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Dr 4 Smithies

ATDS

You will kmow there is a meeting with Dr Harris Thursday(¥r France will attend)
and possibly a mesting with PS{H) Priday (but see below)., I met Mr Prance on
Tussday. He is going to talk to CHMO smuggesting that I put & submission for
Ministers to bim (CMO) by the end of the week, He is slso going to suggest to

CHO and slso PH(H) that the mesting is postponed wniil this submission has been
sonsidered.

I attach my firet drafs. I am vevising the stzucture of thisz 3o raflect the
starting point which CHO/PS(E) now want ie the speedy introduction of s screening
test inte BIS op available data, withoutl walting for confirmeiory tesis eto,

I do not suggest you comment in detsll on this werslion. My revisien will,

at Mr France's suggestiion, include n fecision tree. I think I may sugpest 4o

Ed Harris thet Thursday be devoted o dimcussing my submission and inviiting

D along, VYhat do you think?

5 J_mm 1985

copy to: ¥r A Williams ESIA/
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f@? RESTRICTED

BCREENTING OF BLOCD DONATICHES POR AIDS
Bac wnd

1. AIDS can be transmitted by the use of infected bloed or blood productis.
Ministers have therefore agreed that blood donations should be routinely
gcresned for the presence of antibodies 1o the AIDS wirus. RHEAz have been
asked to set mside funds in 1985/6 to finance the introduction of screening
by the Blood Transfusion Service (BTS),

Z. Screening haz not vet staried in the UK, It &8 iv use nationally in
Australias, widespread in the USA and the F¥etherlands. France and Germany
will introduce it pationally later thiz summer., Cases of AIDS contracted
through the use of UK donated blood have not yet occurred but can be expectled,
When these are announced the publicity may well draw comparisonsz beitween
action abroad and spparent inactivity here,

%o Inplementation of a screening policy requires:

&, selection of suitable testi;

b, parallsl provision of testing facilities ocuiside the BTS;

&. provisien of f%giliti@a to sarry out confirmntory tesis;
4. provision of advice to donors found to be positive.
Selection of 8 Test
4. The options are whether fo:

1. gelect an avallable test on current kneovwledge as soon as
possible;

2. s@select after evaluastion of tesis by the Public Hsalth Ilaboratory
Bervice; or

3, ®select after both evalustion and FIS field ¢risls.
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§ 5, The choice between these opitions will reflect the balance of advantage
betveen having » test in place gquickly ss a defence agalnast criticism of

¥ tardiness; or walting wntil we have & test which can be confidenily recommended
for BIS use,

&, ALdopiing & test with 2 high level of false negatives {ie one which fails
4o detect antibodies that are present) would be worthleess. Equally a test
with a high level of false positives {ie ome which detects antibodies that
are not in fact present) would involve discarding quantities of bloed and
perhaps depleting the pool of donors, This could well lead to a shortage

of blcéﬁ and thus to postponement of non-urgent operations, and a lengthening
of waiting lists, The BIS processes gver 2 million donations per annun,

This requires s test which will give consistent results and be carried out

easlily.,

Discuzsion of Ootions

7. The merits of esch option and the timescale for their lmplementstlion

are g5 follovws:

i. SBelect s Test immedistely - This could be implemented in

perbaps 2 monthe, This ie not recommended. UK expertis are

not zatisfied with the reports of evaluations from
countries who have conducted ¢trimls., There are worries mbout
the lack of reliasbility experienced. It would be difficult to
parsusds the HES to have confidence in an unevalusted test.
Finisters have annouwnced that tests will be evaiuated. This
work ie undexway, The other health deparimentis would nsed to
be consulied if we deparied from that approsch.

ii. JBelect s Tent on the Basie of the PHLS Bvaluation - This

. sould be lmplemented in perhsps 3/4 monthe.This is not recommended.
The PHLS will have checked the sensitivity of the tests je their
ability to detsct antibodies when present. They cannot check the
specificity of teste (ie the rmte of false positives). 4s
explained in paragraph 6 above, this is particularly important
in the BTS context,
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iii, Select after PHLS evaluation and Field Trials in BTS - This
may %ake 5 months Yo implesment, This is the recommended option.
It will enable the level of false positives o be measured, It
will also allow operational convenience to be amsessed, It might
leave us without a screening test foxr up to 2 further months,

It is hoped 4o bring forward the field trials and thus reduce the
period needed for implementation, {4 disgram of the selection

process is st annex 1,)

Supply Constraints

&, Several testa ave on offer, However, it is mot yet known whether manufaciurers
could s8ll supply the large mmbere nesded by the BIS, We may need to use

more than one supplier., There is & British contender., This is belng produced

by Wellcombe {in collaboration with CAMR), It looks extremely promising.

