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1N CONFIDENCE

CENTRAL BLOOD LABORATORIES AUTHORITY

Mioutes of the sixteenth meeting of the Central Blood Laboratories

puthority held om the 1 February 1985 in the Board Room, the Crest at
11.00 a.m.

Present:

In attendance:?

e 8w R

* [ A e g

PART 1

1/85 Apologies for Absence

An apology for abaencé was received from ¥

2/85 Membership

The Chairman reported that he had received a lettexr from ~ 7
; 3, advising that his membership of the Authority had ces
from the end of November 1984. The meeting agreed that the
Chairman should write to to eXpress appreciation of

work with the Authority and to extend good wishes.

- ; offered apologles on behalf of DHSS on the short
ip the wembership, {ndicating that replacements awalted
confirmation by Ministers. The Chairman confirmed that the

Authoricy had a properly constituted quorum for the current

meeting and welcomed y 1

- B
. and , 48 guests on this occasion, inviti
theém to coantribute to the meeting albeit without voting righ

3/85% Minutes of Previous Meeting

The minutes of the mee:ing held on 28 November 1984 were app
and signed by the Chairman, subject to the following amendme

ftem 88/84 (88.3) second paragraph, second sentence to read
"1t was noted that the anti-A aod anti-B monoclonals were of
better standard tham the humag material and hospitals were x
required to pay for these products’.
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&4/85

Matrers Arisisg from the Miunutes

b3

- - ©
. espressed his gratitude for the messnges of g@qﬁ
gishes recelved beforve his ¢ ‘ 3 H

. he thasked . . - - for scting on his
pehalf during this period. ,

s

ﬁaﬁ Lﬂg@

The Chalrman displayed the artwork sad proposed sdoption wk

¢he BFL and BORL logos with the provision thet the orown Be

chaoged to the sppropriate tpavard? style, aud alee that the
cBLA'e own lvgo should consist of the swin hesrir with ths

cpLA horizontally helow. The mesting copourred. The Chalyde@
culed that the prize be pwarded to the wisnex of the Interaal
competition held te design the 1ogo.

reatral Lommitiew fory Resesrch & pevelopment in Blood

Trausfuaion
Arans s S

. made veference to a letier cireulsted by BPL
and reguested ciacrification of the distribution of Factorx ]
and heat treated Factorx 8 following s discussion io the
fenteal Committes foF Research and Development {in Blood
Transfusion. He indicsted that the distribution direct tO
daemophilia Divectarsd, although probably weleomed by #g.C.0%s
wos & disturblag chauge made without discussion with Blood
Transfusion Directotrs eud differed from the sgreement made
with Haewophilia Digectors. This cODOR|YR W8S reinforced by |

. who discussed the principles of thise change.
referred to the mesting held at Elstree with the Hezemophilie
pirectore on 1O December 1984 and the sgreewmenis reached.
stated that sll Fesetorx 8§ concentrate was nolb suitsble for hes
treatment; that samples sf standsrd Factor 8§ lost potenty
¢hen heat-~treated; and thst large guantities of Factox & wot
neat treated resained is stock. He pointed oug that s
refevrence had been made Lo the Committee om the Safetly af
Medicines and gave derails of san iptensive trial of Factor
8¥. He highliighted the folloving problems; the contiosuily ©
gupply sgsinst 1tse 1imited avallability, the difficulry of
pro-rata distribution; the vralevence of the ¢rial to the
ticense application; and the shortest way (o establish Factc
4y. He expected 8 veturn to cormal distribution im the Suns
of 1983. | referred to ths excess of FactoX 8§ wvow
the market saying thst son~heat treated Factev 8 was ng lom
available commercially. Ae believed the Committes o0 the

ssfety of Medicines vas licensing standard Factow # when he
¢rested without trial.
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5/83

fe pointed out that BPL had no product license and thought
that 8 license was BECesB8TF, despite Crown privilege.
stressed the desirability of producing this new safer
product (Factor 8Y) as esrly ss possible. There vas ‘
considerable discussion on the interim situvation snd the

problems that & poor decision now would create for the long
(134 X '

