AIDS AND BTS

Background
1, Ministers agreed in ZT . _7'that blood donations should be
routinely screened for the presence of antibodies to the AIDS virus (anti HTLV3).
RHAs were asked to set aside funds in 1985/6 for this purpose.
2, Implementation of this policy requires:

a. selection of suitable test;

b. decision on the parallel provision of testing at other
sites;

c. provision of facilities to carry out confirmatory tests;
‘3. decision on the counselling of donors found to be positive.

Choice of a test

3 Selection of a suitable test is extiremely important. About 6 are currently
available. There is a need to evaluate these in order to recommend a test
which:

i. has fewest false negatives - otherwise infected blood might

get used;

ii. has fewest false positives - otherwise significant quantities
of blood will be dumped, donors dropped from panels, and donors

caused anxiety; all unnecessary;

iii. is most operationally convenient for large scale (2 million
donations per annum) testing in the BTS.
od cosh,
Inevitably the final choice will jnvolve a trade off between these factora{ -
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4. The PHISB are carrying out the initial evaluation to check the technical
performance of Available kits. They will get information on performance ‘
against criteria i and ii. Tﬁ; results will be considered by an expert panel.
They will advise which tests could be considered for us in the NES, These

tests will then be given field trials in the BTS. These will confirm on a .
wider scale performance against criteria i and(especially) ii, and also evaluate
their performance in the BTS opernfional context.

5. The PHLS will have tested 2 of the available kits within the next two
months. The others should have been tested by September. Fressure is being
applied to PHLS with a view to improving on this timescale., However, it is
) important that scientific rigour is not sacrificed in the process, A test
( which fails to detect antibodies will be a danger to public health, A test
- -—ﬁhiéﬁmh&;;egé;" ﬁon-exietent antibodies will be a cause o%ﬁ:g;%pt to donors
and wasteful of resources. Field trials will be conductedlsn kits as soon
as they have been cleared by the expert panel, The BTS will then be consulted
on the final choice of a test and on its simultanecus jntroduction by all
BICs, and at alternative sites. The latter two points are important since
a. clinicians may well insist on using blood only from centres who are testing;
and b, we must avoid centres who are testing acting as magnets to those in the
nat risk" groups who want the_ieassurance of a test and use the BTS as a means
to that end (see below). '

6. TFurther deaths among recipients of blood donations cannot be ruled out.

( ' Any such case will be politically embarrassing because some other countries have
already started testing. We could be seen as complacent. Manufacturers of
available kits can be expected to exploit any such cases to encourage early
decisions to adopt their product.

No¥,fyin
f Positive Donors

7. Decisions are peeded on whether we notify those whose blood donation is
found on testing to be positive for anti HPLV3, If they are notified then
they will need advice (counselling). It is possible to conceive of a policy
which involved testing the blood, discarding that found positive, and deleting
the donor from future panels. This approach would be consistent with the BTS
merely safeguarding its supply and not providing a diagnostic service. On the
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face of it such an a.pproagh would not require conf irmatory tests on individuals
or their counselling. However such an approach would be dogged by a host of
ethical, legal and public health considerations.

8. It is doubtful whether BTS directors could or would sustain a policy of
not informing donors who were dropped from panels of the reason. They would
certainly be expected to refuse a policy of calling up again positive donors
since this could lead to their staff being infected., The Policy would also
involve‘directors colluding in a possible risk to other health workers who might
handle blood or other specimens from such patientai‘i%o UK would be in the
minority in following such a policy. sdar dmore AL alho Lo liulde b

| Sprtod the dlotase o act carmndied -
9. It i;_cﬁgr_ﬁa"that a policy of not infom:_l.pg_gog_om‘g_pu;d, not be
sustained ﬁaik‘long term paliey, It might be adopted as a short term measure
should preesure force the introduction of testing with the BTS,
L & necommunded Bk denne Sound bote foidit ot unlmed .
10, A decision to inform positive donors adds to the need to reach decisions

on:

a, counselling of donors;
b, alternative sources of tests; and

c. the provision of confirmatory test facilities,

Counaelligg

11. Donors whose blood is found to be positive to anti HTLV3 will need to be
given advice. This will follow the results of confirmatory tests (see below).
Decisions will have to be taken on how positive donors shall be informed of
their result and to whom they should be referred for advice. The counselling
will include advice on any changes necessary to their life style to avoid

danger to others, and on what to do in case of symptoms developing, Counselling
might be organised via GPs, STD clinics or by other means, A separate submission
is planned,
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Alternative Scurce of Testing

12, The first defence of the BTS against AIDS is the discouragement of donors
in the high risk groups, This will still remain vitally important when screening
is introduced. This defence will be jeopardised if high riask individuals use

the BTS as a means of obtaining access to a diagnostic test, It is essential
therefore that the announcement of the introduction of screening of blood

donations is accompanied by publicity on alternative means of being screened.

These facilities could be organised in a number of ways eg by open access from
GPs or through STD clinics, An efficient wvay of providing acilities would
be to use the PHLSB, They have a network of local laboratories covering the
country backed by central expertise. To enable PHLS to undertake this task
y}%}*fgquire 9§_£§9Ff?§° in their funding. This is considered together with

funding for confirmatory testing below.

Confirmatory Tests

15, No one can be informed that they are positive on the basis of a single

test. A confirmatory test (or tests) using a different test method is essential,
The'provision of confirmatory facilities needs to be concentrated in a few

places, The PHLS have the exp;rtise and organisation to undertake this task,

They propose using 5 designated laboratories backed by a central laboratorylglij;t

This task will require additional funding for PHLSB. . ooty dect
A AL saunces

Resource Implications for PHLS

-

Initial Testing ((pana 12) .

14. The provision of initial testing facilities can be regarded as a NHS
function. The PHLS however are funded as a centrally financed service (CFS),
The CFS is under considerable pressure and to fund them to provide this service
will require a reordering of priorities both in 1985/6 and in subsequent years,

15. The revenue costs, in a full year for providing a service at all PHLS
laboratories will be £538,000., In addition, additional safety precautions at
laboratories will cost a one off £75,000. The cost in 1985/6 is likely to be
£270,000 (revenue) and £75,000 (capital), a total of £345,000. In future years
the cost will be £538,000 (revenue), at 1985/6 prices,
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Confirmatory Testing

16, The annual revenue cost for providing confirmatory tests a.nd a reference
service to both the BTS and other laboratories will be £195,000, In addition
the 5 laboratories will need some upgrading at a cost of £250,000. The cost
in 1985/6 will therefore be £98,000 revenue and £250,000 (capital) a total of
£348,000, In future years the cost will be £195,000 (revenue).

Advice Sought

17. Are Ministers content that:

- a. “the work of evaluating tests proceeds as planned provided
that all possible steps are taken to make a choice of test[r\.o
later than Septembera

b. blood donors found to be positive should be informed
of this fact and counselled; and that a separate submission
is prepared on how counselling should be provided;

‘c. alternative testing facilities are provided by the PHLS
network at a cost in 1985/6 of £345,000 and £538,000 thereafter;

d. confirmatory tests are provided by the PHLS at a cost in
1985/6 of £348,000 and £95,000 thereafter;

e. a reordering of CPS priorities be made in 1985/6 to find
the necessary £693,000 required.
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