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. SCOTTISH NATIOWAL BLOOD TRANSFUSIOH ASSOCIATION

Minutes of meeting of Regional Directors held at 11 am in St Andrew's House,
Edinburgh on Tuesday 3 April 1973.

Present, = Dr T S Macdonald (Chaiyman)
Dr C Camercn
Pr I A Cook
Br R A Cumming
Dr H B M Lewis

Mr N A Milne
Dr D P Thomas (DHSS pdrt-time)
Dr J Wallace -
Hr J ¢ Watt (part-~tine)
Hx B W Eohoris

s

Mis Secretariat

4 I Pollock)

Minvtes of meetinpgs held oan 9 January and 2 Fohraary 1973

[T Ywwrs PPty ytmmfieraipn ey

2 Janvarr: The minutes were accepted as a correct rvecord suhiect to the
follo‘xﬁv amendment page 3 = paragraph 23, first line dmlete "plasmanherlsnr"
substitute "plasmapheresed®,

2 Februarve The minutes were accepted as a3 correct record.

Iicensing of hlood nroducts

The Chairman welcomed Dr Thomas of the Medicines Diviainn of NHAS wha had
agreed to speak to the meeting about the implications of the Medicines Act
1968 for the Blood Pransiuolon Service.

Dr Thomas said that the Medicines Act 1968 had arisen out of the Thalidomide
disaster ond was essentially a licensing procedurs concerned with th

safety, quality and efflcacy of medicinal products. T+ was concerned with
consumer protection. There were four types of licences (1) manufacturers
licence (2) clinical trial certificate (3) product licence and () wholesals
dealers licence., The Act affected the whole of the pharmaceutical industry
and made provislon for appeal procedure against a decluion of the Medicines

" Commission,

Although it was somelimes diffieult to define a medicinal preduct there was
no doubt that blood must be treated as coming within the terms of the Act.
The Therapeutics Substances Acts had apolied only to material which was for
sale but the Medicines Act covered sale and supply. Hospitals and
transfusion centres under Resional Hospital Boards might have claimed
Crown exemption but it had been decided that this shonld be waived and both
treated in the same way as industry. The situaticn had been compounded by

the importation of two Factor VITT products - Hemophil (USA) and Krrob rulin

(Aust“‘ ). The Committee on the Safety of Medicines had examined both
these produste and roccommended that licencas showld be greanted; applications
were pending for other comercial prcdtcte wvhich might therefore be on the
market before 1 long, Both the commercial produets now licensed had come
from factories which had been inspected hy DHSS; samples and protoccls had

-been sent to the Hational Tnotitate of ! fiolecical Standards and Guality
- Contirol, Hampstead which was under MRC and Health Department control. Ho

Brltluh blood product under"nn‘ 3imilar inspection,
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It had not yet been decided how licences for blood products should be
provided. A major problem vas in deciding who would hold the licences and

it had been supgested that one way of overcoming it wonld be a central
licence held by the Secretary of State and later the Common Services Agency.
New fractions would require to pet a clinieal trials certificate in the first
instance and then a products licence. Whatever was finally decided every
effort would be made to keecp the system as simple as possible and paper

vork to the minimum.

The initial approach by the Medicines Division to the BTS would be informal
and on the basis of discussion and fact finding. The Mational Institute of
Biological Standards and Quality Control would also be involved and the co=
operation of all concerncd would be required. It had to be acknowledged that
the days for treating blood differeptly from other medical products was over.

In answer to a question about plastic bags Dr Thomas saild that the bag was a
device but a bag containing anti-coagulant was a medical product.

Dr Wallace said that although blood was not covered by the Therapeutic
Substances Acts the BTS had tried to keep to the standards laid down in the
Acts. Human blood was howvever a scarce preduct and he would not like to see
lot of valuable material set aside for quality control. Dr Thomas had
referred to a recent Revort on Sterility; the Scottish RTC's were not aware
of this Renort and the point was made that thers was asomatimes a lack of
commnication and the RTS was not always kept in the picture. As far as
infusion fluids were concerned the BTS was obliged to prepare certain fluids
which were not readily available.

