es 1-HCY.
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ot e suaw B LG US. U O SUUU Tecipients will be traced as part of
the "look back” exercise. Chronic hepatitis is often asymptomatic and the
diagnosis of ¢hronic hepatitis C in recipients of bload s fikely to be an unwelcome
surprise for most patients although public awareness has'been hetghtened I recent
weeks with media coverage.

3. Patients confitmed to be anti-HCV positive (ses below) should be counselled
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 25 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

hehaviours.
~Implications of a positive fest - prognosis

9. Following infection with Hepatitis C virus the natural history varies widely. -
Some patients may recover spontaneously and completely. - Some go on to develop
liver damage often withowt symptons. Cirrhosis may develop in 10% to 20% of
those infected but this may take 20-30 years to develop and may be unrccognised
ehinically, A much swaller number may then go on to develop hepatocellular

carcinoma,

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

Most such patients will also be positive for HCV RNA using the polymerase chain
reaction (PCR). PCR positive patients usually have raised transaminases
(especially ALT), though this may be intermittent and unimpressive.

Epidemiology - wiodes of fransmissiop

11, The commonest route of transmission is by sharing needles or equipme:t
during intravenous drug misuse. Transfusion of blood or {resh components
(platelets, fresh frozen plasma or cryoprecipitate) prior to the introduction of
routine screening on 1 September 1991, or of clotting factor concentrate prior to
the use of virus inactivation procedures in 1984, also carried a risk of infection.
(Other blood products which were not virally inactivated have transmitted Hepatitis
C more recently.) Other parenteral routes capable of hepatitis C transmission
include tattootng, and, theoretically, electrolysis, ear-piercing and acupuncture.
Sexual transmission occurs, but the frequency is controversial - most studies
indicate infection rates of Jess than 5% in sexuval partners. However use of barrier
contraception should be discussed with each couple. Vertical transmission (mothet
to baby) appears to be of a similar order, These figures are based on figures from
N America and Europe. There js thought 1o be increased risk of transmission if
the patient has concomitant HIV infection,

33

PEN.017.2252




B r R

i vw avanavie (or several years, The risk of spread by ordinary household
spread appears very small. Offering to screen regular Sexual contacts and nhildren
botn since their mother’s transfusion may help to alleviate some of the anmviety
associated with a new diagnosis of chronic heparitis C and may influence advice an
whether barrier contraception is necessary.

Avoiding infecting others

13, In counselling HCV positive recipients, they should be asked whether ey

have ever donated blood or a tissue. Anti-HCV positive individuals should not
“donate blood, tissue or semen, and should not carry an organ donot card and,

notwithstanding the estimated low tisk of sexual transmission, the same advize
_should be given to their regular sexual partners regardless of their HCV stanus.

14, Toothbrushes and razors must pot be shared, and cuts orskin lesions should
be covered with waterproof 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 is insufficient evidence to recommend changes to current
sexual practices, although regular sexual partnérs should be counselled and offered
testing. Hepatitis C positive patients should be advised to forewarn and practise

safe gex with pew partners,

17, Children born to HCV positive mothers should be tested for HCY,
prefecably 2 years or more after birth to avoid false positives due to passive '
antibody. Transmission from mother to infant has been reported but the risk is

believed 10 be low.

Further assessment and follow up

18, Al anti-HCV positive patients should be referred to a specialist with an
interest in the copdition for further assessment. This will usually involve a period
of ohservation and, in most cases, a liver biopsy. Patients considered to be at risk
of progressive liver disease may be offered treatment with interferon.
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L e snsanmuiEse VAIUE SUZZESIS on going hepatitis but is not
usefiil in determining the severity of discase. A normal transaminase value does
not exclude active liver disease; it has been shown that patients with normal Hver
biochemiistry can have serious underlying fiver disease including cirthasis, 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 ahout management at specalist centres

20, Further counselling will be given at specialist centres and treatment op*ions
can be discussed in more detail. Liver biopsies are likely to be offered to patients
with raised transaminases (ALT) values or those with normal transarninase 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
underlying 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 Interfecon is an example, are to
eradicate the infection thereby preventing further progression of hepatitis and o
render the patient no longer an infection risk to others. Effective viral therapy
given early in the disease process will reduce the chance of the more serious long-
term sequelae of chronic hepatitis C such as circhosis and the development of

“hepatocellular carcinoma, Interferon alpha is the only leensed therapy for chronic
hepatitis C. A typical regime is 3-6 MU administered subcutancously or
intramuscularly thrice weekly for 6 to 18 months. Most patients can be taughy to
self administer the drug and need to be warned sbout possible side effects
{myalgia, fever ete). Regular blood counts are required to detect leucopenia and
thrombocytopenia and to alter the interferon dose accordingly.