Bowever there is s question mark over the speed at which this will be avallable

en a large scale, We should not delay implementation of sersening until

this can be supplied,

Decisions on Conseguential Matters

9. 4 nunber of other decisions are required as & conssguence of introducing

screening of BTS donations. They are based on the key sssumption that donors

whose tests arepositive will be informed. Adoption of any other approach would
be dogged by many ethical, legal and public health problems. Information
would be suppressed which could put health workers at wmnecessary risk,

These donors could also, mnintentionslly, spread the diseasse, Such a policy
might, however, have to be adopted in the short term if the sther facilitles
discussed below are, for any reason, not ready when screening is implemenied;
sg if option 1 were adopted,

Con{irmatory Tests

10, Ho one can be informed that they arve positive on the basis of a single
test, A4 confirmatory test (or tests) using a different method is sssential.
The PHLS have the expertise and crpanisaiion to wundertake this task., They
propose using € designated laboratories, backed by a ceniral laboratory, to deo
confirmatory tests from all sources mot just the PIS, They believe facilities
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ecan be ip place by September. It is Tecommended that the PHLSE be asked to
getablieh these fecilities and that the pecessary funds are made available
{see Below).

Alternative Source of Testing

311, The fivet defence of the IS aguinst ATDS s ¢o discourage donors in
4¢he high risk groups. This will 8%1l1] zemalp vitslly lmportant even when
soreening 8 introduced, This defence will be Jeopardised if high rimk
individuals uee the PIC se 2 means of obitalining sccess $o & diagrnontic test,
I4 is sesential therefore that the screening of blood donations 48 sceompanied
by the provision of well publicised alternative means of obilaining a test,
Thege faecilities will probably have to be orgenised through 8TD elinies,

4 seperaie submission on the provision of these facilities and the resocurce
implications is plamnned., 4&n effeciive way of providing ¢ major proportion
of the necssasry laboratory facilities would be %o use the PHLS, 4gsin 1o
enable PHLS 4o wndertake this taak will require an incrzase in thelr funding.

Conseguences for PHLS

~—

12, The annual full year revenue cost of the propesals in paragraphs 10
and 11 is £733,000, In 1985/6 it will be sround £367,000. In addition some
at a cost of £375,000 4n 1985/6. 4 total of

Jeboratories will need upgrading

£742,000, Funds for future years are the subject of & FES bid, For 1985/6
£500,000  could be met frow within the CFS budget if Ministers give this priority
over competing bide., The remaining £242,000 will have 4o be found from yet
unidentified mavings

33. Donors vhose blood L2 confirmed %o be positive to enti HTLYE will need to

be given sdvice, The mdvice will cover such matiers as changes peceasary to
1ifestyle o aveid & er to others. A4dvice will be needed by sll who are
senfirmed positive, mot only blood denore. BSuch advice will e s major
contribution to preventing the further spresd of this dissase. 4 seperaie
gubnission s planned en how this should be organised and the resource implications,

14. The scresning test will be supported by the FHLS, They will help train
BTS and other staff and orgmnise & Quality control scheme,

4
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i Sumpary of Suggested Strategy (see also Annex 1)

15, In summary the following strategy is suggesied,

1. The test {or tests) should be selected sfter evaluation by
the PHLE and field trials in the BTS. This would mean implementation

of screening in Ociober or ¥Wovenmber,

2e Fealustion and fisld 4rials should continue

4o be conducted on new tests which emerge.

%,  Confirmatory testing facilities should be provided by the
PHLSE,

4. Alternative itesting srrangements should be organised, 4
separate submission on this is planned, The PHLSE should be
asked to establish lsboratory facilities.

%. The organisation of facilities for advising positive donors
{and others) should be the subject of a separate submission,

ught

16, Are Hinisters conteni:

1., with the strategy outlined above?

2. that steps are taken to secure the necessary increase of
£742,000 in PHELS funding im 1985/6,
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