Mr Watt said that during the development of products the PrC had been using
USA end similar legislation as a minimal guide but it would be happy to use
the WIBS stanua;us if they were as stringent as those already uuing USGids - Lt
wae cl{ﬁ-'u 4~ A rvaad - s
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there should ba 2 build-up of rapport and knowledge of working before the
licensing procedure became effective.

Dr Cumming said that he reinforced all that had been said by his colleagues.

* There were many implications and there would obviously be a heavy financial

commitment because of such things as quality control and staff. It wos
important that administrative arrangements should not prejudice the
availabiliby of a4 product to a patient. As far as ihis iatier point was
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preseription for any product provided the patient was named.

In answer to & question from Dr Cook about quality control Dr Thomas said
that the tests would inelude the test already undertaken by BTS eg hepatitis
brucellosis, VD. It was hoped that the NIES would be able to give advice on
the best tests to apply although the licensing authority would set the
standards not the NIE5. The Aet would be secking to set minimum standards
bub this ”ould not precluie higher standards being applied in RTC4S

Dr Thomas stressed that there would be a need for dialeogne between the e
Medicines Commiss lon, ¥IBS, licensing authority and RTCs so that cach could

boe aware of the others . iifflbh;hiﬁﬁ-

Antd.-D Trmmerlobnlin

The present stock held at the PFC was 1970 vials x 100ug, 1350 vials x 50ug,
and 2 batches in process.
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Tt had been agreed at, the last meeting to postpone a decision on holding
stocks of 200ug dezes of Anti-D for use in treatment of recipients of
incompatible transfusion until the outcome of further discussion by English
RTDs was known. As no further information was available and as it was
considercd that the matter was one of some urgency it was agreed that the
Department should write to Dr Maycock for his comments.

Anti An/HAR Tmmumoslobulin

It was reported that the Department had written to SAMO's advising thenm of
the availability of this material.

The PFC had 160 grams ready to put into ampoules and 2+8 litres of plasma in
hand. At the last meeting of the Manapement Sub-Committee for the FFC it had
been agreed that stocks should be made up in 05 pram smooules end there was
discussion about whether stocks should be cut to 250 milligram ampoules so
that some regard could be made to stock conservation. It was fell however

that in the light of the lack of authorative advice on dosage stocks should

be made up in 05 gram ampoules.

Likely usage of ANF

The minutes of the meeting of the YWorking Party held on 21 September 1972 had
been approved at the CCC meeting on 15 March 1973 with the addition of the

following riders=

14r Watt had had no prior knowledee of the detail of the project mentione
in paragraph 13 and whilst approving the genersl principle of cuch o
project, he had reservations reparding the establishment of a trial
centre other than in the short term. The subject of cryoglobulin
precipitate was not mentioned at the meeting in this context. Berond
general accord as menticned he was not in a position to support this
paragraph'. :

The Department had issued a letter to Regional Directors, SAMO's etc cn

28 March about the treatment of hacmophilia similar to a letter issued by
DHSS although it was felt that Scotland was not so vulnerable to commercial
inroads. :

At a meeting at DHSS on 20 March it had been agreed that their Supplies
Division would try to make central arrengements for the supply of the two
commercial Factor VIII products. If these central arrangements were nade
SIHD vould advise hospitals that the material was available from central
purchase but that the BIS's own Factor VIII was also available.

The point was stressed that there was a need for clinical trials on the new
fraction replacing Cohn Fraction T and that Heemophilia Centres should be
given the opportunity of testing new material. It should be possible to hold
trials in Scotland but the protocol would need to satisfy the Medicines
Commaission. The Depariment sgzrced to approach DHSS to find out what criteria
would be required of a commorcial firm and if possible to have a sight of the
protocol used, It vas agread that Professor Tiouglas and Vr Watt should be
asked to co-emerate in the production of a protocol for circulation to
Region2l LDirectors,

Tetanus immnozlebulin

The PFC had LL2 prophylactic doses in stock at present and a mgaber of $reat-
ment doses. Hr Vatt was conzerned ahoui the current practice of issuving wnlbl
tetanus immnoglohulin through hospital phamacies as laid down in SHi 75/197

SBTS0000264_010_0003



st et 8 2 L T b

21,

22.

23.

2k,

25.

