APPENDIX VI

Documents in the Personal Possession of Dr Peter R Foster

I have a number of documents concerning AIDS and blood products relating to correspondence with the trades union, The Association of

Scientific Technical and Managerial Staffs (ASTMS), now incorporated into the trades union UNITE.

Date Type Author Recipient Subject
09/06/83 | letter P Foster G Craig (ASTMS) AlDS and blood products
28/07/83 | letter S McKechnie(ASTMS) | P Foster Re. letter of 09/06/83 to G Craig and guestions on health and safety concerning AIDS
05/08/83 | lefter P Foster S Mckechnie{ASTMS) | Reply to letter of 28/07/83 with information on blood products from the USA
26/08/83 | letter Glenarthur (DHSS) C Jenkins (ASTMS) AIDS and blood products
19/09/83 | letter S McKechnie(ASTMS) | P Foster invitation fo comment on a letter from The Lord Glenarthur (DHSS) to C Jenkins (Gen
Secretary, ASTMS) on AIDS and blood products from the USA.
20/09/83 | Memo + P Harper (ASTMS) P Foster Invitation to comment on the agenda papers for a meeting of the Advisory Committee on
papers Dangerous Pathogens (ACDP) on AIDS.
29/09/83 | letter P Foster S McKechnie(ASTMS) | Comments on the letter of August 1983 from The Lord Glenarthur to C Jenkins.
12/10/83 | letter P Foster P Harper (ASTMS) Comments on the ACDP agends papers on AIDS
27/10/83 | letter C Jenkins (ASTMS) Glenarthur (DHSS) AIDS and blood products, reply
03/11/83 | letter S McKechnie(ASTMS) | P Foster C Jenkins reply to The Lord Glenarthur, ACDP meeting
21/11/83 | letter P Foster S McKechnie(ASTMS) : AIDS and ACDP
30/11/83 | letter S McKechnie(ASTMS) | P Foster AIDS and ACDP
16/12/83 | letter S McKechnie(ASTMS) : P Foster ASTMS AIDS Working Group
05/01/84 | letter P Foster S McKechnie(ASTMS) | AIDS and ACDP
18/01/84 | letter Glenarthur (DHSS) C Jenkins (ASTMS) AIDS and blood products; reply to letter of 27/10/83 from C Jenkins.
18/01/84 | letter S McKechnie(ASTMS) | P Foster AIDS and blood products: invitation to comment on The Lord Glenarthur’s reply to letter of
27110483 from C Jenkins
23/01/84 | letter P Foster S McKechnie(ASTMS) | Comments on reply from The Lord Glenarthur to C Jenkins letter of 27/10/83
14/02/84 | letter C Jenkins (ASTMS) Glenarthur {DHSS) AIDS and blood products: reply
02/03/84 | lefter S McKechnie(ASTMS) | P Foster AIDS , ACDP guidance
02/04/84 | letter Glenarthur (DHSS) C Jenkins (ASTMS) AlIDS and blood products; reply to letter of 14/02/84 fro C Jenkins
17/04/84 | lefter S McKechnie(ASTMS) | P Foster AIDS and blood products; reply from The Lord Glenarthur of 02/04/84
14/05/84 | letter J MacKay (Scoftish C Jenkins (ASTMS) AIDS and blood products; the function of the Protein Fractionation Centre
Office)
10/07/84 | letter S McKechnie{ASTMS) | P Foster AIDS and blood products; letter from J MacKay to C Jenkins dated 14/05/84
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CONFIDENTIAL

9th June, 1983

Mr. G. Craig
ASTMS

Dear Gordon,

BLOOD PRODUCTS AND AIDS

At our last branch meeting the correspondence included minutes of a meeting of
the Parliamentary Committee held on 4th May (copy attached) at which the above
topic was discussed. I am not sure of the mechanism for commenting on such
discussions, however as the issue does effect our Scottish members I feel that
it might be helpful to provide some comments on the Scottish situation,
particularly as a briefing is being prepared for the committee.

1. There is still very little known about AIDS, but there does seem to be
increasing evidence that an infectious agent is involved and that this
can be transmitted by blood and at least some blood products.

2. 1In this situation the use of blood or blood products from the USA and/or
from paid donors probably represents a higher risk than from non-USA unpaid
donors. However it should be recognised that the risk from UK unpaid
donors may still represent a problem.

This balance of risks is likely to continue until non~infective products
can be guaranteed either by donor screening or by treatment of the products
to render them non-infective.

3. It is now common knowledge that over half of the blood products used in
the UK are imported and that this costs about £10 million per year. It
scems to be less well appreciated that the importation is required for
England and Wales and not for the UK as a whole. In fact Scotland is now
virtually self-sufficient in blood and blood products and there is little

or no requirement for importation.

4, While I fully support the need for a new and enlarged NHS facility at BPL,
Elstree, I am very concerned that the equivalent NHS facility in Scotland
(PFC, FEdinburgh) remains seriously underused, despite the above situation
South of the border.

I would estimate that the capacity of the Scottish Centre could be increased

3-fold almost immediately (with the introduction of shift-working) and
about 10-fold with provision of extra warehousing, cold storage and services.

1/
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2.

I understand that the DHSS Advisory Committee on BPL decided, about a year
ago not to utilise the Scottish Centre at all and that at least one eminent
member of the committee (Dr. P. Dunnill, University College London)
resigned in protest at that decision.

The Scottish Centre has been operational since 1976 and I would estimate

that the policy of neglecting this facility has probably already cost the NHS
about £50 million, as well as resulting in the importation of disease
(hepatitis, AIDS).

5. It may also be of interest to note that one approach to the problem of
infectious products is to treat them (as part of the manufacturing process) to
render them non~infective., At PFC we are well advanced in developing methods
to achieve this and we are sharing this information with our colleagues at
BPL Elstree. Hence, if the UK NHS Centres are given full and proper support,
then both gelf-sufficiency and freedom from the risk of disease transmission
could be achieved. This would represent an achievement which other countries
could follow and might ultimately lead to the demise of the commercial blood
industry internationally.

Yours sincerely,

PETER R. FOSTER

P.S. Our research on item (5) above is not yet public, but I will be presenting
much of this information at an Intermational Congress on 5th July.
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HEALTH AND
SAFETY OFFICE

Whitehall Office, Dane O'Coys Road, Bishops Stortford, Herts, Tel: 0279-56111

SMcK/DPP. ‘ 28th July, 1983.

Mr. P.R. Foster,

Dear Peter,

Gordon Craig has sent me copies of your letters on AIDS. I represent
the TUC on the Advisory Committee on Dangerous Pathogens and it is
Tikely that the matter will be discussed by them at the December meeting.
The information on the Scottish PFC will be very useful and I think

that ACDP could be persuaded to recommend to the DHSS a policy of
'self-sufficiency' in blood products.

At the present time I am particularly concerned about the hazards to
hospital staff and others who may have contacts with AIDS patients and
specimens. At the moment we have circulated the CDC advice (attached)
which essentially says treat any specimens etc. with the same care as
hepatitis B. However, this has been based on the evidence that health
care workers have not contacted the disease. I have now been told
that there are 4 cases of AIDS affecting health care workers in the.
USA. None of these to my knowledge is a laboratory workers. If you
have any information on this I would like to have it.

A further problem has arisen concerning the hepatitis B vaccine. Do

you have any views on the safety of this vaccine? Would it be possible
to ensure that a vaccine made from the blood of an AIDS patient was
absolutely safe? How would you check that the AIDS agent (?) was
ineffective if you don't know what the agent is? Could the manufacturing
process be guaranteed to render them non-infective?

I would be very grateful if you could help on these points and suggest
anyone else I should be in touch with. I will certainly keep you.informed
of any developments in ACDP in respect of AIDS.

Yours sincerely,

Sheila McKechnie,
Health and Safety Officer

Enc: CDC Advice.

cc: Gordon Craig - DO.

Association of Scientific, Technical and Managerial Staffs  General Secretary : Clive Jenkins
Head Office: 79 Camden Road, London NW1 9ES. Tel: o1 Telex No
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Sth August, 1983

Sheila McKechnie
Health & Safety Office
ASTMS Whitehall Office
Dane 0'Coys Road
Bishops Stortford
Herts

Dear Sheila,

Thank vou for your letter of 28th July concerning AIDS and the ACDP. I'm

not sure how much you know of the blood products situation and of the Scottish
PFC. I have therefore enclosed an article on PFC (written by Gordon Craig

for Medical World) and recommend the book "Blood : Gift or Merchandise™ by
P.J. Hagen (Publ. Alan Liss Inc) if you want some background information on
the international blood industry. :

In considering AIDS and blood products the ACDP should be aware that potentially
contaminated materials (ie related to USA blood donors) may enter the U.XK.
in a number of forms:

1) As finished products (eg Factor VIII) from the USA (eg Armour).

2)  As finished products manufactured in Europe but prepared from blood plasma
collected in the USA (eg Immuno).

3}  As unfinished materials (eg plasma, cryoprecipitate) imported for the
manufacture of products in the UK on a commercial basis (eg Speywood).

Before I comment on the points in your letter I should perhaps make it clear

that I do not consider myself an "expert" in virology or even in microbiology.

T am a biochemical engineer with formal qualifications (BSc, MSc, PhD, C.Eng.
FIChem.E) mainly in chemical engineering however, as head of the PFC R&D Department,
much of my time is spent in interpreting and acting on information from specialists
in a wide range of disciplines. I have therefore appended the names of some
genuine "experts' who may be able to help you further.

My views on the questions posed in your letter are as follows:~

1. HAZARDS TO HOSPITAL STAFF

It is my understanding that the CDC view that the AIDS risk is similar

to that of hepatitis B is based on the early observation that AIDS was
being found in certain "high risk" groups and that the only common factor
between these groups was that they were also known to be high risk groups
for hepatitis B infection. Because of this, CDC decided to "put a flag
out on haemophiliacs", another known HB high risk group. Aids was duly
found amongst haemophiliacs and it is conceivable that if CDC had not
done this, that the risk to haemophiliacs may not have been noticed so
soon (ie still omly 16 cases out of 1831).

Following/
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2.

Following the same logic CDC have now "put a flag out" on health care
workers. As you note, 4 cases have now been reported (MMWR 15/7/83,
enclosed) but I suspect that with an incubation period of up to two years
then it is probably far too early to draw any conclusions.

Meanwhile the equivalence with HB appears fairly strong, however there
could be variations in thé modes of transmission (we are still dealing
largely with conjecture) hence HB-type precautions should perhaps

be seen as a minimum requirement until further information is available.
This would seem to be relatively straightforward for confirmed AIDS
cases. The really big problem is what to do with say specimens from
high risk groups. The very long incubation period now being proposed
suggests that AIDS victims may be infectious for at least 1 year with
no symptoms and for another 1 to 2 years with non-specific symptoms.
In the first period the AIDS.victim could well be using health

care facilities for non-AIDS purposes (eg dentist) while in the second
period the victim will certainly present to their GP and may undergo
intensive investigation before AIDS is even suspected.

One option would be to apply HB-type precautions to all high risk
groups, clearly a very difficult and massive undertaking.

For the U.K., the critical question is how prevalent is AIDS here

{or will it become)? If it can be restricted to a small number of
cases then it may .be only a relatively minor problem., It is possible
that the USA publicity, together with different lifestyles in Europe,
may have checked the spread of the disease in the U.K. However, it

is equally possible that the incubation period is such that the disease
is already with us. We should know the answer in the next 6-18 months,

SAFETY OF HB VACCINE

Until we know more about AIDS then the view that the methods used to
inactivate HBV will also inactivate the AIDS "agent" is to some extent
conjecture. The virologists I have spoken to do seem to believe that the
various inactivation methods are so severe that all possible infectious
agents will be destroyed.

However, it is necessary to be aware that different manufacturers

(eg French, Dutch) are all using different methods for viral inactivation
(eg BMJ 286, 1305-8, 1983) and the requirement that each lot of the USA
product be tested in chimpanzees (MMWR Oct, 1982) suggests that confidence
in the manufacturing process is not particularly high., There would

seem to be other questions, concerning the validity of chimp testing

(and also the possibility that the chimp may now be an endangered
species). The report of various side effects associated with the

USA vaccine (MMWR 18/3/83,enclosed), particularly "five hepatitis-like
illnesses", may also be relevant.

The blood and bloeod product situation may provide useful information
on the sensitivity of the AIDS Magent". Albumin, immunoglobulin and
factor IX are all prepared from the same plasma used to manufacture
factor VIII., The factor IX situation is uncertain (see my letter

to Gordon), immunoglobulin is traditionally considered non-infective
(reasons not fully understood) but albumin has to be pasteurised (ie
heating at 60°C for 10 hrs) to prevent hepatitis infection. There
have been no AIDS cases associated with albumin infusion and if this
continues to be the case then it would suggest that the AIDS "agent"
is inactivated by this procedure. Alternatively if AIDS does become
associated/
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3.

associated with Albumin infusions then it would be clearly more resistant
to heat than hepatitis B, ‘

I suspect that the best course of action for the ACDP might be to
walt a little longer for some better information on the nature of
AIDS to emerge. Activity on this in the USA is now so intemse that
we could conceivably have a much clearer picture of the disease in

6-12 months time.

Best wishes,

GRO-C

PETER R. FOSTER

c.c. Gordon Craig

WITN6914017_0007



PEN.013.1238

AIDS EXPERTS

The expertise on AIDS is really all in the USA. The rest of the world is
probably 2 years behind and has substantially less resources commited to
research in this area.

As you know the USA situation is being monitored by CDC and their MMWR are
going to be invaluable over the next few months. For more detailed information
from CDC the best person to contact isi—

Dr. Bruce Evatt
Centre for Disease Control
Atlanta

Aids is still located in key urban areas and I believe that each area has
its own local committee, I do not know the route for formal contact but
one member of the New York Committee isi—

Professor Alan Johnson

Department of Medicine .

New York University Medical Center
550 First Avenue :
New York 10016

(Telephone

For detailed information on blood products you should contacti-

Dr. David Aronson

Director, Coagulation Branch
Division of Blood and Blood Products
Burcau of Biologics

Food and Drug Admirnistration
Bethesda

Maryland 20205

(Telephone

For the U.K. I understand that DHSS advisors include:—

Dr, Philip Mortimer
PHLS, Colindale

Dr. John Craske
PHLS, Withington Hospital,Manchester
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COMMERCIAL SALE OF FACTOR VIIT IN U.K.