23, Although 40-80% of patiems 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. Rasponse
rates depend upon the particular genotype of hepatitis C; patients infected with type
i {and particularly type 1b) respond less well than do patieuts with types Z or 3.

In the UK around 60% of infections are due to genotype 1. Patients with a higher
viral load are in general more resistant w treatment as are patients with ¢irrhosis.
in some of these more resisiant patisnts, better results may be obtained with higher
doses and longer duration of interferon treatment.

24, Patients with minimal disease will be keptk under review, Interferon
treatent is fikely to-be offered 1o patients with significant hepatic inflanunation.
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R

wmn sewith uALDERE 2pproaches are under development including the combination
of interferon with other antiviral agents such as ribavirin, It is important to
diagnose cirrhosis in patients with chronie hepatitis C as.these patients require

* carefu] monitoring of their liver function and regular imaging to detect
bepatoceliular carcinomas. Transplantation may be a life saving option for patients

with end stage disease; although HCV is likely to recur in the patient despite 4
successful operation,
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Hadiori HOY Laokboak, (o LB
STRICTLY PRIVATE AND CONFIDENTIAL

Please quote reference number on all communications

< ref>
- <glinieian >
. <dater>
«address >
Dear < clinician>
RE: HEPATITIS C LOOK-BACK

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

The transfusion service has been reviewing the records of previous donations from donors now known to be infected
with hepatitis C. The Health Departments have decided that the récipients of blood originating from these donors
should be tzaced, so that they may be offered appropriate counselling, testing and follow-up, including consideration
of treatment. According o the hospital records, the above patient was transfused with a presumed hepatitis C
positive Blood component < donation no> on <date> while inder your care {of your predecessor’sy and is likely
to have been infected as a result of the transfusion.

This letter is to inform you that the patient will need o be approached with a view fo-counselling and testing to
determing lisfher hepatitis Cstatus, Unless you know that the patient is alive i€1s 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 returning this letter to the transfusion
centre in the teply paid envelope provided. You sill thien be provided with further notes on hepatitis C that shoutd
assist you, Unless you indicate within the next 14 days that you yourself wish to contact this patient, 1 propose to
pass details of this patient to the clinician or GP currently cesponsible for their care so tha contact can be made with
them prior to notification of the recipient. If you kuow that the patient hias died, please provide details of the date
and cause of death,

Please do not hesitate to contact me if you have any questions or concerss adsing fronr this letfer.,
With many thanks.

Yours sincerely

CONSULTANT HAEMATOLOGIST

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

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

DATE SIGNATURE PRINTED NAME

WHV
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STRICTLY PRIVATE AND CONFIDENTIAL
Please quote reference number on all communications

<ref>
< titlename >

<date>
<addregs >

Dear < titlepame >

I 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 digcovered that the blood may have been carrying an infection kuown as hepatitis
C virps, This could have been passed on to you and 'would fike to check your blood now, The
test-result will show whether or not there is.evidence of Hepatitis C infection, :

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

I should emphasise that there is no relationship between hepatitis C and HIV or AIDS.

['am sending a copy of this letter o Dr <doctor>,

Yours sincerely

CONSULTANT
REGIONAL TRANSFUSION CENTRE

by

39

PEN.017.2258



Hathond HOV Looidack oo LHPY

STRICTLY PRIVATE AND CONFIDENTIAL

Please quote reference number on all communications
‘ <ref>»

< gp/clinician >
<date>
< address >

Dear <gp/fclinician>

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

Thank you for agreeing to counsel and test this patient. For your assistance anid inforiniation | am
enclosing the following documenis:

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

3. Acform (LBF 4) to-document the outcome of the counselting
process.

4, Advice on sampling and festing for HCV tegether with a request form,
It is important that the sample for anti-HCV testing is sent to'a diagnostic microbiclogy
taboratory 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 T'would like to recommend
that this patient’s sample is sent o <laboratory > as the arrangements have been made for the
National Blood Service to cover the costs of anti-HCV testing undertaken during this look back
exerise. '
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

DLECY 4
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Matianat HCY Lookback Form LB

Component defails:

DONATION NUMBER
COMPONENT TYPE
ISSUED TO

DATE OF ISSUE

ABO & RH GROUP

Please complete section A and Section B overleaf,

When completed this forni should be returned fo the Consultant at
the Bived Centre. A copy should be vefained for your own records and another copy inserted in

the potes.
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National HOV Lookback Form LBFI

SECTION A: To be completed from blood bank records

DONATION NUMBER ..o COMPONENT TYPE. ccoivvinninns
L.

Are records available 1o identify receipt of component YES/NCG
2.

