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12th September 1997

Dr K H Shwe

Consultant Haematologist
National Blood Service
Lancaster Centre
Quernmore Road
Lancaster

LA1 3JP

To: All NBS Consultants responsible for the HCV Lookback

Dear Khin

For your information, I thought you may be interested in receiving a hard copy of the slides I
used for my presentation on the HCV Lookback at BBTS Warwick last week, which give you

an idea of the progress achieved to date.

Best wishes.

Yours sincerely

GRO-C

Dr E Angela E Robinson
Medical Di

National

Blood
Authority

Oak House
Reeds Crescent
Watford

Herts. WD11QH

Tel: 01923 212121
Fax: 01923 211031

NHBT0077689_0001



DoH Advisory Committee MSBT

Expert Ministerial Advisory Committee on
Microbiological Safey of Blood and
Tissues for Transplantation
Policy Making Body ----> Mandatory Screening Tests

Chairman
Deputy CMO

| |
MEMBERS DoH Secretariat OBSERVERS

Dr A Cant Dr A Robinson Dr M McGovern Dr B Smith - Wales Dr P Doyle
Dr D W Gorst Dr T Snape Ms A Towner Dr E Keel - Scotland Ms J Dhell
Prof P McMaster Dr R E Warren Dr A Mairs - N Ireland Mr D Hewlett
Dr B L McClelland Prof A Zuckerman Dr F Rottblatt - MCA

Dr P Mortimer Mr J Forsythe Dr H Nicholas

Dr R J Perry Dr T Wyatt
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UKBTS/NIBSC Liaison Group

UKBTSINIBSC Lizison Group
(Chairmn Dr W Wagtaf

Reel Book Executive Commitee{ExpertProfessional Advisory Body fo UK Transtusion Semices Guideines & tandards
(Chirman, Dr W Wagstafi)
Hembers -
Dr G Sehilds, Director NIBSC; National Medical Directors; Dr M Kavanagh, MCA: The Chairmen of Red Book WP's

SAC on Donor Selection SACon Components | 1SAC on Infomnaion Technology SAC on Reagents for SAC on Plasma SAC on Transfusion
(Chairmen, Dr V James) | | (Chirman, Dr L Willamson) | |  (Chirman, Dr E Love) immunohaematology and for Fractionation Transmitted Infections
HLA Typing (Chairman, (Chairman, Or P
(Chairmn, r M de Siva) Dr T Snape) Flanagan)

18P on Donor essions| | WP on Aperesis WPonLabels || WPonBarcoding WP on
Histocompatibilty
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Background to UK HCV Lookback

1. October 1991 - UK w1de HCV antlB screening MSBT demsmn
- no lookback

2. August 1994 SACTTI Ad Hoc meeting recommendation for
HCV lookback

3. September 1994 MSBT considered SACTTI recommendation -
> core group to report back

4. December 1994 MSBT considered report
Outcome: agreed duty of care to recipients infected with HCV

5. January - October 1995 MSBT Ad Hoc HCV Lookback
Working Party - Procedures, Guidelines, Research
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1995 Chapter of events UK HCV Lookback

11th Jan - Ministerial announcement
Helpline*, DoH Epinet cascade, NBS cascade

16th Jan - Panorama “Bad Blood”
PHLS* “worried well’ testing for multitransfused
18th Jan - Preliminary action for BCs
20th Jan - 1st Ad Hoc HCV MSBT Meeting
6th Feb - Phase 1 RTC action
31st Mar - Full RTC package

3rd Apr - CMO HCV Lookback letter
Trace, counsel and if necessary treat - “How to do it”

* by 13th February -
> 13,000 calls to Helpline
> 1,000 PHLS “worried well’ tests

NHBTO0077689_0005




HCYV Lookback

“We shall do all we can to care for patients who
have become infected in this way through
counseling and, where appropriate, treatment.”

Extract from statement by Tom Sackville, 11/1/95
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Algorithm for Lookback
for HGY- 1

Routine anti-IiCV ELISA Screening

Repeat Reactive Donor Identified
/

HCYV Positivity confirmed RIBA, PCR

¥ Components not issued

Donation Record Reviewed —— | to hospitals or returned
v unused to BTS - NO

FURTHER ACTION

Blood sent to hospitals
¢

Contact Consultant Haematologist in charge of Blood Banks at relevant
hospitals with donation number and date of issue to hospitals
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Algorithm for Lookback
Jor HCV-2

Check hospital Blood Bank records for name of recipient

Check hospital notes, did patient receive blood?
> uul i N

Yes No —p» Check if returned unused

4 y A

Contact Consultant | YES - NO FURTHERI No = Check for recipient
ig charge of case ACTION

Patient discharged Still under Consultant care
l GP to be informed

NB. It is essential to try to establish that
Tell RTC the patient is alive before any attempt is
l made to contact them

RTC Contact GP —® i ive?

ges 'NO - NO LOOK BACK ACTION

Contact patient
Counsel

/ Test\

Positive - igfonn RTC Ncgatin* - inform RTC

Refer to Hepatologist/Gastroenterologist NO FURTHER ACTION
for assessment/treatment

*If patient is immunocompromised, ELISA may give a false negative result and
PCR may be required.
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HCYV Lookback -
Testing Algorithm

i) screen for anti HCV by either ) Ortho

)Abbott or
) Sanofi-Pasteur
) Murex

posmve negative ) HCV RNA PCR

/\

posmve indeterminate negative )
) HCV RNA PCR
> ) Required
Report A different EIA )
Positiv

positive neiative

Report Report
Reactive Negative

ii) Screen for anti HBc by EIA/RIA

iii) Repeat anti HCV EIA
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Definition of HCV Indeterminate for inclusion in

RIBA clear band 3+ ¢22 or NS3 (c33c¢)
assess EIAs
Results available from 2 different EIAs
include: -
sera reactive in 2 generically distinct EIAs
exclude: -
sera negative in 1 EIA

Results available from 1 EIA

include: -

sera negative in single EIA
Include irrespective of PCR result
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_MCurrent Status of Lookback

England = Scotland Wales N Ireland UK Total

Number of donors identified who 564
had given blood pre 1991

Number of components identifed
and notified to hospitals

Number of recipients identified by
hospitals

Number of recipients who have
died

Number of recipients followed up

Number of recipients counselled
and tested

Number of recipients tested
positive

Number of recipients tested
negative
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.