1981/1982
ARBOTT 1.9
ARMOUR | 14.6
CUTTER 3.8
HYLAND 3.5
IMMUNO 7.3
SPEYWOOD (CUTTER) 1.5

32.6 million I.U.
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DEPARTMENT OF HEALTH AND SOCIAL SECURITY
Alexander Fleming House, Elephant & Castle, London SE1 6BY

Tclcphone e

From the Joint Parliamentary Under Secretary of State
PO(6)4801/7

Clive Jenkins Esqg

General Secretary

Association of Scientific Technlcal
. and Managerial Staffs

79 Camden Road

London . : .

NWl 9ES ' o .
26 i B3

3 \ - B

lﬁ .

Thank you for your further letter of 7 July to Lord Trefgarne concerning AIDS,

I think that I should emphasise, firstly, that there is no conclusive evidence thak
AIDS is transmitited through bleod products. Nevertheless we are taking all
practicable measures to reduce any possible risks %o recipients of blood and blood
products. OQur scope for action in this is limited, as there. is no means of testing
- for the presence of AIDS in blood donors or in blood products.
With regard to blood donation in the UK a leaflet is in the course of preparation
which will be circulated through the National Blood Transfusion Service seeking to
~discourage potential donors in high-risk groups from giving blood until more is
known about what causes AIDS.

Regarding blood products £rom the USA, in March this year the US FYood and Drugs
Administration (FDA) initiated new regulations for the collection of plasma

designed to exclude donors from high-risk groups. Although future supplies of F.VIII
both for export and for use in America will of course be manufactured from plasma
collected in accordance with these regulations, there is still a quantity of stock,
some already in this country and more in America awaiting shipment here, which has
been made from "pre-March® plasma. The FDA has recently decided not to ban the use
of similar stocks intended for the USA market because to do so would cause a crisis
of supply. Obviously the same considerations apply here. We have to balante the
risk of AIDS against the severe risks to haemophiliacs of withdrawing a major source
of supply of F.VIII which cannot bé made good from elsewhere in sufficient volume.
In view of this I am satisfied that the decision to carry on using the current stock
of F.VIII is justified, but it is also worth bearing in mind that some of the
American manufacturers had, well in advance of the FDA, instituted their own
precautions which were at best as demanding as those later contained in the new
regulations. Haemophilia Society is aware of the situation and has in fact made
known to me its oppositicon to any move to ban Bmerican F.VIII.
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So far as Hepatitis B vaccine is concerned the one vaccine which is licensed for
use in this country is imported from the USA. This vaccine is treated by approved
inactivation methods and we are not aware of any evidence that it carries any risk
of transmitting AIDS. A recent review of the safety of Hepatitis B vaccine by a
WHO Expert Group has also failed to find any such evidenca.

I can assure you that we are not in any way complacent about the threat bosed by
AIDS. The Communicable Disease Surveillance Centre (CDSC) , part of the Public Healt
Laboratory Service at Colindale, is operating a national surveillance system in whic
all cases are monitored. A special survey to report early information on possible
cases has also been instituted by Haemophilia Centre Directors. In addition, CD3C i
making available a summary of information about the incidence, identification and
method of control of AIDS for use by doctors. Also, the latest epidemiological
information and criteria for identification of the syndrome -~ supplied by the
Communicable Disease Surveillance Centre - was published in the British Medical
Journal on 6 August. ' : -

L'
5

o o
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GRO-C

THE LORD GLENARTHUR
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HEALTH AND
SAFETY OFFICE

Whitehall Office, Dane O'Coys Road, Bishops Stortford, Herts. Telx-

SMcK/DPP. 19th September, 1983.

Mr. P.R. Foster,

Dear Peter,

Thank you for your very helpful letter. I do in fact get the MMWR and
monthly CDC reports from Colingdale and I hope 1 am keeping up with most
current information. I attach a note I did for the last Health Care Section
of the Journal about a meeting with Morsons on the vaccine which was not
published. Other than that the NHS Health and Safety Committee has decided
that we need take no further action at present but keep our members as fully
informed as possible. So I would be very grateful to you if you would keep
me up to date on any developments you think are significant.

I would be particularly grateful if you could comment on the Tetter that
Clive Jenkins recently received from Lord Glenarthur. There is no great
hurry to reply as fin my experience such correspondence goes on for months
not weeks. I have also written to Dr. Jones of the Haemophiliac Society
to try and establish if they have any principled objection to Britain being
self-sufficient in Factor VIII.

Finally and most urgent, the Advisory Committee on Dangerous Pathogens will

be setting up a Working Party at its next meeting. I would 1ike to nominate
you on behalf of ASTMS. Can you phone Pam Harper in my office and let her
know if it's OK as I will be on holiday. If I am not there I cannot guarantee
that I will succeed in nominating you but will certainly have a try.

Many thanks for your help both past and I hope future. 1 have ordered the
Hagen book - I am sure it is exactly the kind of bedtime reading I need.

Yours sincerely,

GRO-C

) Sheila McKechnie,
P57 Health and Safety Officer

Encs: Hep.Vac. Morsons (article)
p/c letter from Lord Glenarthur.

Association of Scientific, Technical and Managerial Staffs - General Secretary : Clive Jenkins
Head Office: 79 Camden Road, London NW19ES. Tel: - Telex No:
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AIDS AND THE HEPATITIS VACCINE

On Friday 29th July, the General Secretary, the Health and
Safety Officer and ASTMS specialists, met the scientific

representatives of Thomas Morson (the British arm of'the Us
Merck manufacturers) to discuss the safety of the Hepatitis

'B!' vaccine.

Following the refusal of the DHSS to assure us about the
absolute safety of this vaccine, we had advigsed members that,
in the absence of information, we did not advise them to

have the wvacgine.

This concern was further underlined when the West German
Government was reported to have banned vaccine imported f£rom

France.

The Company was at pains to emphasize that the French vaccine
was quite different to that developed by Merck and that the
eriticism recently published in 'Nature'’ of that vaccine,

could not be applied to the Merck 'HB' vaccine.

The reason for the concern about any Hepatitis 'B' vaccine
made by curren£ techniques, is that some of the plasma used
to produce the vaccine is harvested from Hepatitis 'B'
positive male homosexuals who are the highest risk group
for AIDS. .

ASTMS' view was that there is no way to stream donors
currently available that would absolutely preclude any
donor who has AIDS.

We fully accept however, the company's assurances that their
screening procedures are thorough. The safety of the vaccine
therefore depends on the various inactivation procedures and

three different methods of inactivation are used by Merck.
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This compares.very favourably with the othexr manﬁfacturing'

procedures.

The estimation of risk therefore, ultimately depénds,on

concrete evidence of actual cases.

There has now been a number of years. use .of this vaccine and
there is no evidence of AIDS developlng in any of the non-risk :
groups who have been vaccinated. Only two cases of AIDS in -
male homosexuals who had been vacc1nated have been reported,

a lower number than developed: in: the non-vaccinated cases.

Any rlsk from the vacc1ne remains at present theoretical and
given the. number of persons vaccinated any flgnlflcant risk
would appear unllkely However, the theOIEtlcal p0351b111ty
‘remains that the AIDS agent could survive technlques Whlch
deal effﬂctlvely with known viral agents 1f 1ndeed we are

dealing with a single agent.

When balancing the risk of AIDS from. the usé of the vaccine -
however, the lmportant factor is the risk of contracting

» Hepatitis 'BY. In male homosexual and drug abusers, the case
for provision of the vaccine on the NHS is overwhelming.

With respect to these groups; the current DHSS failure to

pIOVLde vaccine smacks of mofallsm.'

However, no one afgués that thé'xisk td 1ab0ratbry staff is

of this order and that makes it mdré diffjcdlt'to justify
.Lh@'uSe'of the vaccine in these &rcumstdnces. 'vhat is;
however,-reprehen51ble, is that certaln health auLhorltles

and academlcg are arcguing that the va001ne makes 1t unnecesqary'
to, take precautlons'w1th Hepatltls"B'.spec1mens. Will the

lessons of the Blrmlngham smallpox disaster never be learned)

The‘chonce to have the vaccine is clearly a perSdnal decision.
’The standaxds of safety for all health workers should however
be such that the risk to workers of conLrartlng Hepatltls 'B*
continued to be reduced by Ereventlon and not a pollcy of

'vacc1natlon,

We will be watching and monitoring.
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Health & Safety Office

o 1l T
Re. ferr [/ Aos

GRO-C: P Harper

Qo f vy

From:
Date:
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Acquired Twmune-Deficiency Syndrome

et e Rhan ] e /\

1. Identification L e e

A serious, often fatal, illness {39% mortality). Patients may. ‘iff
present with lesions of Kaposi's sarcoma - V101accous, cutaneous papu1es

" sometimes also involving viscera, or with varijous opportunistic 7nfec110ns

These include Pneumocystis pneumonia, toxoplasmosis, cytomegalovirus
infection, atypical mycobacterial infection and cryptococcal infection.

A phase of un@xpla1ned extra~inguinal iympuaderepaihy in two or more sites

of three months duration, together thh fever, weight loss, night sweats
and d1arrhoaa commonly occurs, and may be prodromal, In order to make .

a diagnosis of AIDS, ?nown causes of 1mmunosupprosgﬁantshauld be abqent.

2. Infectious Agent

Thought to be a virus, possibly a slow virus. It has been postulated
that repeated episodes of virus infection contribute to a state of defective
cellular immunity. ' ' C - :

3. Occurrence .

Thought to be endemic in Haiti and possibly in Central Africa.
A recent outbreak (1,600 cases, May 1983) has occuwred amongst young homo-
sexval males in the USA. There have been 120 cases (P Y 1983) ir Europe,
including 12 in England and Wales.  Other groups thought to be at risk are
intravenous drug abusers, consorts of bisexuals, and '
recipients of infected blood and blood products.

4. Mode of Transmission
~ Thought to be blood-barne and by 1n;1rwte direct contact of mucos al
surfaces.  Pomosexusl practices involving trauma fo the rectal mucosa and
contact with faeces are thought to be importént in the spread of infection.
5. Incubation Period
Thought to be from Your months to two.years, or longer.  There may be
a latent period between expoqure and c?xnncai illness, during which transmisst

cap occur.

R

6. Susceptibilify and Resistance

Epidemiological evidence suggests that identifiable groups are at
increased risk of developing the disease.  The majority of cases have ouctrre

in homosexual men with multiple sex partners, IV drug abusers, Haitians and

WITN6914017_0016
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ACDP is therefore asked to advise the Depaxtmom“ and the IL)E if ’chere is a

case for the provision of gzzld'mce a2t this time and, 3f so, the Commi utce

- is invited %o establish a Working Paxty to:-

de r_e.view the evidanée in réla,tion' to the transmigsib:i.litj
" of AIDS and
ii. ‘in the llgat of that ev:Ldence, formulate guldance for the
“s¢fe handlmg of notentially infective. cllnmal and other .
~ material ana ‘ ‘ L
,ii‘_il.' advise on nrooeuu:fes to be adopted at the g&mterface between

o A 'clmlcal care and laberuirory vork and et

iv. examine the evidence in relation 'i.o the po‘ssible transmission

of ATDS by hwaa,’clhs B v@ocme and Spelelc hepatltls B

' lmmunoglobuhn. .
APPENDICES
“ A “Epidemiological Informetion on AIDS as currently ‘known® - CISC Juzxé 1983
‘Bi}  “An. Evalvation of ATDS Rc,por’secl in Hea th Caxe Persomnel" - IMMWR

July 15 1983

Bii) HATDS ~ Precaut; ons for c1i. rn_cul and La.boratoxy Staff” Iﬂi‘m Nov 5 1982

' Pre\ren‘amn of AIDS: f&epor‘b of Inter»-An*eﬂcy Recommendations - V“wl‘»ﬁ{ Mar . ¢

g ) Sﬁ:mfeiilance of AIDS in th@UK ~ éei‘ini"hio.ﬁ. and case znalyeis from CDSC,. |

Aug 1983

D Hepatrtm Sur\relllanoa. Safety of Eepa.tnm B Vims Vaccamﬂ ~ Wikily Epld Rec

VHO. fug 5 1985

B "ATDS amd How 11, Concerns Blood Dono s" - wo:cdmg of leaflet for

distribution by the NBTS
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A SO NN SR AN b ARGV E VADIS DUMMARY ( BNGLAND AND WALES)
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PEQ IR ArENe PSKIUINNGY SYNDROMEY CASE SUMMARY (ENGLAND AND WALES)
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Seven patients ‘wro thought to have had sexual contact witﬁhﬁmoficws.
Two of the ho":ose\LaI men reported had had sexuval contact with each
other. MNo cases were reported in laboro,tory ataff oxr othem wo:clfmg

in othex areas of health care.

[ from Surveillence of the Acguired Tvmune Deficiency Syndrome in the
Dnited Kingldom Janvary 1982 - July 1983 CDSC BMJ Vol.287 Aug 6th 1983 pp407-8
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ACDP ' e | o ARRESDIX ¢

SURVETLLAKOE OF AIDS IN THE UK - o ﬂ |

For théir puiposés, the Communicabla Digesse Surveillunce Céntrc ot Colindaléh
han adopted, from the Centexs for Disease Control, the foliowing definition
as the criterion for acceptance of a gepuine case of AIDS: .
Qi o o . . :y/:
-u“..., for the limited purposes of epidemiologlcal sgyeillaHCG;
_ & case of acquired immume deficiency syndrmmgmig.defined as
g one in which a person bas a-reliably @iagnoséd-disease that is at
least moderately indicative of an vnderlying cellular immuné
'jdoflclency (such ag an opportunistic infection, or LPPOSl'E-
sarcona in a person wged teas than 60 years) but who, at the
. Bame time, has had no known undexrlying cause of cellvlar immune
deficiency nor any otﬁer'c&use'of reduced resistance xepopted to
be asaouzated with that disease o
‘The so-called "exten&ed'l&mphadenopathy'svndrome", chdracterised by_ﬁneﬁpiainei

’ 1ymﬂhdoenogabbv in two or more extra 1ngu1na} sites for. more” than )"moqfhs

‘with fever, ma*alre; n;gni swests, weight loss and hoz\utosp}?ncmc,galyﬁ i
not included in the.definiﬁion because of the current doubis ahout its

_implications.