The Chairmen reviewed the need to consult Haemophilia
pirectors and Blood Transfuslon Directors on the distribution
op the limited awounts of heat~treated Factor B available and
stressed the need to contioue 1isison with

and
1 Conmittesz. The | ... BPL should thewn
deelide priorxitiess oo the bseis of sdvice available. It was
pnoted thad . Cfopmittee would next meel on the

18 Pebruary. The Chalvrman pointed out that the sssessment or
Factor & was good and that for snytrial, the smallest number
of patients necessaxy Lo esteblish protocol should Be
detersined. 1% was agreed to proceed with Factox 8% fxom
April and use the swall amount now available for protocsl

trisls . . sad ¥ ... would advise the
pirector, BPL of thely wiews. referring to the

1icense situstion stressed the need teo apply for any
garintions as HO60H 8% possible.

Plasua Supply

A report prepared jointly by v rmwe- and the. > BFL ow
plasma supply (CBLA 85/1) was received snd noted.

' “4ntroduced the subject against the background of the
¢silure of some Reglome to make provision for meetinsg thelr
tRERELY . ‘ sutliined the GCovernneni’®s policy on fundin
Tt was wvoted that 'Top §1icing® was not Favoured since the cash
had alvesdy been allogated, was known, and identified. The
Chalinan stated that the DHSS should be asked to ensure plasma™
deliveries against this cash sllocation to avold the factory
having inmsufficlent sourcs material on commissioning. He polnte
out that although less beat treated Factor 8 would be produced
from s given pool, the BPL product value remained shead of that
fron commerxcial sources. _ said that the matter of
securing inpcreased supplies following canh allocations vas unde:
consideration at the Department but the post~Griffithe
reorgsnisation appeared to cloud methods of dealing with this 3

of situvatiocn. was asked to provide a progress repo!
for the Msrch meeting. :

in the subsequent discussion i fntroduced his

recoumendation on collection by plasmapheresis refexrinpg to the

availability of plasmapheresis mzehines and the advantages of
central fuuding. '

There was further discussion followisng

sdvice
that some Haemophilia Directors were go

ing over to commerclal

-3

WITN2050057_0004



6835

7/85

Ly
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P

_asoted the peed to address
i pugs to eunsure full snd

nest-trested Pactos 9. The meeting was advised that BPL wew
working o this probles snd that vesults were ezpected by dpril.”
The Chsirman ssked that nest~treated Factor % and associsted

1icenasing avrangencntis be pleced on the agends for the buthorivy’®
Havch meeliog.

Yith regard to e work oo genstically
@ugima&re& ¥actor 9, Frofessox Bloom indicsted that CBLA should be
prepared for s reguest for ssaistance.

pedeveloprent of BPL

4 copy of the ninstes 5% the Prolect Comtrel Committee (CBLA 88f2
wes received and noted. informed the Buthority that hs
would be mectisg the Hevsging Director of MERE to discuss ihe
progress af the rvedevelopment. Although would be bagl
gn prograsmme by April there was s problem with the ductiag
contractor. A weetivg with the ducting fire's Chalrman would

arrenged during the let o¥ 708 week 1im February to resclve thile
problem.

then reported on his meeting wilh
at which he wss sccompsunied by « After
¢he Minister had expressed his concern regarding filnance, !
. detsiled the CBLA's situation, confirming that some
communication problems had existed both at the CBLA sud DHSS, and
‘Yegpelf im future to all branches of th
appropriaste clveulatien of dnformation.
said that the Minister had allowed the £335.35a for the
fsctory, buit pot the £3.5w required for the Wavehouse snd Qualitsy
coutxol building. These items would need to be separstely
discussed with . With regsrd to the possibilicy of
income From forelgn sales 1T was thought thst although therspeut
saterisl couvld be sold sbroad there wight be s difflculty with g3
FOA itu view of i1be state of BPL's Quallity Coutrol scecommodatio
) tooked forward to receiving a vecord of the meating
with the Minister, a clavificstion of the £35.33m as a cash 1imd
st 1984 prices sod the possibilities for re-negotistieg the
£%.%m. The Secretary @2ald that it was very importamt that there
vas sn uwpdate to the Fast Track ietter of the 2% June 1384,
would follow this up. The formsl record of the
Hinisterisl meeting was still awalted wieh appropriate papexs amn

indicated thst the cash liwmit would be spproved
foliowing the recelpt of these documants.