Are records available to identify fate of component YESINO

3. NG to above please indicate redson:

4, If YES to above questions please indicate fafe {tick ONE BOX}
TRANSHUSED TO PATIENT Guto s

RETURNED TO TRANSFUSION CENTRE Goto6
DISPOSED OF WITHIN HOSPITAL Goto 6
TRANSFERRED TO OTHER HOSPITAL Gotw 6

5. Ifunit transfused to Patient please indicate
PATIENT SURNAME
PATIENT FORENAME
DATE OF BIRTH
HOSPITAL NUMBER
DATE OF TRANSFUSION

6. Hunit NOT Transfused measé indicate (as appropriate}
DATE UNIT RETURNED TO TRANSFUSION CENTRE
DATE & DESTINATION IF UNIT TRANSFERRED
REASON FOR DISPOSAL

7. DETAILS OF INDIVIDUAL COMPLETING SECTION A (complete inall cases)
NAME
DESIGNATION
SIGNATURE
DATE

FURTHER ACTION
11 unit was pot transfused return form to Transfusion Centre, keeping
a-copy for your records,

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

g B: T mpl from Pati
i Are hospital records available for this patient YES/NO
I NO indicate reason
IF'YES go 1o question 2
%
Do niotes confiroy that the patient was transfused on tie appropriate date YES/NO
Do notes confient that the patient received this unit YESING

If YES to-eithier or both questions proceed 1o guestion 3
T NE o both questions please review blood bank records.

3. C‘urﬂﬁ status of patients {tick one box only)

Alive and remains under hospital care!

Discharged from hospital care

Dead (indicate cause)

4. Details of Consultant responsible for patient at time of transfusion

NAME

SPECIALTY

CONTACT ADDRESS

5 $f patient remains wader hospilal care details of Consultant curently undertaking care (f different from above).

NAME

SPECIALTY.

CONTACT ADDRESS

6. Detalls of General Practitioner

GP NAME

ADDRESS

and additional patient details

PATIENT ADDRESS

6.

NAME

DESIGNATION

SIGNATURE

7. To be completed by Consoltant Hacmatologist responsible for Blood Transfusion Department

Feanfit that the above details are securate
NAME
SIGNATURE
DATE

When completed returnto Transfusion Cented; keeping a-copy for your gwa peeords,
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Mational HOV Looktack form LBFI

1.

DATE COMPLETED FORM RETURNED

2. FATE OF UNIT (TICK ONE BOX)

FATE

TICK IF
APPROPRIATE

FURTHER ACTION

Hospital unable to trace

Nofurther action

DLHCV2 returned.
Consultant responsible for transfusion
wishes to undertake counselling

CONTACT Congulant.

Send DLHCVA with counselling
package, inchading DLHCYS and
form LBF3,

DLHCV?Z returned,

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

CONTACT named
Consuliant - Yelter DLHOVY and form
LBF2.

DLHCV2 not returned.
Transfused to patient, patient alive but
discharged from hospital

CONTACT GF
feter DLHCY 3tform LBF2

Transfused to patient; patient Died

Mo further acting

it not transfused

No firrther selion

Unit transferred to other hospital

Send Torm LBF T with letter 1o
appropriate hospital

3. INDICATE EURTHER ACTION TAKEN

4. Details medical officer completing section C

NAME

SIGNATURE

DATE
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National HCV Liookback form LBF2

NATIONAL HCV LOOKBACK PROGRAMME

Assessment of Suitability of recipient for counselling

Recipien ils:

Surname

Other name
D.o.B.
Unit Number

ransfusion il
Date of transfusion
Hospital

Donation number

Component type

fotes

Please complete the details overleaf and return it o 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 to arranige counselling of the patient yourself the Transtusion Centre will
undertake to contact the patient direct, you will of course be kept informed of the outcome.
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Rational HCV Lookback form LEEZ

Tobe completed by Medical Pracitioner sesponsible for patient

L. Pleate indivate the corren! status of the patieat fick box).
Alive aad ol undéc ity cate Gt
Bed Usto
‘Transfereed in othes GPF [N E]
IL travisferret 1o the care of another Geigeal Praciitioner’ pledse oviplite this scoion and proced W section 7
Roneof GF

Yeor of transtec

Address ol GP

3. ¥ the patient has died please complete Uiis sectivn sl provesd to section 7
i

Main-cavse of death

Diste of death

i parient sulfer fram any foro of Bver discase (give detalls)