By 31 July 198%, 14 cases of the acquired immaume deficienoy,ﬂyn&rcmé had been
poxted to the‘Communicable Dipease Burveillance Centré. ALl the patients
were vhite men. There we ¢ 6 cases of Y?posi!? sarcons without pneus ocystlu,

5 capes of pnevmocystio pnevmonia without Kapoai's sarcoma, end 5 cages of .
¥ ¥

ong repovted were‘%oxoylasmoc

e

other opportunistic i f,ctiona,‘ The other infecti
and cytomegalovirus Jn ﬁwo patients and the third had nfsophavoal candidiasie:

‘ Patientm‘réaged in age from 20~45 vith'a medlan of 39; The youngest paticent
had haomophiliaﬂku' Taere verd 5 dﬂdihn, tvo- from Kaposi'ts sarcome aid ‘
v‘three from pn@qmocvs»iq poeumonia, all in homoqexual patlencs aged between

'35 and 45_

'._Of the 14 pdilentﬂ 1? werc homoaeyual, one waa also a drug abuper; 10 wore
reporbted from London, one from Bristol and one from Oxford. The haumo“b¢1“c }
pmtiept wan from Walen, and had rcceived bactor YIII impozted from the .
- United States; a patient from L¢ncanhlre de not come wlthln the kno”n vi?V-‘

R T

£Xroups.
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2. As a temporary measure, members of proups at increased risk for AIDS should refrain from
donating plasma and/or blood.  This recornmendation includes all individuals belenging to
such groups, even though many individuals are at fittle risk of AIDS.  Centers collecting
plasma andfor blood should inform potential donors of this recommendation.  The Fosd and
Drug Administration (FDA) s preparing new. recommendations for manufacturers of plasina
derivatives and for establishments collecting plasma or blood.  This is an interirn measyre to
protect recipients of blood products and blood until specific laboratory tests are available.

3. Studics should be conducted to evaluaie screening proceduras for thelr effectiveness in
idertifying end excluding plasma and blood with a high probability of transmitting AIDS,
These procedures should include specific laboratory tests as well as carcful historics and
physical cxaminations, Co B . . -

4. Physicians should adhere strictly to médical indications for transfusions, and autologous blood
transfusions arc encouraged. S

.

5. Work should continue toward development of safer b!ood.pxp,dggt?» for use by hemophilia
patients. ) St ot

atoreed e

The National Hemophilia Foundation has tnade specific recommendations for management of

patients with hemophilia (17). -
The interim recommendation requesting that high-risk persons refrain from donating plasma

andfor bloed Is especially important for donors v-hose plasma is recovered from plasmapheresis centers
or other sources and pooled to make products that are not inactivated and may transmit infections,
such as bepatitis B, The clear intent of this recommendation is to eliminate plasma and bleog
poterdially containing the putative AIDS agent from the supply. Since no specific test is known to
detect AIDS zt an carly stage in a potential donor, the recommendation to disceurage donation must
encompass all members of groups at increased risk for AIDS, cven though it includes wany individuals

“whe may be at little risk of transmitting AIDS.

As long as the cause remans unknown, the ability to understand the natural history of AIDS and
to undertake preventive measures is somewhat compromised:  However, the above recornmendations
are prudent measures that should reduce the risk of acquiring and transmitting AIDS.

Reported by the Centers for Disease Control, the Food and Brug Administration, and the National
instutes of Health. ’ .

Update on acquired immune deficiency syndrome (AIDS) - Unifd3 States. MMWR 1982

31 507-8, 513-4. ‘

2. CDC.  Unpublished data. .

3. CDC.  Update on Kaposi's sarcoma and opportunistic infections in previously healthy pecsons -
United States. MMWER §982; 31: 2%%, 3060-1. -

4. CDC.  Opportunistic infections and Kaposi's sarcoma arnong Haitians in the United States.
MMWR §982; 31: 353-4, 260-1. ’

5. CLC. Ppeumocystis carinil pnewmonia among pecsons with hemophilia A. MSMWR 1982; 31: 365-7.

6. CDC. Update on acquired inuaune deficiency syndrome (AIDS) among patients with hemophifia

: Ao MMWR §982; 31: 644-C, 652,

7. Vieira J, Frank E, Spira TJ, Landesman SH.  Acquired himmune deficiency in Haitains:  opportun-
Jstic infections in previously healthy Haitian immigrants. N Cngl 3 Med 1983; 308: 125-9.

& CDC, Unpublished data. : . ' .

9. CDC. A cluster of Kaposi's sarcoma and Dncumocystis carinii pneumonia among homoscexual
male resigents of Los Angeles and Ocange Counties, Califérnia. MMWR 1982; 31: 365-7.

10. CDC. Immenodeficiency  among  female  sexual partnors of males  with acquired  imrnune

© deliciency syndrome (AIDS) - New York. MMWR 1983; 310 697-S. )

1 CBC Uneeplained dmmenodeflicioncy and eppociunistic infections in infants - New York, New
Jdersey, California, MIIRO 1932y 31 6557, ‘

12. U ossible tranfusion-ascociated acquired tmmune deficiency syndrome (ATDS) -~ Califernla.
MAMWR {9825 31t ¢572-4. : . .

13. CBC. Persistent, gencralized lymphadenopathy among hotnosexue! males. AMAMWER 1982; 31: 249-
5i. :

14, Kornfeld 1, Vande Siouwe RA, lange M, Reddy MM, Gricco MH. T-lymphocyte subpopulations

- in homoseruval menl N Engl 3 Med 1982; 307:729-31. .

153, Lederman BM, Ratnolf CD, Scillian 13, Jones PK, Schacter B, -Impaired cell-mediated immunity
in patienls with classic hemophitia. N Engl 3 Ned 1983; 308: 79-33.

16, Benitove JE, Aster RH, Casper 3T et al. T-lymphocyte subpopulations in paticats with classic
hemophiliz treated with cryoprecipitate and lIyophilized concentrates. N Engl 3 Sed 1983; 208:
83-6. -

17.  Medical and Scientilic Advisory Council.  Recommendations to prevent AIDS in patients with
hemophilia. New York: National Hemophilin Foundation, Januacy [4, 1583,
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MMWIR o staren 1983 | ‘ :

EFICITHCY SYNDROME (AINS) @ REPORY OF INTER-

MTERTIATTONS

* Since June 1981, over 1,200 cases of acquired immune deficiency syndrome (AIDS} have been
reparied to CDC from 34 states, the District of Columbia, and 15 countrics.  Reported cases of AIDS
include persons with Koposi's sarcoma who are under age 60 years andfor persans with life-threatening
oppettunistic infections with no kaown underlying cause for, imnume deficiency.  Over 430 persons
have died from AIDS, and the case-fatality rate exceeds 60% Tor cases first diagnosed over 1 oyear
previously(1,2).  Reports have gradually increased in number. An avernge of one case per day was
reporicd during 1981, compared with three 1o four. doily in late 1987 -and carly 1983. Current
epideniiologic evidence identifies several groups in the United States at increased risk for developing
AIDS(3<7). Most cases have been reporied among homosexual men with multiple sexudl pariners,
abusers of intravenous (V) drugs, and Haitians, cspecially those who have entered the country within
the past fow years. However, cach group contains many persons who probably have little risk of
acquiring. AIDS.  Recently, 11 cases of unexpiained, Tife-threatening  opportunistic  infections and
cellular dmune deficiency have been diagnosed in patients with hemephilia.  Available data suggest
that the severe disorder of immune regulation underlying AIDS s causs:ci»l:g_a transmissible agent.

. . . N . o
A national case-control study and an investigation of a cluster of casest arong homossxpal men

" California indicate that AIDS may be sexdily transmitted among haiFdsEHual or bisexudl men(8,3.

AIDS cases wore recently reported amoéng women who were steady sexual partners of men with AMIS
P 8 : ¥

‘or of men ia high-risk groups, suggesting the passibility of heterosexual transmission{i0).  Recent
reports of unexplained  cellular immunodeficiencies and epportunistic infections in infants born 10

mothers from groups at high risk for AIDS have raised concerns zbout in  uters or perinaial
transmission of AIDS (11). Very little is known ebout risk factors for Haitians with AIDS.

.The distribution of AINS cases parallels that of hepatitls B virus infection, which is transmitted

sexually and parenterally.  Dlood ‘products or bload appear responsible for AIDS among hemophilia
_patienis who require clotting factor replacement.  The Likelihood of blead transmission Is supported by

the _occa_:tr(::_nce of AIDS among IV drug sbusers.  Many drug  abusers share contaminated needies,
exposing themselves to blood-borne agents, such as hepatitis B virus. . Recently, an infant develope

severe immune deficiency and an opportunistic infection scveral months after recciving a transfusion

of platelets derived from the bleod of a man subsequently found to have AIDS (12).  The possibility
of acquiring AIDS through blood components or blead is further, suggested by scveral cases i persons
with no known risk factors who have received bloed preducts or blood within 3 years of AIDS
diagnosis (2). These cases are currently under investigation. o B S

No AIDS cases have beon documenti€d arnong health care or laboratory persoanel caring ‘for AIDS
paticnis or processing laboratory spechinens.  To date, no person-1o-person transmission  has been
identificd other than through intinate contact ocr blood transfusion. B :

-

Several faciors indicatc thal individuals at risk for transmitting AIDS may be difficult to
identify. A New York City study showad that a significent proportion of homosexual en who were
asyraptomatic oc who had nonspecific sympioms or signs {such .25 pencralized Iymphadercpathy) bad
altered bnmune functions demonstrated by in vilro tests (2, 13, l4). Similar findings have been
reported among patients with hemephilia (2, 15, 16). “Although the significace of these imrnunclogic
alterations is not yoi clear, their occurrence In at least two groups =t high risk for AlDS suggests
that the pool of persons potentially capable of transmitting an AIDS agent may be considerably harger
than the preseatly known numbzr of AIDS cases. Futhermoie, the Colifornia cluster investigation and
other epidemiciogic findings suggest. e "latent poriod” of several months to 2 years between exposure
and recognizable clinical illness and imply that transmissibility may precede recognisable iiness.
Thus, careful histories and physical examinztions alone will not identify all persons cazpeble of
transeiiting AIDS but sheuld be useful in identifying persons with definite AIDS diagnoses or related
sympioms, such as generalized. lymphadenopathy, unexplained weight loss, afnd thrush. Since only 2
sinall percentoge of members of high-risk "groups actually has AIDS, a faboratery test is cleaely
necdod to identify those with AIDS or ‘those at highest, risl "of  acguiring AIDS. © For the above
tade these with symptoins and:
signs suggestive ef AIDS;  soxual partners of AIDY patieats; sexuzlly active homosex ab or bisexual,
thon with aauliisle partners; . Heitian entranis to the Uniled Siates;  present or past abusers o Y
drugs;  paticats with hemophiliag  and séxwal pariebrs of individuals' at increased risk for AIDS.

“Sratements on prevention and control of AIDS have been issued by the National Gay Task: Force,

" the ‘National Hernophitia Fousdation, The Americzn Red: Cross, The Amecican Association of Blood

Banks, the Cocncil of Community Bleod Centers, the American’ Association of Physicians for FHuman,

Rights, and others. These groups agree that steps should be implemented to reduce the porential risk

of transmitting AIDS through blood praducts, but differ in the. metheds proposed to accoreplish’ this

. goal.  Public health egencies, community organizations, and medical organizations and groups’ share

the responsibility to rapidly disserainate irdormation on AIDS and recommended precautions.’
“Ahthough - the causc of - AIDS remains unknown, the Public - Health Service recotnmends the
following actions: oo : s o o
1. Sexual contact should be avoided -with pérsons knows or suspected to have AIDS. Maombers
of high risk groups should be aware that multiple sexuval pariners increase. the probability of
developing AIDS. ‘ : : o o

WITN6914017_0023
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B D S AP & A N
, | - AOCENDIY
I\AI\A\}\]R 5 November 198 . . H

ACOQUIREDN IMMUNE DEFICIENCY SYMDROME (AMDS) @ PRECAUTIONS FOR CLINICAL AN

_j;f_‘!_i}_':“'ﬁ:—i 5:?.!1.\(,_ _

The ctiology of the underlying immune deficiencies scen in AIDS cases is unknown.  Ooe
hypothesis ¢ensistent with current observations is that a transmissible agent may be invelved. i so,
transmission of the agent would appear most cemmonly 1o require intimate, dicect contact involving
mucosal surfaces, such as sexual contact among homesexual males, or through parenteral spread, such

"as occurs wraong intravenous drug abusers and possibly hesnophilia patients using Factor VI products.

Alrberne spread and interpersonal spread through casual contact do not scem Hiely.  These patierns

rescinble the distribution of disease and modes of spread of hepatitis B virus, and hepatitis 3 virus

infections cccur very frequently among AIDS cases. o )
There is presently no cvidence of AIDS transmission to haspital persennel from’ contact with )
affected patients or clinical specirnens.  DBecause of concern about a possible transmissible agent, . B

however, Inferim suggestions are agp nrontiate to guide paticint-care and laboratory personncly inclueding-
. PRrog 13 A

those whose work involves experisental anials. At present, it appears rudent Tor hospital personnezl

1o use the same precautions when caring for patienss with AIDS a3 " fi%Ese (Used for paijents with

hepatitis B virus infection, in which blood and body fluids likely to-hafe~been coataminated with

blood arc considered infective. Specifically, patient-care and laboratory nersonnel  should. take

precautions to avoid direct contact of skin and rucous membranes with blood, blood preducts, |
excretions, sccretions, and tissues of persons judged likely to have AIDS. The following precauticns
do not specifically address out-patient care, dental care, surgery, necropsy, of hemodiatysis of AIDS

 Cpatients. - In gencral, procedurés approprinte lor patients known. to be infected with hepatitis D virus

are advised, and blood and vrgans of AIDS patients should not be donated. .