26.

27.

The Department said that the original thinking had been that since ovine
anti=tetanus serum and human anti-tetanmis immunoglobulin were used for the
same purpose they should be issued through the same chamnel ie hospital
pharmacies. It appeared however that some material had not been used and
was now time expired although it was thought that this would not amount to
much., It was considered that the human material should be held by the RTCs
and it was agreed that when the revised SHM was issued this amendment would
be made.

Supply of EDTA plasma

. Consideration of this item had been deferred pending clearance of the CCC

Working Party minute on Factor VIII and IX products. There was an urgent nee
for clinical trials of BTS material as more commercial material was cowming
onto the market.  There was clearly a need for the Working Party to keep

a continuing watchiul eye on commerCLal develomments and it was agreed that
the Department should consider what follow-up was necessary.

Hospital transfusion arrancements

The Department said that it had heen decided to defer issulng a reviced SHM
meantime pcndin he issue ﬁhortly of a circulqr in tne Heulth Service

Services Agency. '“otes on Transfuulon" was w1tn the printer bui the dete
of publication was not known yot. It was proposed to distribute copies with
a short covering SHH.

Prevaration of intraverous fluids

The Departiment had discussed the preparalion of infusion fluids wiih Lhelirc
Chief Pharmacist. The nalicy had heen to annnentrate the hulk nradustion of
fluids into four laboratories - Central Infusion Taboratory, Knightsivood;
Pharmacy Department, Edinburgh Royal Infirmary; Pharmacy Department, Bridge
of Farn Hospital, amd the Pharmacy Depariment, Aberdeen Royal Infirmary.

The manufacture of special fluids was confined to approximately fifteen area
pharmacies.

Although relatively small amounts of flulds were prepared by BTS it was felt
that some facilities to prepare fluids in RTCs was necessary and it was agres
that. each Regional Divector and the Seientifie Director should he asked for
detalls of their requirements.

Emergency arrangements

It was reported that no further 1nformat10n had been received from DHSS about
this matter.

Plasma idantification : .
Dr Wallace and Mr Watt had prepared a scheme which they hoped would he
acceptable to ecach Region. In doing this they had looked shead to

compuberisation of records in a2ll Rariong, It wes grn-nnf'l thot g maner
outllning the scheme should be prcpﬂrpd and circulated for conmﬂnt

c—

Heetines of senior chief technicinns

It vas revorted that the Executive Committec had piven approval for mectings
of a1l senior chief te inicians in BTS to be held twice 2 year. The Secrebar
of the SHATA was to be advised whero and when the meetings were beinz held
and reports of the proccedines were to be submitted,

-
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PEC: Tnternal Svmvosium

It was reported that the staff of the PFC provosed to hold a two=day
seminar in June. The purpose of the seminar was to familiarise technical
staff with the development work being carried out within the Centre and it

would be open to pevsonnel below the senior grade. Each Region had been

invited to send revresentatives. Whilst it was agreed that the idea behind
the project was to bhe encouraged, it was thought that if all Regions were
to be involved a formal approach should have been made to the SHBTA in the
first instance; some oversight by senior staff was also required. It was
agreed however that each Region should have authority to send 2 technicians
to the semlnar; Dr Vallace supported the project but wished to discuss the

matter further with his Senior Chief Technician,

Joint staff discussions

Dr Cumming and Dr Wallace had been discussing the possibility of holding joir
staff discussion meetings involving medical and scientific staff viz on tha
medical side consultants, senior registrars and medical assistants and all
senior scientific staff, It was thoughtthat in all approximately 20 parsons
would be involved probebly & weekends. Again il was thought this project
should be encouraged; an exchange of ideas and the eirculation of informatior
about new developments in other Repions would be useful. It was agread that
the suggestion shonld be put forward to the Executive Committees for their
comments with details of the number and grades of staff involved.

Anti-vaceinia irmmunoslobulin

Dr Sharp and Dr Fletcher had carried out a survey on the Experience of Anti=
Vaccinia Immunoglobulin in the UX which had been published in the Lancet
recently. As a result of the survey a new revort form had been designed
which it was proposed ‘should be returned direet to Colindale. The Repional
Directors felt hosever that the forms. chould be routed through them zo thatt
could know the effect and then to the FFC before they were returned to
Colindale. The Department agreed to advise Dr Sharp accordingly.