{ RER

Pinangg

The Chsirman opened this item by sseying that in future it would
dealt with in two pavis as followss~

{a} Finance

{b) Froduction

U
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and

that for the current meetling he would deal with the ftems in

that order.

7.1 Budgeb Srateneni

Copies of the budget statesment and Secretaxy’s report {(CBLA
85/3) were received and noted. :
referred to the BGRL overspending and the

possibility of transferring cash from Cspital to Revesnue and
from BPL to BGRL.

Revined and Forecast Estimaten

A copy of the Secretary's report conflirming Sub~Committee
meetings beld on 28 Novemberx 1984 and 14 January 1985 to
examine in detall forecoast estimates 1985/86 and the revisec
forecast estimates (CBLA 83/6) were received and noted. The
differences ariaing from enforced changes in accountiag
procedures and that tbe BGRL overspend arose from the
procedure for buying and distribduting monoclonals wae noted.
gueried the need for Portacabing against the new
gactory background and he was advised that they were nseded
enable Quality Centrol te cope with the increased load which
the new factury would produce and that they were intended as
temporary sccommedation ouly, Following discussion the
Chafrman sald thst (a) there should be esrlier presentatios
the hudget to the DHSE, {b) sovey spent op products saved
soney for the NES and (¢} su increased manpowey target would
seed to be wet 1f the requirement for self-sufficiency vwas

pe achieved. 1t slso presumed an sdequate aud locreasiag
expenditure on R & D.

pudit of Accounts 1 April 1983 - 31 March 1984

4 copy of a report by the Auditor to the Secretary of State
on the audit of the Accounts of the CBLA for the period 1
April 1983 - 31 March 1984 together with the Secretary’s
draft response (CBLA 85/7) was received and noted. The
Authority members were asked to review the docuzents and
sadvise the Secretary of any comments they wished to ralse,

Report on BEFL Products

A copy of the report on the production and issue of BPL
products (CBLA 85/4) was received and noted.

Reports on BGRL Products

A copy of the report on BGRL production (CBLA 83/6) wae
received and noted. | referred to the possiblility
charging and the Chalrman poted that the choice lay betveen
charging and zupninmg out of funde. There followed some
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8/83%

9/85

10785

11783

discussions on charges to the private sectoerx but it was voted
thet this had not yetb been approved. It was alse thought that
there would be difficuolties in charging hospltals for products
sag some were supplied dirvect snd others wis Regloms.

4TLY 111 ¥ivus - RIA Test

proclaimed an interest Io this matterx sud withdrew
from the wmestiag.

The Director advised that 1f given the antibody BPL could produce
e test ss an alternative to the Chestex Beatty's werk in
sesociation with industyy, % 8 nueh lower ecst. Dr Gumson
confirned the necessity fox the reat and referved to &
peparvimental working pavty considering the
that the CBLA yele in this patier was not yei gstablished but
there would be a velated capitsl requirewent for esquipment for
rests. The Chairmsn stressed that revenue sparing was &8
jmportant as savieg. ; emphasised that the enxyme assay
wae & United Stastes test and 1 the United Kingdom needed to be
converted for suiyne testing 4t wowld pose 8 serious prodlem for

the continvance of RIA testiog. 1t was thervefove considered wita
thet s Bripieh test be devaelopad.

matter. 1t wan noted

re-jodned the wmeeting at this point.