"The precautions that follew are advised for . persons and specitoens  from  persons  with:

opportunistic infeciions that are not ‘associzted with underlying immunosuppressive discase or therapy;
13 ying 7r PYs

Kaposi's saccoma {patients under 60 years of age); chronic: generalized jymphadenopathy, unexpizined
weight loss andfor prolonged urexplained fever in persons who belong to groups with apperenty
increascd risks, of AIDS (homosexual ‘males, Intravenous drug abusers, Haitizn catranits, hemephilizes);
and possible AIDS (hospitalized for evaluation). Hospitals and laboratories should adapt the following
suggested precautions to their individual circumsiances;  these crecommendations are not meant to
restcict hospitals from implementing additional precautions. : . o

A. The following precautions are advised in providing care to "AIDS paticnts:

5. Extraordinzry care must be tzken to avoid accidents wounds from sharp Instruments. .
contaminated with potentially infectious material and to avold contaci, of open skin lesions
Coe - = 3 . R TR it i
with matecial fromm AIDS patients. .

9. Gloves should be worn when handling blood specimens, blood-soiled items, body fiuids,
excretions, and sccretions, as well as surfaces, materizls, and objects exposad to therao 7

3. Gowns should be worn when clothing may be sotied with body fluids, blood, 'secretions of
excretions. o

4. Hands should bé washed alter removing gowns ared gloves and hefore leaving the tooms of
known ‘or suspected AIDS patients. Hands should also b washed thoroughly and Bmmegletely
if they become contarninated with blood. : . : :

5. Blood and other specimens shouid be Jabeled peorninently with & special warning, such as
YRlaod Precautions” or "AIRS Precavtions”.  H the outside ¢f 1be shecimon containe
‘visibly contaminated with blood, 1t should be cleaned with. 2 disinfectant (such as = 1:10
dilution of 5.25% sodium hypochlorite (houssheld bleach) with water). All blood specimens o
should be placed in'a sccond container, such as zn impervious bag, for tranzport. The -
container or bag should be examined carefully for leaks or crucks. . ‘ . .

6. Blood spills should be cloaned up prompty with o disinfectant solation, such as sodiun
hypochlorite (;';u:.z:h-év_c), ' :

7. Acticies soiled with blood should bu placed in en fmpervious bag prornincnily Jabeled UANSS
Precautions” . or  "Blood Precautions”  before being sent for teprocessing or . dispocal.
Altcriiatively, such contaminated items may be placed in plastic bags of a particuler, color
designated-solely for disposal of infectinus wastes by the hospitel. Disposable ieras should
be incinorated or ‘disposed.of in accord with the hospital's policies for - disposal of infectious”

- wastes. ' Reusable items should be reprocessed in accord with hospital policies for hepatitis B
7 Yicus-contaminated ilems.  Lensed instruments should be sterilized  after use on’ AIDS
" patients. ) o ‘ ' . ’ - ‘ SR ;
£. Needles should not be bent after use, but should be prompily placed in & puncture-resistant
' container used. solely for such disposal.  Needies should not be reinserted into their original
sheaths before being discarded into the container, since .this s’ a common cause of needis,
- injury. v o : _ U ‘ S

9. Disposable syringes and ncedles are preferred. " Only needle-locking syringes or one-plece.
needle-syringe units should be used to asvirate (luids from paticnts, ‘so that collected {luid
can be safely discharged through the aeccle, if desireq.’  reusable syringes arc employed,
they should be decontamined belore reprocessing. B : . : o oo
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§0. A private room is indicated for patients who are too ill to use geqd hygicac, such as those
with profuse diarrhea, fecal incontinence, or altered behavior secondary to central nervous
system infections. : e

Precautions appropriate for particular infections that concurrently eccur in AIDS paticnts should
be added to the above, if nceded. ’

B The following precautions are advised for persons performing laboratory tests or studics on. j‘.
clinical specimens or other potentially infectious materials (such as inoculated tissue cultures,
embryonated epgs, animal tissues, etc) from known or suspected AIDS cases:

1. Mechanical pipetting devices should be used for the manipulation of all liquids™ in the
laboratory. Alouth pipetting should not be allowed.

~-2. Needles and syringes should be handied ‘as stipulated In Section A {above).

3. Laboratory ceats, gowns, or uniforms should be worn while working with potentially infectious
N materials and should be discarded appropriately before leaving ithe laboratory.

4. Gloves should be worn to avoid skin contact with blood, specimens conitaining hiood, blood-
soited items, body fluids, cxcretions, and ‘secretions, as wéil as surfaces, materials, and
objects exposed to them. T - B : o

5. All procedures and manipulations of potentially infectious material should be performed
carcfully to minimize the creation of droplets and aerosols.

€. Biological safety cabinets (Class ! or 1) and other ptimary containment devices {eg centrifuge
safety cups) are advised whenever procedures are conducted that have a high potential for
creating acrosols or infcctious dropizts.  These include centrifuging, blending, sonicating,
) vigorous fnixing, and harvesting infected tissues {from animals or  embryonated eoggs.
Fluorescent activated cell sorters generate deoplets that could potentially result in infecticus
aerosols. Transhicent plastic shiclding between the droplet-collecting area and the equipment
operator should be used ‘to reduce the presently uncertain magnitude of this risk.  Primary
containment devices zre also uysed in bandling materials that might contain concentrates
infectioss agents or .organisms in greater guantitites than expected in clinical specimens.

7. Laboratory work surfaces should be decontaminated with a disinfectant, such as sodium
hypochlorite solution {see A5 above), following any spill of potentially infectious material.and
ai the completion of work activitics.

3. All potentially contaminafed materials used in laboratory tests should be decontaminzted,
preferably by autoclaving, before disposal or reprocessing. ' .

9. Ali personne] should wash their hands following completion of laboratory activitics, .removal
of protective clothing, and before leaving the lsboratory. e

C. the following additicnal precautions are advised for studies involving experimental animzls
. collowing P ‘ i ‘ A Ying experim

inoculated with tissues or other potentially infectious materials from individuzls with known or
suspected AIDS.

1. Laboratory coats, gowns, ot uniforms should be worn by personnel entering rooms housing
inoculated animals.  Certain nonhumas primaies, such as chimpanzees, are prone to throw
excreta and te spit at attendants; crsonnel atzending inoculated animals should wear molded
surgical masks and gopgles or other cquiprnent sufficient to prevent potentiaily infect
droplcts frorn reaching the mucasal surfaces of their mouths, nares, and eyes. In addi
when hendled, other - animals may disturhb excreta in their bedding. Thaielore, the above
precautions should be taken when handling them. i

2. Personnel should wear gloves for il activities involving direct contact with experimenta
animals and their bedding and cages. such manipulations should be performed carefully o
minitnize the creation of acrosels and droplets. '

3. Necropsy of exporimental animal should be conducted by personncl wearing gowns end
ploves. I proceducss generating accosols are periortacd, mesks and gopwles should bo worn.

<) Ty ¥
b, Extraordipary cace must be taken 10 avoid eecigental sticks or cuts with shavp Instruinents
contarinaied with body fuids or tissues of experitmeatal animals inoculeted with maicriz!
from AIDS patients. .

5. Animal capes should be decontaminated, preferably by autoclaving, before they ace cleancd.

" and washed. :

€. Only necdle-locking syringes or ene-piece ncedlcvsyringe units should be used to irniect

potentially infectious fluids into experimental animals. .

The above precautions are intended 1o apply to both clincial and research Jaberatories.
Biological s.fety cabincts and other safety equipment may not be generally availsble in clinwcal
taboratories.  Assistance should be sought from a microbiology laboratory, s» needed, to assure
containnent facilities are adequate to permit laboratocy tests w be conducted safely.

Reported by FEéspim! ir:fccnons'v?tograrh. Div of Viral Discases, Div of Host Factors, Div of
Hepatitis and Viral Enteritis, AIDS Acrtivity, Center for Infectious Diseascs, Office of Buosalety, CDT;
Div of Safety, Nationaf lnstitutes of Health. . ’ ) ’

. ’
v
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350 . MIAWE July 15, 1933
AIDS - Continued : . .
of caring for zn ADS patient, and none hed known centoct with hloed of an A O35 petient;
howeves, the pozsibility thet these patiants hed for g')ticn OF UNENAWHD EXPOS W eo the biluod
of AILS potieats cannot be entirely eaciudad, - Cor

Thoso four \.as".» provide no new information reparding ocoupationztask refated 1o heafth.
czre personact Trancmission of AIS within hospitals has not been reportgd Hacommonda-

these persoanci are urgod 1o become familize with and adhare (o these recarmnmendations.,

fiaferonces

3. COC. Upidote on acquired immune  ceficicnzy  syndrome  {AIDS]—United States. PAMWR
1962, 31:007-8,513-14,

2. Masur H, Lachelis MA, Wormaser G, et 2l Opportunsstic infection i praviousty healthy women fitial
manifestations of a communily-acauued coliviar inmunodehitichcy, Annnlem Aled 1982:97.823-5, .

3. CDC.  Acguiredd  immunodeficiency  syndrome  (AIDS)  updsta—Uonijed  Stales.  MAMWR
1983:32:305-11, s

4, CDC. fequired immune deficiency sy'v*remn LIDS) Precautions for clinical and 1a :borotory staffs.
MEWR 1982:21.578-80. B
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tions for prevontion of AIDS in healih-care personne! tiave beon previously pullished (4, and:
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cervbral toxoplasmesis in 1882, She had worked in o hospital

been prueviously raported elsewhare [7])

“gontact with AIDS patisnt

e prt Y et bt e

1976, His serologié tests for sy,)hx':; {FTA-£8S

Sugsests tha

Yol 32/No. 27 ARV . 354
CAIDS ~ Coatrnucd

unnrpltunud lmmh.lrﬂ'nopﬁihy undo.\w-m 8 ry'npfw todo brap sy i the ambulatory ,wguy
sres of the hasprtal, Althoogh nwt,wl 1 wes warking in this arca 00 tho day of the biopay, tho
oxtent of his contact, if any, vath the lymp! edencpathy patient or mafenals used in tho biopsy
procoduro is unknown.

Fetients 2-d: Less oprdu’n-olomc mfomwhon ‘ta syailbtle for patients Z-4 than for patient
1. Thoy sppraar eithar more L ‘cly 1o havp bohn"cd 1o AIDS rink groups or less bkely 1o have
< had oapostro to bicod than patient 1. Adlhad i nnmunJ.m ic stedios consistent yvith AIDS, ~

Potient 2, o 32-year-old American hdizn wornan, was bving i New Sersey whon che
become it in 1081, She was found to have PCP, recovered fo.lowmg treatinent, but died of
lzundry sinze 1S80. During her
emplqym'c-nt, 2 patient with possiblo AIDS had Lo\.;\ admitied’ !0~£I‘rckh‘€fsé'§1.al'\':hcrq she
worked, but she had no direct contact_with this person, Atthough.sha,wsed maijuana,
cocaing, and mezcaiing, sho dunisd IV drug use. She also denied foreign travel, receipt of
blood, and sexusl contact vath man who were bisexuat or IV drug users. (This p"\hen! H*s

Puiicnt 3, 2 34-yeos- -t td Je maica-bom men, was Tiving in f.ﬁ.‘ami,'F{urida. when he became
“Min }9“2 He vens found 10 Lave PCP 2nd sezoversd following treatrent, He hadd come 13 the
United Stetes in 1979 2ad had worked os a private-duty nursa in Bioni since thea, He denied
5; @ subsequent review of his work assignraznts showed that he
had not cared for any patients rsponted to have AIDS. He did not fc* 2! ever hoving a nzedie-

“stick iriﬁ"r,r He also denizd homosexual activity, IV drug use, and recaimt of blood. One of his

female sexual parinars was interviewed. She was in good hesith and denced IV drug use,

Ancther of his fomaie partnsrs could not be leczted.

Pationt 4, 3 middle-z0ed man, was living in New York City when ke becarna Hlin 1383 Ha
was found to have PCP and recovered {ollowing treatmeant, He workied 25 a nursé’s aide in the

“puipstient department of a hospital., AIDS paticnts had been spen at.ihis hasrfiﬁl, but he aa~

'dh:‘fm?

parently hzd notfcared § for any of them. In the past, ke had had nzediastick in]
coived bites fr\.m patients, but could recal! no such injusies for mord than 25
he ojrvuz,(, to 3 hﬁn\o:rm.u! cncountier as an adolescent, he denizd homesexu! acl fvity a3
an odull He also dmmd V. drug use and reccxp! of blood and biad no forsign travzl since
and hepatitis B virus (:}r.luuoc.y io hepatitis B
core arttxm,ﬂ‘ veare positive.” ‘ - ‘

Reperied by 5 Rosen, KD, Esftiinare, 8 Levin, MDD, 'P Barg, MDD Des rra, :'/;D_ Boker Sires I'n:,:"r::f
Erltimors, D \Wlliams, C Caspbell R DJ'mmg D Glesser. MD, Beltimpre City Heafdl: Ozpp S Morman,
SOV, £ Iseaal, MD, Stete Epidemiclogist, Marylond Staie Deopt of Heualth and Menral Hygizns (' Setio,

L LRD, R Kapita, 140, Univorsity of hic o’,cmc end Dentistry Mow Jerscr tevserk, VO Psebkir, DV State

Epiderniclogist, Mewr Jorsey Staie Ozpt m‘haelth S Ehrenkrents KO, Sauth Floeigs Hospical Consartium
for Iafection Control, Aizeni Rt Moigen, FAD, Dedds County Health Dept, J Secks, I/:_J Aeliry Stete
Epfdsanintogist, Florida State Dopt of Health and Relinbiitative Sves: 8 Fricdamn, ki, Meve York City
Dept of Healis, R foitendery, 8D, Stare Fpic emiclogiss, fow York Stste Dent of Hesith: Div of Fistd
Sves, Epidsririelngy ;’rog’t;"n Offize, lt’JSP([E/ h/ecmns Pm«ram AIDS Ac[,:”!( Cenzer for Iafectio
Disaases, COC. -

Editorial Mote: f».!‘houﬁh the
CAIDS s "-‘L}el,&f by e infectious sgen! transmitted sexusity o

etivtogy of Al _Ja femazins uaknown, ccricnnc; G(_jl evidenca
volecs commanty,
through exposure 1o blood or bi o\:d *Jr(‘/*uc s. Tho disegse has not' beon fho.;_rv o be trsnsmit-
ted through cosual contact wiith offectad individusls.