&, i} [ the patient ix olive and reqwing under your care please indieale

Doyou feel 0 dppropiiate for the patient W6 be comfictid ik couiiseling YES Pkl .3
NG wompite i
(it}
Hoyou feet the patient should not be counselled please indieste (e reason below {eee nofe 1)
5.
Doy you wish to undertake the vounselting yoursell {plesse dolete) YES
NO Foind
HYES phanse sonan Javen, plesse. o um oy pastest il yor i o e ke fuslen Ceistie
6. b sitetion wilk identify the means by which Ui patleat will bo counsefled, Pleasis complete e appropriate seetion,
i3 W Comsuliant has been identified Inyour hospitsl pleass lndicate
| Naine of Consultant
Specialty of Constiltant
Cantact Addeess
iy 30 o whah 2 Conmulbant Trom (e T e Ceptpe to contact the patent please indioate b i il e by g st
eousseljons whe will keep pou infoomely,
1] Address of palient
FH Plerse complets this scotion to- sl Cakes before seurning the foem to-the Transfusion Cedre.
Details of Medical Practitnes compleling fonin
ey
Hame
Stattts
Signsiure
Tle
i i

Please vebuen the comploted form 1o the Bland Cenlre

Notie 17T 5 advised that wnless there sep exceplional roasons, such sy severe payeliatde Mhoss or torminal plhysical iflness, die pitient should bo

catinselled and sffered appropriate medical Tallowsig,
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This Toon o e retained at Trosfasion Centre

Nedional OV Lookbsek farm LHEZ

Dopation Nunther

Patierg Name

1

[{Da&z completed Ton retiened

% Further action {please complete relevant section}

Paticnt dicd

Mo forther action

Patient alive butcliniclan indicates patisnt aot 1o be counselied

Mo fvithep dction

Clinfcian wishes (o undestake counselling

Feticr HOVEwilh counselling pack to
clineian

Climciny nondaated Constltang ko sndegake counselling

RIC (o bndertake coviselling

Feter TICVEawith connselling pack o
Constliant

I fetter HHEYS 4 prstent g}

kg If counselling 1o be wpdecaken by Clinfcanar

inated Cansujtant indicate

Consultant Name

Camsuifant specialty

Cantact #ddress

Dafe ouyselling pak s

4. [ERTC 0 wadertaken counseling indivate

Drake leter HCVS senl

Date patient contzcts Centre

Tntepviow dute

k2 [Detaits o person completing tor

Narne

Statgs

Pate

Stomanne

When compicted please attach to FORM LEF2
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Nationsl HOV Loeklsick {orm {81}

NATIONAL HCV LOOKBACK PROGRAMME

To be completed at RTC

Recipient details

Documentation of Recipient Counselling

Surname

Other name

D.o.B.

Unit Number

Transfusion detaiis

Date of Transfusion

Hospital

Donation Number

Component Type

noles:

Thig form should be used w dotument information gained during the counselling session, it will also uet us

the request Torm for referred for patient testing,
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Fube complered by Connsellor

k. Prepathi of conpseling

Nt F00°V Loskack, B 1LIPY

Namie of Counellor

Pesignation

Frate of covmieliing vish

Addreas

Sipnatire

2. Address wowhich laborstory report shoald he sent i differcnt 1o abaree

50 Paion Dessils

Valignt poine

Piate of birth

Marital status

Nomber of childron

Ethinic origin

Country of birth

4, Please indicatethe corrent status of the patient ik

a5 spproprisic)

Weli, with no symptoms

Golod

Symplomatic fiver disease

Goto 5

Cither medical problems

Goto 5

5. I patient is currently onwell, o hak Symplonis s0pgesive of Fuer distase plesse jndicaie below.

6, (1) Does the patient have any other potential risk factors for HCV (tick if appropriate).

Other transfusion episodes

Oceupational exposure to blood

History of ljecting drug use

History of skin piercing

if answered YES to any of the above please give

details below

THIS PAGE WILL ACT AS THE REQUEST

TORM 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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Mt OV Bowibock toe LI

7. Prepse inilieste sverape sloabol ek boomnts per week
8. e thi patiunil donatol Bl sinte receiving die thamsiisan? YESING

Wy pive el plave sl wiur}

Phesse divnte beliw gy sigmificant fssees i grive durbne the comnselling ¥

=

10, Piease complete this section when the resilts of liver functon fests are availabis,

Test Rosult Ralereace Ronge

Bilirobin
ALT
AST

Albumin

11, 1 the patient is confirmed to e HCV sntiboly positive: furilier specialist agsessiment by 2 Liver Specialist will be required. Please indicate
befow the Consuliant to whamn you plan i refer this patient,

Consuitant Name

Titke

Adddrese

WHEN COMPLETED RETURN THE FORM 10 THE TRANSFUSION CENTRE, PLEASE RETAIN A COFY FOR YOUR OWR USE
ANDENSLRE THAT & COPY 15 AVAILABLE IN THE PATIENT NOTES,

PEN.017.2269

This section W be completed by Transtusion Certre when results of virology 1 sre knawi,
o

HOV sntibody satus

HOV POR result (7 knows)

Hepatitis B Coreantibody rebaht
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