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SVALUATION OF WTLV III KITS:SOME THOUGHTS FOR ‘CONSTDERATION *~

.P'.

. s
DHSS has no Statutory autharnity ta: fﬁrce manufa.ctux‘grs to have theg,;;.: ‘
diagnostic products evaluated befare sale teo the NHS Is -permitted'-;,
Furthermore, ysA firmes will have obtained some sort of FhA clea:r:a.nce
vefore marketing in the UK starts. Against this background, and -
with an active lobby, the ABPIL, a heavy handed appwoach is 1ikely
to meet with resistances Indeed there have been signs of this

‘alreadys Companies must be persuaded that taking part in the. scheme

e

will. banef:i.t them, through the opportunity to gain a seal of approval,

and the Health Service, ¥For this reason, there must be an acceptable-

,evaluation site and a fair and reasonable evaluation protocol ‘with

which the companies are in a:greement. This rules: out any site where
ests are being developed in house arT where there is active

3

Llaboration with a particular companye

2. -Evamation can. be seen as a. twa: stage process,  The first stage
would be to assess @ prednct'a perfarma.m:e aga:l;n.ﬁt establiahed
eriteria such as accuracy, prec:i.sioni;ﬁﬁl :acégsi.tivity. The second
stage would be a longer term field assessment, im a BTC. sayy. tor.
find out ahont difficulties in use ox :i.nterpretation, and about }:he-

rate of false pasitive results. The first stage would mot be: too:
_,difficu}.t_to. manage with ouxm preaent staffing levels and in' theoxry
each producf evaluation could be undertaken in a comparatively
short t:i.me. Companies could be. asked to support their performa.nce
cla:i.ms with test data and im the case of USA firms FDA data can

. e obtained. I'i‘. is suggested tha.t 1ne- evaluatﬁ.on be undertsken on-

' a USA product that has not been pa&sad by the FDA for investigational

. ,‘i}.riala-. The. second stage would be virtually :unpoeaible te manage:
without taking on more staff (which is ruled out) and it seems

unlikely that commexrcial companies would be prepared to be held.
back by a long term study.

“im. Tt is propused that we set up evaluation which has tle object of

< Fe
%\ identifying products which can. be:’

© purchgsed

%&%‘imé with some degree of confidence by those in the: mariketplace.
» In: othern words, NHS shculd be. encouraged to’ buy only Iisted: praducts)
and: those ‘companies with listed products could sell on the 'fxee:

'§n. competiti o with any cther me.nufacturers pml\“’-“’-" o
5c.c.¢ud. s — evalaatisws. ande tha resu.[-L\ ot B

jo per Beaps vin DHSS. : _
ill neeﬂ ‘an evaluation protoccl and a panel of test. Serf.e It

ve:ry sensible to- have. an expert working group to endorse

'.a:nd ta help in the assessment of results, This grou

o ma:ck.e‘b '
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could be the ambrella under whose auspices product liét:i.nga- cou:ui

take place.

5, To date, the best evaluation site would appear to be the V:Lrua‘
Reference. Laboratoxry, PHLS Colindale., This site has no partiexa;lvam

product. biases, as faxr as can be’ def.ermined., and ST
semsnmmmy: is already collaborating with BDeeeemEEe on the astablishmen;t:. :
of a test panel. aemnpewmmmyi of the: Welsh Office has exp::essad,-"
a desire that there. should be.-gome e.valuatinn work done in UWales: —CH& “5
whewe there is especial interest smd expertise in ELISA testing{ ,
It would seem prudent therefore to. link up with Wales and ideally’
a common protocol could be used, On the face of it, the Cardiff
BTC would be in a position ta, do. some second stage work, However,
the extent to ‘which: this could be done needs investigation,

. 6, It is suggaated that the following. péople/urgaz-zisé.tiona need to
be .un/:r:epresented. on the expert working groupi -

J/;EDSEB -~ Cheirmarn
TR3A - Secretaxy

s .
C_ T Gaa " UEL IO -
rw- —— TR B TresTUsE ﬁE .
' Gansultant Vﬁxologist;-.:._ M e

Another ) [T
F,._-w!’ S
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'Z. F{mxd’s'; wnuld ba needed to suppo:nt W anrl perhapa the Welsh
'exerciae. It is l:i.kely that. w '\vDL‘lId reqpire an. MI,,SO,
perhal':s tWOy. and rumlmg costs would be n.eeded, “There are no

estimates a8 vots Tn a-vm_d d;n.fi‘n.culties t:hat could arise: if

" manufacturers blame’ poox pe:momance o improper use,;or equipment,
or materials that they didn't. supplyp it is important that they
be. asked to supply & complete package Oi‘ reagents,. equipment and
trainigs. Whether ﬁHSS will expect this package to be supplied
free of charge. for the. duration of the evaluation, or whether it
should be leased, needs discussionle In the past leasing and
purchase of a cut—price. gquantity of consumables has proved: to» be

easier to manage than loans and free gifts.

" 8. We will need to discuss the duration of funding:clearly there
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e an open-ended committment in this respect. Perhape the

be to limit evaluations to: a two year period at. the
e could establish an evaluation protocal )

During this time W
at would be made available to anybody, -

1 of test sera th
after the initial exercise had

ami perne

wishing to undertake evalutions
-thS\ne.L. If we decide to keep the list new products could be Iiste:L

on the pasis of evaluation to our protoc,ol by a credible la.bora.'t'.o:r:y-

This needs discussion.

a meeting petween STH3A and MEDSER' SO0
o. draft an evaluation protocol and this may . -
Perhaps the mee'h:i.ng ahou.‘l.d

9. 1 suggest that we need

M has agreed t
be available within the next two. weeks.

be held_towards the middle of Feibruary.,
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