Continuing .,urv.;dianct, of /DS contims coardier observations thaet Sf‘f, of ot ftents come

from the high 1ish groups previously deserbad {3). The soutcs of AIDS in the pstien!s repoi-
‘ed héro is unknown, They denied belonging to known AIDS risk

aroups; however, the accurs-
¢y of data conceraing sexual aclivity and IV drug use cannot be veritied. Noue govs 2 history
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358 o RAFAWR . Juxym_m::rz

- An Evaluation of the Sequired immuneodeficiancy § y;tr;rumo (& !.‘)\»}
L e, Reported in Heaith-Caro mr.,c.*.;wl — Unitod Siates
I As ol July 11, 1983, phyaicions and health depaxrtmcnts in tho United States aad Fucrt
Pi"o hat reported a total of 1,831 pelivnts meeting the COT surveillinea dotinition cf thoce-
quiréd imrmunsdelicioncy syndroino (»’\KJS) (7). Of thesw, four were rcpomd to be baalil-care
parsonns! not known (o belong 1o grouas at mvrr'\f‘cd risk for ADSTOET ¢f itncss in the
-7l patients eccurred Botwsan Juas 1981 and-Apsi 1083, Th(, sovrea of ADE%ia these Tour pa-
- o tionts iz unclaor snd none had decumented cmtact with another AIDS pationt, Additional
. r ceses have been reporied in health-céra persennsh, howovern, these heve either occurrad in
§ porsons belnging to AIDS risk groups or in persons for whom infermation ic insufficient 1o e
: dc'rrms:;c if 'h; y belong to such groug . Tha caso histories for the four patients foliove, ‘
i Stiont 1: A 32- ~yeac-dld block man fiving in Baltimore, Maryland, was in good heaith until
5 i s odenuary 1883, when he cor npizingd of lawar abdominal discomfost, reliovad by trination, and
A blpod in his s100157 Medical eveluation, which inclucded 2 ronal senegram end an abdominzt
- S CAT scan, revealsd no cauza for his complsints, and his sympioms subsided withoui
: tieatment. At ma s0rag time, he begon to fose waight. Ga May 13, he prosenied 0 h’f e
~-physician with co npleints of fever snd cough of 2.3 doys” curstion. His te m‘_-c.a.um A
37.8 C (160 F). Chaoss x«ray s*xowed 2 questios mb’e right-uppar iooa nfiirate, and he vas
g:vcn o*aln'\«tf:romymr} S . i e
sl On May. 210 1883, !?‘u hatient woni (o o asmmore hespital, where he veos 104 3
 bilatoral pulmonary infilirstas. Mo was stpnb!wcd ad sulfametivoxazoledtimatheprim wes
- "oddedto his.therapy. Cn May 24, 8 transbronchial lung Licpsy showed fn;'_."ﬂOC}Su.; ceriif
= prosumonig {PCP Tosults of immunclogic studies were consistent with A0S Dicpits I’v‘ o
2. dition of pentanmiiding iisihionats to his therapy, Kis condition worsened, end he digd on
A zutopsy. rio evidérce, ot melignancy was found, : -
Tha patisnt h:}d_wor~ cg for the housskenping department of a hospitzi since 1888 egin- -
ning in August 1381, ho worked exclus ively in the ambulatory surgery zrea. vohere his dulios
included semoval of surgical dr.-'-»pf"~ aod disposelye surgicel equipment, which ware often
- commnn’t"'-v ith Llood. Reportedly, he usually did not wasar gluves. CE s oo
‘On Februsey 26, 1882, tho pati em want ta e employee-health nurse for t't.‘ﬂ;.);-"r:‘.—c»f a-
nsedlastick if;fu,_.Thn patient stated that, whilp disposing of a cordhoard box contzining
"o lused ne adias, ‘he hard been stuck on the fand by a nesdle protruding ffom tha box. 0!
ples w,ru Uravin f*'-_ xc'wmr B virus serolegic tests, end 2 single 2-nmi! dose of imimu
lin IG) wes given intram: J.;C.u'r.,r. . tG tharapy has niot been reporied in othar £iD5
selonging to kaowen ik giouns} The serologiz tests wore positiva for antibody 1o
§27..  surfeco- anticen but ncgative for tae antigen. Mo other injurics had bean recordsd
T oemp f‘-yn Shas

2

thieg (hfg

Whan inlervis ,r ptient denind homosonual astivity,

tha peticnt’s ¢eath, intorviowe

() f"fL"’ ugn, fD"

I HTate Chy Hoaith [J‘,ra.m’;bm of hr, fe n-f/ nJ fricnds con.xrmr«} hiz histary. Four, of his
fomale soxusl partnor org inferviavesd, and &l deniced |V Crug vsa; nonz had a hi >tm~/ Co-
- patintes vith AIDS. Thp ;)'::lif-,ravt hed no lisicry of toetment for venereal diseases. end sorologic. ... R
o tests for cfpixilis”(.,‘{?j{, ,MHAJP, FTA-£83), dona during his hoc{muh?efmn {or PLP, were
nogu\we_ . - T : - :

w7 Ho petient m{ctn‘;} tha (,D SJrva‘mnco daf«.utm.\ of ADS wres toported to I_:?.jp bean
- CT - saan ot the hospital whare patient 1 worked. la Juns 19{’? 4 months alter the nugdivatick
injury ond 7 meanttiy beforo petient 1 becane ifl, o homosexusl man with o history of chronie,

[ E Rk ey NOURPUPURPREE % SRR USSP -
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sexval contactls of persons in these categories.  Cases are thought to

have occurred from perinatal or in vteroe transimission.

SéQera1 cases. have been feportcd in persons without other known risk
: factors, who have received blood products from patients subscquently found
~to have AIDS.  Cases havo Oucurrcd amongst haemophiliacs receiving Factor,
VIII concentrate (11 in U.S. A, 1in ha}es and 3 1in Spawn)

7. Methods of Contro1 :
Ro cases have been reported’ amongst hospxta] or laboratery staff who

have contact with affected patients or their clintead ¢ wspecimens.  However,

‘ patterns of distribution and spread are similar to “fhose seen with hepatitis
B virus. It would seem wise to follow procedures ysed in the management of
pat1LﬂtS and hdndlxnc Df SDBCWDDBS Enown to be infected with hepatitis B.
These procedures . should be adopted for known cases of AIDS, for those in )
high risk groups and 10r thase suffering Trom the Lymphadgnopcihy syndlouﬂ

‘ prevwous}y,dnscrwbed )

Gu\daivnes and precauL1ows o c11n1ca7 and iaboratory staff have
bQEn‘descrlbedAby‘CDC (Ai?ania). Thesa hﬁve been reprolucpd by CD§C

Sexual contdcts of patwenis d1aonosed as hav1n3 ATDS should bﬂ
investigated. = Blood and blond products donated by patients subsequantly
developing ATDS, should be destroyed. Pat}ents are Lteatnd on an individual
basis. There is a voluntary repsrting'écheme to CDSC.

-

R
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-

discovered to have developed AIDS, although he had b;;n é;pérently vell at
the time of donation. Some other less well defined instances of ATDS
developing at long bul variable periods after transfusion have been recorded.
Although in these cases no other predisposing factor has been implicated,

neither has a direct link been established with a donor suffering from AIDS.

There have been fears that the hepatitie B vaccine, for vwhich some of the
source plasma has been obtained from homosexual donors, might be capable of
transmitting AIDS. To date, there is no evidence tha&xigis has occurred

-

(Appendix D). — - e

Guidance for blood donors in the UK is being issued with a view to reducing
the possible risk of transmission by blood transfusion (Appendix E).
Reasgsurance has been promulgated by the Hhembphilia Society to those who
regularly receive blood products {Appendix 7). |

In view of the circumstsniial evidence for infectivity, in parficular in

‘relation to transmission by blood or body finids, there is concern amongst

health caxe staff aboutv the poésibility of contracting AIDS from patients or
from cpntaminafed moterials énd clinical samples for ingggﬁigation. There is
glso concexn lest hepatitis B vaccine or‘speCifié hépatitia B immumoglobulin -
which is recommended for use after an incoculation accident - could be

capable of transmiiting AIDS. Guidance for ihe conduct of laboratory work

and for»patient care and genersl prevenﬁive measures, has been issued by

the US Department of Health via the Centers for DiaeaseVControl and this vas
published initially in two editions of the Edrtality and Mbrbidity Weekly
Report. This iz now svailable from the Communicable Disesge Surveillance Centre

at Colindale in & combined form (Appendix Bii).

REFERAAL 70 #CHP

Although an infective astiology for AIDS remains‘unprovén, it‘would seem
prudent at this time for ACDP to comsider the need to pﬁovide éuidance for

the safe hendling of clinicel and other material from patients who either hawe
ATIDS or are at risk from the disease. Qonsultatioﬁ on the draft ACDP Report

‘No. 1 has produced a numbexr of iequesta-for ACDP to examine this matter,

ircluding requests from the Joint Consultante Committee and the TUC.

WITN6914017_0030
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ADVISORY COMMITTRE OV DANGEROUS PATHOGENS 7 .
JOTNT PAPER FROM DESS AND HSE | J}g\p/ _
: 22?
ACQUIRED IMMUNE DEFICTENCY SYNUROME (AIDS)

BACIGPOUND

Members will be well aware of the considerable publicity and the degree of

public concern that hag arisen since AIDS was firet recognised as an epparently

newv cllnlcal condition - characterised by the occurrence. of Kaposx’s BAYCOmS,

or of opportunistic 1nfoct10ns in the absence of knmwn\aauses of immino-

suppression — with the potenfial for spread in the community.

© While the majority of the 1800 plue cases of this condition now recorded in

the United States (Aug 1985) hag occurred in ﬁromiécuous male homosexrusls,
it is novw clear that other.groups'can also be affected. ,So far, these include
female sexual conﬁactg, recipients of blood and blood prodﬁc%s and some others

including Hajtians, whose route of acquisition is unknovn. - (Appendix 4).

- To uabs no case has been rncoxaed in health care per&onnel wh;ch has been

conrlu81ve1y attridutable to contact at work (Apponuxy'Bl) The Communicable

Disease Surveillance Centre (CDSC) bas taken on' the task.of recording and

publicising notifications of confirmed cases in the United Kingdom and these

now anount to 20, debails of which are given in Appendix C.
* : Bpen

The assvmption $o date has been that ATDS results from an infection which is -
mogt likely to be viral. Several viruses have been suggested ss causal
agenta (cytomeg&lovirua, gvine fever. virus, himen T cell leukaemia virus)

but none has been positively incriminated.. There is also. e possibility that

Cgusceptibility fo AIDS may be related 4o pre-existing irmume dysfunoblon in

the host.

There is now strong circumetanvial evidence that AIDS may be trénsmitted by

blood end blood progucts. In the USA some 20 haemophiliscs (Auguat'198§)

have developed AIDS and Jn Britain there 18 one confirmed case 1n a hammopbllmce

,Sama}drly 1n Spain, AIDS has been reported in three people treated with ccmmercla

Factor VIII coqcca»raies and single cases have been xeparted in haemophiliacs

.'in Germany; ﬁustrla and Canadae. . Na haemoph11¢ec haa developed Kaposi'ls sarcomz.

Perhaps the most ‘significant case 1n relatlon to blood transfusion _concerns

a baby who aeveloped ATDS several months after recelvang tranefu31ons of blood

and. platelet concentrates. One of the platelet»donors wag subsequently

WITN6914017_0031
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NOT FOR PUBLICATION ACDP/8B37 poo

ADVISORY COMMITTEE ON DANGEROUS PATHOGENS
ACQUIRED IMMUNE DEFICTIENCY SYNDROME ( AIDS )

Interin guidelines for Clinicel and Laboratory Staff

A. 1. These Guidelines are intended as a basis for the formulation
or revision of wriitten local codes of practice in those
institutions where patients with AIDS or suspected ALDS
are housed or where specimens and other potentially
contaminated materials arising from them may be

handled.

2. Until such time as a causal agent is positively
identified and assessed, specimens and contaminated
materials from patients with AIDS or suspected AIDS
patients must be treated as if they contained a pathogen
capable of causing severe human disease for which there
is no effective prophyvlaxis or treatwent. The incubation
period may be up to four years and the estimated
mortality is 82% within two years of diagnosis. There
igfpotentially serious risk to those whe handle patholegical
materials or items contaminated by them without due care.

OO :i,\, v (- A ';w't- (f”("{ Rl '&

3. At present there 1s little %videnégﬁof AIDS transmission
to hospitsal or laboratory perscnnel from contact
with affected patients or clinical specimeng. American
experience as expressed in the Morbidity and Mortality
Weekly Report (CDC ATlantz November 5 1982, March & 1983}

3

appears to show that infection through casuzl contact

{

et}

o1

Iy
43

is unlikely , since perscns with AIDS arg 1livin

®

community. ‘ . - Coe

4. Since the disease appears to be parenterally
transmissible, the utmost care must be taken to avoid
contamination of wounds, skin lesions and mucosal surfaces
with blood or cother potentially infactious material from
any patient known or suspected to be suffering from

AIDS. The application of hospital and laboratory codes

WITN6914017_0032
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of practice designed tc minimise the risk of accidental
percutaneous inoculation or infection via mucosal surfaces

is therefore ¢sséntial.

For all work with AIDS cases it must be assumed that blood,
tissues, body fluids, excreta . and secretions and

items soiled by them as well as surfaCes,vmaterials and
equipment exposed to them are all potentially hazardous.

It follows that items for disposal or sterilisation must be

handled with gloves and safely contained. : t)kv
N B A

Patients 'in whom AIDS has been diagnosed or suspected must
be nursed in isolation. This should ordinarily imply the
use of =& single room and a strict barriervnursing regime.

: C/E«,«A&.Lty.rn (RN VL()»—L
It will be the responsibility of the Control of Infection Eﬁk’
Officer or a senior member of the medical or nursing staff
in conjunctidn with the laboratories to ensure that all those
who have direct dealings‘hith AIDS patients (or materials
arising from thewm) are aware of the diagnosis and are familizr
with the prescribed precaatibns set out in local codes of
practice relevant to each situation. They should also
adyise staff that provided these are fdéllowed there is

believed to be no undue risk of infection.
N

The following protective measures are recommended for the

prevention or possible infection which might arise from

direct or indirect patient contact when a diagnosis of AIDS

is possible and when pathological investigations ars

required.