HCYV Lookback National Database - as at 1/9/97

T'otal positives 687

| negatives 536

] indeterminates 86

Total no results 31

Total cases
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- Resuls summily  © g e

Positive
Negative
H Indeterminate
H No result
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HCYV Lookback -
Testing Algorithm

i) screen for anti HCV by either ) Ortho

)Abbott or
) Sanofi-Pasteur
) Murex

posmve negative ) HCV RNA PCR

/\.

posntlve mdetermlnate negative )
) HCV RNA PCR
) Required
Report A dlffelent EIA )
Posit

positive neiative

Report Report
Reactive Negative

ii) Screen for anti HBc by EIA/RIA

iii) Repeat anti HCV EIA
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~HCY. POSITIVE Data =

Result HCYV EIA HCV RIBA HCV PCR

or No result
or No result ‘Noresult
- - +
or 4 Indet
or + No result
or No result +
Indet Indet
or . _ -
or - No result
or Indet No result
or No result No result

HCV Lookback - Central Database 1/9/97
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MOVNEGA YR Dt o o

Result HCV EIA HCV RIBA

NEGI - -
or - No result
or No result -
NEG2 - -
or - No result
or No result -

HCV Lookback - Central Database 1/9/97

HCV PCR

No result
No result
No result

TOTAL
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Result

Indet

No result
No result
Indet

_|_

Indet
+

HCYV Lookback - Central Database 1/9/97

 HCV INDETERMINATE Data

HCVEIA HCVRIBA HCVPCR

No result

No result
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HCYV Lookback
Further assessment and follow up

e —— T T e T T ST T I T T S W T

All anti-HCV positive patients should be referred to a
specialist with an interest in the condition for further
assessment. This will usually involve a period of
observation and, in most cases, a liver biopsy. Patients
considered to be at risk of progressive liver disease
may be offered treatment with interferon.

Extract from CMQO'’s letter to GPs, 3/4/95
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|

Pos1t1ve Reaplents o

& 687 positives - 341 male, 335 female and 11 unknown

& 384 positive recipients have children (211 female
recipients, 169 male, 4 unknown)

> Ethnic origin -
578 white »
12 Ind1an/Pak1stan1/Bangladesh1
9 black Caribbean
4 black African
- 3 oriental
6 other
75 not known
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HCYV test outcome by age groups of recipients
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HCYV test outcome by component type
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HCYV test outcome by year of transfusion
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% of tested recipients with other risk factors
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NHBTO0077689_0023




~ Evidence of liver disease

Information supplied to the database
indicates that of the 687 positives 32
(4.66%) have ewdence 0} § symptomatlc
liver disease -
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Abnormal LFT results _

3 el S e < AL FE e

HCV test (N)  Bilirubin ALT ~ AST Albumin
N %(95%CI) N %(95%CIl) N % (95%Cl) N % (95% ClI)

' 55% tested | 69% tested 57% tested 57% tested

symptomatic (32) = 3 21% (5-51) - 5 33% (12-62) 4 31% (10-61) 1 8% (0.2-39)
asymptomatic (655) 9 2% (1-5) 90 20% (16-23) 51 13% (10-17) 12 3% (2-6)
All (687) 12 3% (2-5) 95 20% (16-24) 55 14% (11-17) 13 3% (2-6)

45% tested 56% tested 47% tested 48% tested

asymptomatic (534) 6 2% (1-5) 3 1% (0.2-3) 3 1% (0.3-4) 4 2% (0.4-4)

Indeterminate 68% tested 73% tested 54% tested 68% tested

asymptomatic (84) 2 4%(0.5-12) 4 7% (2-16) - 2 4%(0.5-15) 0 0%
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HCYV Lookback Overview

Number of donations
Number of components
Number issued to hospitals

Number gone to another hospital

—— Number LBF1 returned

Dead
(post transfusion
- time interval
cause of death)

* no further action
— Dead (cause of death)

— not traced

—® not transfused

— Number followed up

ber LBF3 sent

ber LBF3 returned
— +ve (REGISTRY)

> _ve

— not tested

— not traced
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NBA/CDSC - National registry “known

Monitor natural history long term outcome of HCV
infection |

> Estimate times from HCV infection to biochemical/
histological/clinical HCV related illness and death

> Monitor numbers of new infections

> Provide a shared national/international resource for
designing future studies

Angela Robinson 1/9/96
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Furtherwork

- multivariate analysis of factors that may
effect transmission

> describe biases in the sample of recipients
tested

© natural history of HCV 1n recipients
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__ With thanks to.....

¢ Dr A Dike

¢ Dr P Flanagan

¢ Dr P Hewitt

¢ Dr S Knowles

> Dr E Caffrey

¢ Dr F Boulton

¢ Dr T Wallington
» DrJ A F Napier

¢ Dr E Love

> Dr N Anderson
% Dr V James

» Dr K H Shwe

> Dr V Martlew

< Dr A Townley
¢ Dr C E Chapman
- Dr H Gabra
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