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FLOW CHART FOR THE INTRODUCTION OF ANTI-HTLV3/LAV i

PRODUCTION, EVALUATION & INTRODUCTION
OF SCREENING TESTS

“In house” ant{~HTLV3/LAV
assays developed {n a few
foreign and UK research
laboratories. FPHLS Virus
Reference Laboratory (VRL) and
the Middlesex Hoepital available
An primary testing centres.

Antigen producer cell lines
nade available by US National
Cancer Institute to five US
conpanies.

CEM-J jproducer cell line developed .
at Chester-Beatty Institute, London

|

CEM-J line made available to

Wellcome UK.

Demonstration of Abbott, ENI and
Wellcome assays to PHLS staff and

DHSS officers.

. PHLS evaluation of first three
assays available (Abbott, ENI

and Wellcome).

Presentation of PHLS flndings to
DHSS Subgroup.

Licensing of flrst US commercial
apsays by FDA (Abbott,
Electronucleonics, ENI).

A
Licenaing of other commerclal
assays by US FDA (Littonm,

Travenol).

Demonstration of further assays to
PHLS and DHSS. -

PHLS evaluation-of Litton and
Travenol assays, Lf available.

Y

Presentation of PHLS findings to
DHSS Subgroup.
designated as conflrmation centres.

Introduction of anti-HTLY3/LAV o
screening teats in PHLS clinical
laboratories.

«

1 First batches delivered by manufacturers were
withdrawn (on 23 May by ENI and 29 May by Abbott).
Replacements expected 5 June (Abbott) and at a date
to be notified by ENI, who have no agent in the UK.
Wellcome kite expected on 21 June.

2 The "Confirmation Laboratories” other than VRL all
require upgrading to meet current ACDP aafety
guidelines, and will need some new equipment. A bid
for the funding needed was submitted to DHSS on
22 May 1985. -

3 The two intermedlate steps introduce a degree of
Aunliicatinn  and -rharafare dalav.

‘BTS

Introduction of ant{-HTLV3/LAV
assays in clinical laboratories

Viei{t to PHLS by BTS officer who
1s organising BTS evaluationm,
12 June 1985.

BTS evaluation of suitable assay o

beglns.

BTS evaluation continues. 0 g

Introduction of anti-HTLV3/LAV
gcreening in BTS.




ITRUS“) TESTING IN ENGLAND & WALES (SITUATION AT JUNE 1985)

TRAINING

Firat meeting of PHLS anti-
HTLV3/LAV testing group.

l

*  Demonstration of commercial assays
to staff of confirmation
laboratories.

M . First training course at VRL for
N + staff of ‘BTS and clinfcal
laboratoriea.

STANDARDISATION AND QUALITY CONTROL

Preparation of firat panel of
control atandard sera for
issue to laboratories.

Panel made available to BTS
and clinical laboratories.

v
Prepacratton and dlstribution of
PHLS Standard and "Cut—-off” aera.

Second panel of sera prepared.

Distributed cto all testing
laboratories.

Analysls of’ results.

y

Process repeated aix-monthly.

CONFIRMATION OF RESULTS

“Request for confirmation of
ant{=ITLV3/LAV result” form
drafted.

Designation of VRL and six other 0

large PHLS laboratorles as
confirmation laboratories.

Bid to DHSS for funding submitted
22 May, 1985.

Agreement on draft form.

Y

Agreement on uniform conflrration
aystem, provisionally by indirect
competitive solid phase asany,
immunof luorescence, and Weatern
blotting.

Discusslon of performance of
commercial assays based on
feed-back from requests for
confirmatory tests.

% e

REPORTING RESULTS TO COMMUNICABLE

DISEASE SURVETLLANCE CENTRE

Reportling syatem for anti-HTLV3/LAV
teats ser up.

First monthly reports of anti~
HTLV3/LAV tests in Comwunicable
Disecase Report.

Monthly reports and analyses
continue.
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