Gloves and disposable plastic apron must be worn when blood
is taken; the latter should be worn over a gown which
is to be discarded safely before moving on to other

activities.

Only the minimum essential quantity of blood should be
withdraﬁn and then only by experienced medically qualified
staff who must ensure that the outside of specimen
containers is free from contamination. All speciméns must

be in robust containers which must carry either a

- 2 -
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"Danger of Infection™ label or a biochazard symbol.

3 L'\-bx\iﬁL‘

4, Specimens should be kept upright and must be transported
N

to the laboratory without spillzge in a sealed secondary

enclosure (e.g an intact plastic bag). Pins, staples or

metal ¢lips must not be used to make the seal. the
accompanying request form, which must be kept separate

from the specimen, must show the diagnosis of AIDS

or suspected AIDS. Such specimens must not bé,éent

to the laboratory without previous agreement between the \\‘.’
clinician and senior laboratory staff. .

LN
—> 7 X

Disposable syringes and needles must be used at all times

N
B

for blood collection. Used needies should not be bent

or re-inserted in their sheaths, but immediately discarded
in a puncture-proof container used solely for that

purpose and designed for incineration. Only needle-locking
syringes or one-piece needle-syringe or similar units
should be used to aspirate fluids from patients.
Accidental puncture wounds must be treated immediately

by encouraging bleeding and liberal washing with

soap and water . Any such incident or contamination of
broken skin or muccus membrames must be promptly reporied
to and recorded by the person with overall responsibility

for the work.

6. Protective clothing, sciled linen or bedding, surfaces
and objects sciled by blood, fluids, secretions etc must
immediately be safely contained for disposal or
treated with a freshly prepared dilution of a sultable
disinfectant. The following disinfectants are-known to
be active against a wide range of infectious agents e.g
freshly prepared hypochlorite soluticns containing 2500

ppm available chlorine, and freshly activated 2%

2]

£

DR

0

glutsraldehyds but thelr activity asainzt the ¢

woC
W)

ross eminafion

3
v

AIDS iz uninowun. Por blood spills and co

s

=ith orpenic mattezr, 2 hicher concanitration of 12,000
ppn =vailebls chlorine may be necessary. Hypochlorite

solutions may damage metals.
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7. K1l material leaving the patient's room must be handled
in acéordance with the policies of the District Control Q}{{;ﬁ}>f'
of Infection Committee foqy&j%ﬁlg infectious patients. ALL////
Non disposable itgms such as lensed inst?uments must

be disinfected after use.

"8, It may be necessary for patients to go to specialist
departments of the hospital\fOr investigation such as
X-ray but this should be zllcwed only after prior
érrangement so that the control of infection policy
for that department can be operaﬁed. A trained nurse

should accompany the patient on such visits.

9. It must be borne in mind that patients with AIDS may
also have other infections requiring additional

precautions.

10. If surgical or dental procedures are necessary, all those
concerned must be informed of the diagnosis of AIDS and
the additional precautions required by the hospital's codes

of practice for work on infectious cases applied.

1. The following measuras zr: raouipyszd for laboratories

handling patholorical materizl from patisnts suffering

from AIDS or suspect AIDS n=iiznis,

General Reguirements

2. From receipt, all specimens from patients with AIDS
" must be handled in a room other than the routine diagnostic
laboratory so that they can be kept separate from the
general work. There must be adequate space (24m®} for

each worker.

3. A Class 1 Microbiological Safety Cabinet must be available
for all laboratory work and-used.for-any-cperation—in

which there is any potential for ‘aerosol or droplet

formation.

WITN6914017_0035
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All pathological specimens from AIDS cases must be handled
separately from routine work by & small number of trained
staf'f who must be made fully aware of the diagnosis,
Specimens should be processed either individually or in
batches with other danger of infection specimens at

the end of a period of routine work.

Laboratory workers must wear gloves, gown and disposable
plastic apron whilst handling and processing AIDS specimens
and great care muat be taken to avoid contaminatién.of
equipment control knobs and surfaces., The latter should
be routinely disinfected (glutaraldehyde) as soon as
possible after use and immediately if contamination is
suspected. Eye protection will be required when splashing

iz a .possibility. <Clothing for laundering muzt be made

" —

safe to handle before despatch to the laundry.{ ..

)

\

Full attention must be given to containment and disposal
measures at all work sites and arrangements made for the
autoclaving, chemical disinfection or incineration of
discarded materials as appropriate. An immediate review
of the relevant local code of practice for containment

and disposal is therefore essential,

The use of sharp instruments must be avoided but any.puncture
wound which does occur must be immediately treated by
encouraging bleeding and liberal washing with soap and water.
Any such incident or contamination of brecken skin or

mucous membranes must be promptly reported to and recorded
by the person responsible for the work. The local code

of practice should state what further action needs to

be taken.

A microbioclogical safety Cabinet {Class I BS 5726., or a unit
with equivalené%ggggggiion factor or performance) must be
used for work such as fluid harvesting, vigorous shaking,
mixihg or ultrasonic disruption etc where the equipment

in use is not designed to contain aerosols.

WITN6914017_0036
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For foller mixing, specimen containers may be
simply enclosed in another screw-capped or stoppered
container.

ai.
A1l materials from AIDS patients for centrifugatiepgﬂva}“’ '
must be enclosed in sealed centrifuge buckets.QfThe e
should be routinely disinfected affer use by filling
with 2% activated glutaraldehyde, regardiess of

whether or not brezkages have occurred.

A1l specimens, extracts of specimens or passage naterial
to be stored must be separately labelled and

placed in a secondary sealable container which must

be clearly marked "CAUTION - AIDS™ and surface -

decontaninzated. ,

Laboratory work surfaces, equipment used for AIDS
specimen transport, processing preparation and testing
should be regularly disinfected by whatever means is ..
appfopriate and safe toc use. Used graduated pipettes gﬁ@yfti&'
must be totally immersed in fresh hypochlorite solution {ﬁgf,w
overnight bsfore draining and processing for re-use

(glass) or incineration {plastic). DPisposable plastic

Pasteur pipettes and dispenser {ips must be safely

contained, preferably by dunking in hypochlorite solution,

until ready for autoclaving or incineration. The use of

glass Pasteur pipettes for dispensing AIDS materials

is most strongly discouraged. Where surface contamination
is known to have occurred, disinfection must be undertaken

immediately. Discarded specimens must be safely"

. contained until ready for autoclaving or incineration.

All personnel engaged in specimen handling must wash
their hands immediately following completion of work
and after removal of gloves and protective clothing

arid before moving on to other activities.

Protective .clothing must be used for hQ more than one day
and dealt with safely after use (e.g. bagged and autoclaved
before laundering). A fresh supply must be available at
all times. '
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Specimens and request forms toc be sent by post to

other laboratories for e.g specialised investigations

must be clearly labelled "AIDS" and then packed in accordance
with the recognised regulations for the transmission of all
pathological material. Details of the packing etc are

laid out in the Code of Practice for the Prevention of
Infection in Clinical Laboratories and Post Mortem

Rooms (HMSO 1978) Section 17, and later Bulletin No 2

(DHSS 1981) Section 2.b.i and iv. It is prudent to

?ake note of any change in requirements, by regular

reference to the Post 0ffice's latest regulations. Specimens
for external transport (other than by post) are referred

to imSection 16¢ :of the same Code.

The general requirements for containment and dispossl in

all laboratory work are ouitlined above.

Microbiological work must be undertaken in a Category B1
laboratory (Code of Practice for the Prevention of
Infection in Clinical Laboratories and Post Mortem

Rooms (HMSO 1978): Containment Level 3, ACDP -~ Report No 1}.
A microbiological safety cabinet Class I { BS 5726) nust

be available and used for any operabtion in which there is

ényfpotential for aeroscl or droplet formation.

Autcmated or semi-automated equipment should be disinfected

as described below.

Clinical Chemistry, Haematology and Blood Transfusion

The general reguirements for containment and disposal in

all laboratory work are cutlined above.

All manipulaticns in manuél tests and preparation of
material for anal&éisﬂzﬁ-a'cloéed circult analytical system
must be performed in a microbiological safety cabinet Classi
(BS 5726 or unit with an equivalent protection factor or

performance).
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Tests should where?er possible be confined to those
which can be performed in a closed system i.e an
autoanalysef, cell counter etc which can be easily
decontaminated and which operates without aerosol

or droplet dispersal.

Effiuent from analytical equipment must either be trapped
in bottles containing hypochlorite or glutaraldehyde

or discharged directly into the waste water plumbing
system. In the latter case a discharge tube shouid

project at least 25cm into the pipework. Water must

flow down the waste pipe while the machine is operating

and the waste system (prefeﬁably plastic to avoid corrosion
problems} must be treated with a solution of hypochlorite

{2500 ppm available chiorine) when the work is finished.

Whenever practicable analytical systems should be
treated after use with glutaraldehyde or hypochlorite
solution or when these are not applicable, flushed

through with the manufacturer's recommended wash fluid.

23. Gloves should be worn when dismantling or servicing

26.

equipment used for processing AIDS materials.

HISTOPATHOLOGY AND CYTOLOGY

Arrangements should be made for most small specimens

from AIDS or suspected AIDS patients to arrive at

the histopathology laboratory in a fixgtive solution.
Wherever poszible whole organs or large tissue masses
should not be examined in the laboratory except under

conditions of containment.

Examination and cutting up of specimens in fixative

should be delayed as long as possible to minimise

operator exposure, but in any circumstances should be

done by pathologists wearing suitable protective

clothing (gloves, gowns, plastic aprons and eye protection}).
Due attention must be paid to containment and disposal

or disinfection of these items along with instruments

- 8 -
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and cutting boards in accordance with local rules for
thehandling of infectious materials and the general

recommendations outlined above.

Particular care must be exercised in this work to
avold cuts and puncture wounds, skin or mucous membrane

contamination and splashing. (See paragraph C 7 above).
& p grap

Frozen sections must not be made on unfixed material
from AIDS cases. ( See Code of Practice for the
Prevention of Infection in Clinical Laboratories and

Post Mortem Rocms HMSC 1978 Paragraph 2Gb).

Sipecimens for the cytology laboratory must be handled

in accordance with the local code of practice for
infectious material. The use of gloves,

protective clothing, sealed centrifuge buckets or rotors
{including the Cytospin centrifuge) and where necessary
a microbiclogical safety cabinet Class I {BS 5728) or
equivalent is required. Centrifuge buckets and rotors

should be opened in z safety cabinet,

The following requirement is to be observed when animals

are to be inoculated with materiais arising from AIDS

or suspect AIDS patients.

No work involving the incculation of experimental animals

with tissues or other potentially infectious materizls

‘from individuals known or suspected to have AIDS should

be undergaken without consultation with the DHSS and
HSE. ¥ , who will be able to recommend appropriate

containment measures,

{ This section is worded in this way as there are as yet
no published requirements for animal work and containment
which are thought to be suitable., As these guidance notes
are likely to be available before ACDP Report No 1 appears
it was thought to be simpler to ask prospective animal
users to contact the department's officers who would then

supply details of animal containment level 3.]

¥ DHSS 703-6380 ext

-9 - HSE 262-3277 ext ORO-C
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Requirements for Post Mortem Examination and Body

Disposai.

When a diagnosis. of AIDS has been established during life,
a full scale post mortem examination should not be undertaken

to confirm the cause of death.

It is recognised that AIDS as a disease is under
intense investigation and that post mortem examination
of confirmed and suspect cases may be required for

- research purposes. However, a strictly limited
examination involving discrete tissue sampling may
suffice for this purpose. Full scale post-mortem

“examination if held to be imperative, should be
conducted only under the conditions described on pages
41-43 Section g. iv of the Code of Pracﬁice for the
Prevention of Infection in Clinical Laboratories and
Post Mortem Rooms (HMSO 1978).

Precautions for Body Handling and Disposal
Recommendations appropriate for handling the bodies

of AIDS patients are contained in Appendix 12 of the

same code of practice.

oA AU O 7JZCLJFQV}§13
L\:\ L»i o\%m«j&? w | Z\j:l(c\:eg/cw

Can : ,4\,\,\& oL BIPN q\/\_a\/‘.] las :>

pv*—f‘/p MWK 6’4/\, (,WMM,Q; [/';\;ﬂ’;ttg Od j
@m—& PINEYS b Lev R ve Ty ke

WITN6914017_0041



PEN.013.1272

ASTMS COMMENTS ON ACDP/83/P22 REVISED AIDS

A6 To repeat a point I have made a number of times; I think a
number of hospitals should be designated for the treatment
of AIDS. There are overwhelming arguments for this on
¢linical grounds i.e. quality of treatment and considerable
arguments for supposing that trained staff familiar with
procedures in relation to AIDS samples or patients are much
less at risk than staff who have only one odd case.

I accept that hospitals without the required facilities
will not be able to admit AIDS patients but this seems a
rather circumstantial approach for such a dangerous disease.

What about guidance for medical staff dealing with AIDS
patients in the community?

B2 This does not make sense. Paragraph A6 refers to nursing
in isolation.

B3 I have a number of reservations about the use of a biochazard
label in such circumstances. These have become guite down-
graded because of irresponsible overuse in some areas.
'‘Danger of Infection' is much preferable and I would like
this to be the only acceptable label.

I was sure we had agreed to insert 'screw cap' between ‘

'robust' and 'containers'. Other types of cap considerably
increase the risk of aerosols or splashes in the laboratory.
This is required for hepatitis B specimens.

B5 Re-order this paragraph to come after paragraph 3 for a
more logical sequence. One comment I received was that
needle stick accidents 'often' occur as a result of
walking across the room to dispose of the syringes and
needles. Insert after 'puncture proof container, which
should be immediately adjacent to the patient when blood
is taken, used solely for that purpose' etc.

B6 A number of reservations have been made to me on this
point. Linen grossly contaminated with blood is unlikely
to be adeguately sterilized by treatment with hypochlorite,
nor do hospitals have the facilities for this. The emphasis
should be on disposable items and grossly contaminated
linen should be incinerated.