%PL Product Advertising

the Director BPL reviewed utilizatiocw of BPL products highlightiuw
the need to advertise them. He referved toe the DCHO's undertakix
co ecxamine vhat facilities existed 1w the DESS to briag the
products to the notice of veers. AL « suggestion the
fhairman undertook to review the advertising potentiasl and the BI

nirector was ssked to prepsre a tavrget lisg of approximately 50
names to be brought forvard for Harch.,

1985/86 Product Fricing

4 copy of the Secretary's repert aod Product Price list for BPL
198%/8% {(CBLA B5/8) wss received snd noted. The price 1list
reprecentated a 4% wplift frem 1 April 19835,

Fector & and Pacto
#¢ prices were uot estabiished on the Llist which was recoumeanded

e for DRSS spprovsl. The orviginal Factoer g would n
be refervred to ses Staundsrd Factox 8.

New Salary Scales and Terms aund Conditions

The Secretary reported om the recent compercial job evaluation,
and the visit by the DBESS Job Evaluatiocm Seetion Chisf in
December. To date ve comments had been received frem DHSS. The
current time-scale for facltexry completion sow produced an urgenc
for development of the staff grading structure to enable

satisfactory manning of the factory in time. The . BPL
exptessed comcern, referrimg o vecent personoel pafvns asd losse
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12/85

13/85

14/85

15/85

16/853

The Chairman ssked R to refer this delsy to 'P° Divisio:
snd keep the Authority inforued.

HC (853 1 Advisory Committee om Dangerous Pathogens {ACDR)
Ioterim fuideiines on hcquired Immune Deficlency Sundrome {AIDS

A copy of this Health Circular together with Interim Guidelines o
41DS (CBLA B85/9) was received and aoted. ' :

The Director BPL reported that he had fpitiasted an internal
jnvestigation within BPL cevering all infective viruses aad
expected to be able to report ium Hareh. This action wae endorsed

and the Director BGRL indicated thst he would follow 2 similar
iine of action.

HC (B4) 18 Reyport of the DHSS/NHS Working Group {Salmon Report}

A copy of this Health Circular (CBLA 85/10) was recelved and
noted.

Whilst it was considered that the Circular was not essenkially

applicable to the CBLA, the Secretsry would repoxt to the
futhority 1f necessary.

Energy Folicy

The Pl enlarged apén BPL's curtent energy policy which
wag recently boosted by a meeting held with the Hinister of Fuel
and Power. He would report conclusions.

Auy Other Businessg

There was Bo other business.

Date of Nexi Heeliung

The date of the npexnt meéting was confirmed as 27 March 1985 to b

held in the Crest at 11.00 s.m. There being no furtherx business
the meeting closed at 13.30 p.m.
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18/85

19/85

CORFIDENTIAL

PART 11

17/85 BGRL
The Chairmsn thanked and 1| e for their report
on BCRZL which the Authority hsad sccepted. It was agreed that
the Cheigrman would counsel + The Chairman indicated

that he was not satisfied that BGRL presently satisfied the
BTS requirements and proposed that the unit should continue at
Oxford for 1985 whilst the possibility of trassferring the
manufacturiog process to Elstree was considered. It was noted
that the trepsfer of production to the present BPL building
would produce chaoges to the job comtent of both Directors.

it might also involve a new role for Dr Phillips. The

specific sdvice of would be sought on the detalled
proposals but it was sgreed that: =

4y The B & B required expansion
b} The Propesal required coeting

¢) A Reviev of the control of QC would be required to sssess
any BPL QC involvement

An exemipation of the consequences of changing to this patters
of BCRL activity would be necessary. The development of
monoclional antibodies snd the bovine servm aldbumin service
would require the charging of Authorities 4f the DHSS would

not fund them. wap asked to give the DHES view as
scon as possible.

Monoclonal Avtibodies

The Secretsry reported that he vas eneuring the co-ordination
of the work of ¢« and . v because there was a2
possibility of improving the overall monoclonal production.
The Authority wished to keep this matter under review.

Staffiog & Plasmwa Supply

- referred to the concern over staffing problems and
plasma supply.

1t was noted that had been asked to act im the
cage of plasms supply. The concerm over ¥ Division’s delays
with the proposed staff grading structure would be raised
sgain with the DHSS. The Chairman was prepaved to discuss
these poiunts with . . 1f necessary. s -

{ commented on the spparent high staff turn-over rate.

The Chairmsp recorded bis thanks te the retiring Auvthoricy
nembers.
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