Date of next meeting

The next meeting was arranged for 12 June 1973 at 11 am in the Blood

Transfusion Centre, Archibalid Flace, Hdinburgh.

Full-time administrative structure

The Department said that the draft advertisement and job description for
the Administrative Officer post had been passed to the WUS Staff Commission
for approval; this was necessary for all posts carrying a salary of

£3,800 upwards. A reply was awaited. )

Hepatitis reference arrancements

A meeting had been arranged between Dr Cumming, Mr Watt and Professor B
Marmion to discuss (a) regional and (b) FFC hepatitis referemce
arrangements. At present the regional requirements inthe South-East
were satisfactory,
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The West Repgion were conbtlinuing to be their own reference centre in the
first place and when required seeking advice from Dr Timbury, Western
Infirmary; Glasgov.

Provision of plasma or serum to be used as bio=chemical control prenaration

The meeting between English Regional Directors and bio-chemists had still
not taken place. :

Training of Medical sraduates in blood transfusion

It was reportéd that the Scotiish Council for Pestgraduate Medical Education
had set up a Working Party on the Recruitment and Training of Specialists in
Blood Transfusion and that Dr Wallace and Dr Cuaming had been invited to
serve on it. The VWorkine Party had held one meeting so far and a sympathetic
hearing hed been given to the Regicnal Directors' lMemorandum,

The Joint Committee on iigher Medical Training of the Royal College of
Physicians had passed the Memorandum to their Specialist Advisory Cemmittee ¢
Haematology for consideration.

Consultant Establishment

It was reported that the Working Group on Consuvliant Establishments set up
by DHSS had held their first meeting on 22 Morch and that Dr Lewis hed
atlended in Dr Wallace's place. Tnere had beéen some difference of opinion
about the ideal rumber of consulbants in an RTC: variety of work and
work=load was obviously a contributing factor. It was thought that the
availability of outside experts wihn could be called on was also important
and should be taken into account., Repiongl Dircctors were asked to let

Dr Wallace have any comments on consultant estabdblishment for the next meeting
of the Working Group. : '

Tissue donors

There had been considerable discussion at the recent meeting of English RIDs
about the problem arising from the request from the Westminster Hospital for
a marrow donation. Two views had been-expressed. The majority view was that
however reluctanily, the Blood Transfusion Service would have to consider
having a specizl panel of tissue typed donors. This would be useful for the
transfusion of transplant cases and in connection with the production of
platelets. The minority view held that the Blood Transfusion Service should
not become involved; this view was subsequently withdraim. There vere
however reservations on ethical grourds about how far members of the public
should be invited to put themselves into a position in which one or two
individuals might £ind themselves responsible for the life of a patient bhaca:
they happenad to be the only individuals of suitable type. It was felt that
there was 2 need for a Working Party to include Regional Directors,
immunologists and surgeons to advise the Health Departments; DHSS were now
giving this consideration.

The point was made that if the BTS was to accept responsibility it would be
essential to have safe~guards eg compensation for accidents, death ctc and
that the views of the CCC and the Frocutive Committee should be sought.
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Anv other bhusiness

Joint Working Party on Blood Prodnsts Prodvetion

41. In 196} there had been agreement between the two Health Departments that
there showld be two centres for the production of blood products. It
had been agreed thet the Liberton centre should, as well as producing
material for Scotland, also produce for It liorthern Regions of England =
approximately 10 million people. Dr Maycock and Dr Cwiming had held
frequent informal meetings since then but it was now felt that there was
an increasing need for co-ordination and it had been agreed by the two
Health Departments to set up a joint Working Party on Blood Products
Production to advise on the production and distribution of products etc.
Apart from Departmental representatives the National Hedical Director and
the Scientific Director of the FFC would be members of the VWorking Party.
If its first meetings were held before the WD wasin post it was proposed
that two Regional Direcctors could substitute.

;2. The point was made that there was a need for fairly urgent action to

safeguard the voluntary status of the BIS; Englend was already requiring
to use imported commercial material.

18 April 1973
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