B10 Should patients themselves be warned about this and what
to do when accidentally cut?

c2 This does not match the guidance we are about to issue on
hepatitis B specimens. (See paragraphs 40-42 of current
draft). Two main points have been omitted; they must not
be unpacked by reception staff and the room must allow a
spillage and breakage procedure to be put into operation
i.e. essentially it must be able to be disinfected.

WITN6914017_0042
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C5 I am completely opposed to the use of Class IT cabinets for
reasons which I will not repeat., I eventually accepted the
‘relevant appendix in ACDP Report 1 because of the arguments
-about certain kinds of research work having to be done in
Class II to preserve the purity of the material.

Under what circumstances would such a reason arise in the
case of specimens from AIDS patients? Unless there is
evidence that this is required then no Class II cabinets
should be used. This guidance is specific to AIDS and I

do not consider that ACDP Report 1 setg a precedent on this
point.

C1l5 The use of glass Pasteur pipettes should be forbidden.
I can think of no good reason for using glass pipettes in
most situations in the laboratory and not at all with AIDS
specimens.

Cl6 This document is meant to be free-standing. Could the
requirements related to AIDS not simply be specified instead
of referring to a number of other documents all of which are
difficult to obtain.

C17 Reference to a Bl laboratory on its own is not satisfactory.
I also think reference should be made to ACDP Category 3
containment for all research.

C23 This is not really acceptable. For the time being would it
not be better to suggest that systems which cannot be
disinfected cannot be used. This is unpractical in
relation to hepatitis B but not in relation to AIDS.

(See paragraph 55 hepatitis B Guidance for further
additions).

. C24 Most MLSO's in my experience are not familiar with the term
"permit to work' system. Insert: 'The essential purpose of
a permit to work system is to protect service engineers and
otheér staff from commencing work on any equipment before
steps are taken to eliminate any infectious hazard. Such
permits usually reguire the signature of the person in the
laboratory to certify that decontamination has taken place
before work commences'.

C28 It is important to say who will 'deem it essential for
research purposes' if such research has to be done we
should require a wrltten protocol to be prepared specifying
exactly what should be done to minimize any hazards.

D2 Tt is my impression that pathologists and staff will refuse
to undertake such postmortems but this paragraph does
not protect us against the odd Maverick who wants to leap
beyond the 'frontiers of science' etc. I think the minimum
we should require is notification as per paragraph D2Z.
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ADDITIONAL POINTS

1) Please reproduce the CDC (now WHO) definition of AIDS.

2. There should be a warning concerning exposure of pregnant
women or immuno-suppressed people to contact with AID
specimens or patients. '

3) There are a number of points from the current draft on
hepatitis B which could usefully be incorporated. To
save time I have just listed the paragraphs and what they
cover:-

Paragraph 19

Eye protection - required for hepatitis B not for AIDS.

Paragraph 28

Use of forceps (if it applies).

Paragraph 29

Tnstruction of medical staff.

Paragraph 31 — B4

Should we say 'by means of an integral sealing strip?

Paragraph 35

Instruction to staff transporting specimens.

P62/63/64

Procedures for accidents, spillages etc.

ASTMS
Health and Safety Office

SMcK/DPP
29/2/84
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PAS AXDS OCCURRED IM UK UNITED XINGDOM? h

- -

Yes, about & dozen cezos have been weported, by the middie of 1383,
Ho-ono knows whether more people in the United Kingdom will develop AIDS

ond & careful wateh is being kepl for possible cases.
CAN ATDS BP TRAWSMITTED BY TRANSFUSION OF‘BLOOD'AND BLOOD PRODUCTS?

Klmost certainly yes, but there ig dnly the most remote chance of this ‘
happening with ordinary blood trensfusiong given in hospital. Howefer, in
the USA a very small number of patients suffering from chaemophilia, an illness
“In which the blood will not clot, have devoloped.liﬁgiv Hasmophiliacs are moxe
gugceptible to AIDS becauvse they need regular injections of a product called

Factor VIII. This is made from plasma obtained Lrom many donore. Should just
one of the donoxs be suffering from AIDS, théa the Factor VIII could transmil

the diseasec.
HOW-CAN THE RISES BE R?DUCED?

&t prement, there is no sereeping test the Trernsfusion Sexvice can use %o
detect people with ATDS. So, wntil there is and until more is lmown aboul
this disesse, donors are asked not to give blood 3if thEdy think they may either

heve the disease or be at wisk from it.

VIILL DONORS Bk QUESTIONED O SEXUAT MATPERS WHEN THEY ATTEND T0 GIVE BLOOD?
DEFINITELY 1OT.

The National Blood Transfusion Service has a very high regard for donors as
extremely responsible people who give blood for the benéfiﬁ of othexs and is

confident that they would nob knowingly yut pationte at wisk from such a

cuz Qikcage.

Wts

pey
VOERE CAN DONORS OBTATH FURTHER INFORIMATION ON AIDS?

Any donoxr can dincuss in confidence whether to give dblood, with the doctor on
the blood collection session, their own doctor or the Director of their local

Blood Transiusion Centre,

Plcase remember, AIDS is a rare disecasé but a gerious one.
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ALDS ARD HCW TP COHCRERHS BLOOD DONORS - NBPS

Recontly there bas bgen congiderable publicity in the néﬁ%ﬁﬁperﬂ and on

radio and television aboul & new, seriounm, bub rare diseasme called AIDS,
H4 ¢

Since AIDS may be transmitled by transfusion of blood and blood products,
the Hational Blood Transfusion Service wants blood donors {o have the facts

aboutl the disesse.
WHAT legIDS?

AIDS‘is short for Acquired gmmuneﬁggficienoy'§yndrdmﬁf'“As itg naihe implies,
ATDS ceatroys the body's ilumuns éygﬁem'whidh normally protects against
infeotions.and other illnesses. 4 perzon with the dicease is thewre at risk
of developing serious infections euch es preuwnonia, or even cancer. AXDS

is probadbly canged by a virus, but this is not known for certein.
WHO IS5 AT RISK FROM AIDS?
© Most of the information ebout AIDS has come fyom the USA where approxinately
1,500 patients have been found. to be suffering from the disesse up o The
niddle of 1983, Certain groups of people appear to be barticularly susceptibley
these are:

1., Homosermuel men vwho have meny &ifferent partners.

2. Drug addicts, male and female, vaing injections,

Ze Sexual contacts of people Guffering Fron AIDS.

It has also been found in a ruxber of immigranty to the USA from the island

of Haiti.

Paticntn with ATDS also secm move likely to bhave suffered, et some time,
from various other diseasea such as hepatitis B, cyphilis or other sexually

transmitted diceages.
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HEPATIVIS SURVEILLANCE
Kafety of Hepatdis I Viess Vaceine

Usrrrp STARS OF AMIRICs. — Sinve s beensure e 1951 and s &

general aviolebility m July TUSY hepatios 11 vires vateine s been
administered 10 Lver 200 XK mdividuals, mostly healih care workers.
in a collaburative cllort, the Centers {or Disese Control, the Food
and Drog Adeinstration, and the firm producing the vacuine have
collected information on Blnesses that developed ajtes regeipt of HIBY
vaccine. Serious ilinesses have been folleswed up by telephonc or per-
sonal intervicws, Some illnesses, espeaiatly minor oncs, have prob-
abiy not been roported, and many reported slincsses have not been
causally selatedd to the vaccine.

As of 1 March 1983, itlarss hadl been reported in 118 vaccinecs
{most illnesses began within T weeks of the first vaccine dose), Of the
118 cases, 56 {47.5%) were considered not fikely w be auribuiabdle to
vaccine yst because: {1} anoiher specific causd was idenitied, (2)
onsct of illaess occurend before receipt of vaccine, oc (3) the mrported
event was unrclated to the vaceine (e, dehoid pain aftee givteat
injection), Many of the romaining A2 llncsses may represent “bavk-
ground™ disease rxther than adverse reactions twh@-&mi‘ac.

. -
— - T s e

Of these 62 persons, 57 (91.9%) had mild or moderate iliness shat
included: 6 ncuralogical conditions (3 persons with trermors and |
with recurrent Bell's palsy); 11 skin or niucous membrane lcsions
{hives, herpeg zosicr, psoaasis, and nonspecific lesions), 10 muscuio-
skelewad atlmients (including goneralized aches, joint pain, and joint
inflammation}; S hepatinis-like illadsses {with increased liver enzyme
Ievels and no other identificd cause): and 25 miscellancous com-
plainis (14 persons with an inftuenza-hke syndrowme, 4 with injection-
site seastions, 4 with dlarrhoca, 1 with heidache, 1 with vontiting. and
1 with self-limited chest pzin with 2 normel cardiac evaluation).

Six persons had serious illness; Hiness was defined as serious when
it causcd haspitalization or other intensive medical core, lasied 14
days or more, caused permanent disability, or was Ele-threatening.
Five of these serfous ilinesses included 1 case cach of erythema mul-
iforme, aseptic meningitls, grand mal scizure, possible transverse
myelitis, and Guitlain-Bame syndrome {GES)L A second case of GBS
was 2iso rzperied n a person with antecedent febrile qrosumo-
tively caused by cytomegalovims; feb Hness b= Cduys after
receipt of HBY viccing, and GIS began 10 days afier onset of febrile
illpess. Thiscase was thus counled among ihe 56 ilinesses not likely 1o
be atiribulable 10 the veccine, The aumbers of veccinces and GBS
casts are too fow on which 1o liase firm conclusions; nevertheless, 2
‘cases of GBS do not exceed the number expected by chance 2lone
within & weeks of vactnating 200 000 people (23 GBS cases per mii-

EET H

“Whether acauired immune deficiency syndrome (ATDS) could bz
associaied with HBY vaceine has been questioned, since the vaceine is
made from human plasmia. Stnes 1979, bomosexual men, including
those from cities with reported AIDS cases, have been the sgurce for
" much of this plasma. Vaceine produced fram these sources has been
wsed in various investigdtive studies since 1980 and bhas been com-
mercialiy availalic since 1982, To ding, no ATDS in vagoine recipitots
has been reporied outaide grougs with high AIDS Incidesce. Spacili-
caily, nocases haveoccun aihewyersl thovanding
other than o comoscxnals, who paricipaied in vaccing siudizs
from 1930 to date. T addition, no cases have beea reporied from the
over 200 000 individuals who have received HIV Vaecine since its
general availability in July 1932, (The latent pericd for AIDS, i an
infrctious acnt is involved, appears 1o be between 8 znd 18 months.}
Two homozexual men who participated in the orizinal HEBY vaccine
ficld trials have developed ATDS. This occurrence is not significantly
different from that observed among nen wha were screened for par-
ticipation in thoese trizls but who were ullimately not vaccinated.
Furthermore, the maneiacturing prosess for HBY vaccine includes
several procedures that inactivate representative viruses of all knowa
typrs. Thus, microbiotogical and empincal data currently available’

i

P

 provide po support for the suggestion that HBV vacrise muight curry
an ctiotogical risk for AIDS.

ACOENTH Y
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AIDS CASE SUMMARY (ENGLAND AND WALES)

KEY TO WSE TABLE ATTACHED
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Toxoplasmosis
Idiopathic Thrombocytopenic .propura "

pneumocystis pneumcnize
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29¢h September, 1983

Sheila McKechnie
Health & Safety Officer
ASTMS

Whitehall Office

Dane 0'Coys Road
Bishop Stortford

Herts

DPear Sheila,

Thank you for your letter of 19th September coacerning the ACDP and their AIDS
working party. I am rather reluctant to become invelved in this primarily
because I am extremely busy and do not want to take on such an important
commitment just now. I suspect that people on AIDS working parties are going
to find it a full time occupation.

I would like to comment on the letter from Lord Glenarthur to Clive Jenkins.
I found the letter surprisingly complacent about the blocd products situation
and there are a number of points to take up:i~

1) Glenarthur '"There is no conclusive evidence that AIDS is transmitted
through blood products”

Comment The evidence .is very strong. There are now about 20
haemophiliacs with AIDS. This figure is likely to underestimate
the risk because of the apparently long incubation period.
Haemophiliacs in Europe (using USA derived products) are
contracting AIDS in locations where the disease had not
previously existed. (This is also the case in the USA where
the haemophiliacs with AIDS tend to live outside those areas
affected by the epidemic).

2)  Glenarthur "In March this year the US Food and Drugs administration (FDA)
initiated new regulations for the collection of plasma designed
to exclude donors from high risk groups"

Comment These regulations rely on the use of interviews and
questionaires to identify donors from high risk groups. The
success of this approach is unlikely to be high because of the
fact that all domors are paid and a donor who really needs the
money may not be truthful. Paid donors are usually recruited
from low income groups: 507 of the USA commercial collection
‘centres are in the 10 Southern most states and over 257 are
located in the 4 states bordering on Mexico (see Hagen plé5).
Also the companies do not intend to recall contaminated lots
after manufacture (see AABB Newsletter).

" If AIDS continues to grow exponentially in the USA then I
would not expect the current FDA regulations to help very much.
They are simply a stopgap until progress is made in screening
donors or in treating products to render them non-infective.

WITN6914017_0050
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"3) Glenarthur “There is still a gquantity of stock........ made from pre-March
plasma™

Comment It seems that despite the introduction of the above regulations
we are still to carry on as before. There must be a real danger
that the UK could become a dumping ground for USA companies te
get rid of their non-regulated products.

4) Glenarthur "..... which cannot be made good from elsewhere in sufficient
volume"

Comment The key limitation to the UK becoming self-sufficient in
Factor VIII is supposed to be the lack of fractionation capacity.
The fact that the Scottish fractionation plant is substantially
underused seems to be being ignored, As I have mentioned before,
the simple introduction of shift-working at PFC would increase
our capacity such that we could manufacture over 2/3 rds of the
factor VIII currently purchased from the USA.

This should not in any way effect the plans to build a "new"
Elstree as the usage of factor VIIL in the UK is still well
below the level considered appropriate for proper clinical
treatment (see Hagen pp 70~74). :

5) Glenarthur "Haemophilia Society is aware of the situation and has in fact .
made known to me its opposition to any move to ban American

FVIIZ"

Comment I am not sure that the Haemophilia Society are fully aware of the
UK situation and particularly the true capacity of the Scottish
Fractionation Centre and the reasons for its neglect (in my
opinion this is a scandal which deserves an inquiry in its own
right).

In seeking the views of users of FVIILI (eg clinicians & patients)
one should be aware that many users are associated with
commercial companies (eg clinicians who act as paid consultants
to the companies).,

I notice that you have written to the haemophilia society about Vself-sufficiency".
The situation is that there is a clear division of interests. On one hand there are
those whose objective is national self-sufficiency using unpaid donors (eg WHO,
Blood Transfusion Services and Governments internationally). On the other hand
there are the commercial companies who say that self-sufficiency is very nice in
theory but is not feasible in practice. They argue that adequate quantities

can only be achieved using paid donors and commercial manufacturers. They point

to the UK to prove their case. However, if self~sufficiency can be achieved
internationally then theywould be out of business, hence considerable efforts go
into trying to prevent the UK (or other countries) from actually achieving self~-
sufficiency. Techniques include the sale of cut price FVIII, the cultivation

of local clinicians and the promotion of higher and higher quality products
(prepared with lower and lower yields). I suspect that the haemophilia society
may be heavily influenced by the commercial companies and they probably have a

low opinion of the NHS.

1/
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I hope these comments might be helpful; many of the points are covered in detail
in Hagens book.

Yours sincerely,

GRO-C

PETER R. FOSTER

P.S. I understand that WHO are convening a meeting on AIDS for 22-25 November
in Geneva . '

c.c. G, Craig

WITN6914017_0052
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12th Qctober, 1983

Pam Harper

Health & Safety Officer
ASIMS

Whitehall Office

Dane 0'Coys Road
Bishop Stortford

Herts

Dear Pam,
ACDP/ALIDS

Thank you for the papers on AIDS (ACDP/83/P9), Most of the points have already
been covered in previous correspondence but there are some further comments
that I would like to makel-

1. Background, section 2421V

The possibility that specific hepatitis B immunoglobulin might transmit
AIDS is now being introduced Decause the selected blood donor pepulation
are a high risk group., However, this product should not be imported as
the UK is self-gufficient. It is therefore the risk from UX blood donors
that has to be considered.

2, Appendix A, Final Paraaraph

CDSC advice here is that "Blood and blood products donated by patients
subsequently developing AIDS, should be destroyed". This is not the position
that the USA blood product manufacturers have taken (see AABB newsletter
sent previously).

3. Appendix F

Obviously Arthur Bloom's letter is intended to reassure haemophiliacs in
the face of a certain amount of press hysteria. Nevertheless I found some
of his statements surprising.

(i) YRocent evidence indicates that in this respect at any rate concentrates
y
prepared from British blood are not necessarily gafer than those
prepared in the United States".

This is 2 highly contentious statement as there is considerable
evidence that products from paid donors are worse than those from
unpaid donors, It is also irrelevant to the AIDS situation as this
disense is much more advanced in the USA than elsewhere (paid donors
will make this inbalance even stronger).

(11)/

WITN6914017_0053



PEN.013.1284

Pam Harper Ze 12th October, 1983

(ii) "In addition the importation of licensed blood products has always
been strictly monitored and controlled”,

This is misleading., It suggests that there is some control of AIDS
“contaminated” lots. In the absence of any tests and with the policy
outlined by Lord Glenarthur then not only is there no control, but
"contaminated™ lots could enter the UK preferentially.

I hope these comments will be helpful.

Yours sincerely,

PETER R, FOSTER
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ACQUIRED. IMMUNE DEFICIENCY SYNDROME ba foa T

Thank you for your detailed response to my queries
. on AIDS which was received in this office on the

26th August. I have been making a number of

detailed enquiries among ASTMS experts on this

issue and I would like to put on record my

disagreement with a number of the statements

made in your letter.

2. You say that there is no conclusive evidénce
that AIDS is transmitted through blood products,
I would argue that the evidence 1is very strong.
There ere now about twenty American haemophiliacs
with AIDS, and this figure is likely to underestimate
the risk because of the apparently long incubation
. period, Haemophiliacs in Europe (using U.8. derived

products) are contracting AIDS in locations where
the disease has not previously existed. 1 also

‘ draw your attention to a paper prepared jointly by
DHSS staff and the HSE which was submitted to a
recent meeting of the Advisory Committee on Dangerous
Pathogens (ACDP/83/P9). This paper states quite
specifically that "there is now strong circumstantial
evidence that AIDS may be transmitted by blood and
blood products”, I am tempted to ask you what you
would consider to be conclusive evidence, particularly
in the circumstences where the agent or agents for
AIDS are as yet mdent;lfied?

3. 1 think you are placing undue reliasnce on the
Regulations introduced by the U.8., Food and Drugs
.Administration., These Regulations rely on the use
of interviews and questionmaires to identify donoxs
- from high risk groups; the success of this appreach
is unlikely to be high because of the fact that all
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donors are paid and a donor who really needs the
money may be wmtruthfil; half of the U.S. commercial
¢collection centres are in the ten southern~most
States, a guarter are located in the four States
bordering on Mexico., The companies alse do not
intend to recall conteminated lots after
manufacture,

I have attached a copy of the Newsletter of the
American Association of Blood Banks which makes
thiz point.

" 4. 1 do not regard the situation concerning

“pre-March" plasma to be satisfactory because, in
effect, it means that degpite the introduction of
the above Regulations we are essentially carrying
on as before. In such circumstance there must be a
real danger that the U.K. could become a dumping
ground for U.S.A., companies to get rid of their

" non-regulated products. I think for this reason your

|

Department should reconsider its rather passive
response to the need for Regulations.

5. The key issue in all this is, of course, the
question of the ability of the U.K, to become self-
gufficient in Factor VIII.. I am still far from
satisfied that we could not achieve this situation
in the very near future by realistic investment,

The Scottish Fractionation plant is substantially
under used and this seems to be being ignored by
your Department, 1 am advised by my members that
PSC could increase its capacity to a level where we
could manufacture over two-thirds of the Factor VIII
currently purchased from the U.S.A. This in no way
would affect the plans to build further facilities
at Elstree as we must take into account that the
usage of Factor VIII in the U.K. is still well below
the level considered appropriate for proper clinical
treatment. It is on this peint, specifically, that
I think you should recomsider your approach.

6. I am concerned that you quote in support of

your policy the statements of the Haemophilia
Society. There is a haemophiliacs group in ASTMS
and I have been in contact with a mmber of officials
of the Society. As far as I can establish the
Haemophilia Society would welcome Britain becoming
gelf-sufficient in Factor VIII. But they camot be
expected to support a ban on American blood preducts
until we are self~sufficient.

PEN.013.1286
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7. On the question of the hepatitis vaccine, we
have had a meeting with the agents of the ‘
mamfacturers in this country and while we accept
that the standards of safety in the mamufacture of
this vacclipne ghould ensure that the agent is not
transmitted by this means, we have a substantial
scientific problem in actuaslly establishing this
conclusively in the absence of a definite agent
having been identified, I am sure you will be aware
that there are a number of theories concerning the !
nature of the AIDS. agent, and I have certainly heard
it stated that it may not be “active" in the normal
gense. I am, therefore, concerned that there is a
complacency over this vaccine which concerns ASTMS
members who may have it administered. The scoher

we can manufacture the vaccine by techniques which do
not involve using the plasma of hepatitis patients,
the safer it will be for all those involved., I would
certainly like to know what steps the Govermrment are
taking to support the development of the genetically
manipulated vaccine. .

8. I do understand that views concerning AIDS are
evelving rapidly and that it is qulite possible that

you may have a revised view since you last wrote to

me, I would be grateful if you would bring me up~-to~date
on the view that you now take on the various points
raised in my letters as I am receiving many gqueries.

" Yours sincerely,

GRO-C

- 4 -

Joint Parliamentary Under Secretary of State,
Department of Health & Social Security,
Alexander Fleming House, '

Elephant and Castle,

London SE1 6BY,

WITN6914017_0057



PEN.013.1288

HEALTH AND
SAFETY OFFHCE

Whitehall Office, Dane O'Coys Road, Bishops Stortford, Herts. Tel: -

SMcK/DPP. ' 3rd November, 1983.

Mr. P. Foster,

Dear Peter,

If all ASTMS members with expertise were as helpful as you I think I might

be out of a job. A reply to Glenarthur has been drafted on the basis of your
letter and will go off shortly. Clive has redrafted my version about three
times! When I get a copy of what was actually sent I will send it on.

The Committee set up by ACDP is a bit of a non-event. Neither MRC of PHLS
really wanted ACDP in on the act other than in relation to the handling of
patient specimens. A Committee has been set up to re-write the CDC guidance

in 'English'. I think the DHSS is just 'pissed-off' that ASTMS circulated the
CDC advice to all NHS laboratories as soon as it arrived. I have got a meeting
next week with the ASTMS London membership on AIDS and I really think further
advice is unnecessary at the present time.

I shall have great pleasure in correcting the ACDP paper and I would Tove to
know the outcome of the WHO Conference. If you are passing through London
and I can meet you for a meal or a coffee let me know.

Thanks again for your help.

Yours sincerely,

GRO-C

Sheila McKechnie,
Health and Safety Officer.

Association of Scientific, Technical and Managerial Staffs General Secretary : Clive Jenkins
Head Office: 79 Camden Road, London NW1 9ES. Tet: 01- | Telex No [
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2ist November, 1983

Sheila McKechnie
Health & Safety Oifice
ASTMS

Whitehall Office

Dane 0'Coys Road
Bishops Stortford
Herts

Dear Sheila,

AIDS AND ACDP

Thank you for your letter of 3rd November, I'm glad that I've been able to
be of some help.

The latest on the AIDS/haemophilia situation is that both UK patients (ie Bristol
and Cardiff) have died - a report of the Bristol case has now been published
in the Lancet (enclosed).

I do not get to London very often but I will be at a symposium on the 5th December
at the 3ociety of Chemical Industry, Belgrave Square. The lunch break will

be from 12 - 1.30 and the meeting finishes at 4.30. The last flight hack to
Edinburgh is at 7.40 (Heathrow) and I would be pleased to have a chat with

you {either lunchtime or early evening) If you are likely to be in the vicinity.

Yours sincerely,

PETER R, FOSTER
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HEALTH AND
SAFETY OFFICE

Whitehall Office, Dane O'Coys Road, Bishops Stortiord, Herts. Tet [ RN

SMcK/DPP. - 30th November, 1983.

Mr. Peter R. Fosterl

Dear Peter,

It Tooks as if there is going to be quite an argument at the next meeting of
ACDP on AIDS and I think it would be very helpful if I could talk to you before
that meeting.

However, I cannot make either of the times you have suggested. Do you think
it would be possible for us to have a chat on the phone some time on Friday
the 9th of December? I should by then have the papers that will be tabled
at ACDP and can discuss the problems with you.

If there are problems about phoning you at work could you let me know and I
will try and make some other arrangement.

Yours sincerely,

GRO-C

Sheila McKechnie,
Health and Safety Officer.

Association of Scientific, Technical and Managerial Staffs General Secretary : Clive Jenkins |
Head Qffice: 79 Camden Road, London NW1 9ES, Tel: O1- elex No: -
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HEALTH AND
SAFETY OFFICE

Whitehall Office, Dane O'Coys Road, Bishops Stortford, Herts. Tel: (RN

15th December 1983
ASTMS ATIDS Working Group

Joe Ashley Brian Gee
Bob Bunnell Colin Kenny
James Erdman Paul Noon
“Peter Foster ' Pamela White

Bob Williamson

- Dear Colleague,

Tha attached document was submitted to the last meeting of ACDP,
I did not receive it until the day before the meeting and
therefore, reserved our position,

Can you review the document in detail and let me know by the
beginning of January what changes if any you would like made.
It will be issued eventually by the HSE as guidance to be
followed. We must therefore, ensure that it is satisfactory
to us.

The main issues are the containment levels required. Research
will be ACDP Category 3 containment but it is not easy in
practice to distinguish between clinical and research work.
Seasons Greetings

Yours sincerely,

GRO-C

Sheila McKechnie
Health and Safety Officer

enc

SMK /ph

Association of Scientific, Technical and Managerial Staffs General Secretary : Clive jenkins
Head Office: 79 Camden Road, London NW19ES. Tet 01 R T<ex No
WITN6914017_0061
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5 St. Steihen Street

5th Januvary, 1984 .

Sheila McKechnie

Health & Safety Officer
Whitehall Office

ASTMS

Dane 0'Coys Road

Bishop Stortford

Herts

Dear Sheilg,

ATDS AND ACDP

I have nothing to add to the draft ACDP guidlines except to reinforce the
handwritten comment concerning the need for immunology guidelines (eg in the use
of cell-sorters for T-cell estimations).

I have enclosed the first draft of the WHO report following their November
meeting. This is clearly not for publication as it is not the final document.
I understand that the CDC safety group are reviewing the section concerning
precautions for health-care workers. This is being coordinated by Mr. Vinse
Oviatt of CDC,

Best wishes.

PETER R. FOSTER
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DEPARTMENT OF HEALTH & SOCIAL SECURITY
Alexander Fleming House, Elephant & Castle, London SEf 6By

Telephone o1-{fEE

From the Joint Parliamentary Under Secretary of State

PO(6)4801/22

Clive Jenkins Esg

General Secretary

Association of Scientific Technical and
Managerial Staffs

79 Camden Road

London

NW1l 9ES

o
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Thank you for your letter of 27 October in which yecu record a number of areas of
disagreement with points which I made in my earlier letter. Let me deal with your
paragraphs; in numerical order.

C

Para 2. .It remains the case that there is no conclusive evidence of the
o transmission o¢f AIDS through blood products, although the

circumstantial evidence ig stronyg. These two statements in no
way contradict one another as you will readily appreciate from an
analysis of a -similar argument which you use in paragraph 7.
Whilst there is strong evidence to suppose that the hepatitis
vaccine will not transmit AIDS, the evidence is not conclusive
and cannot be so until a means of testing for AIDS has been
devised. In both cases, the conclusive evidence awaits the
development of a test which can identify the AIDS agent (or agents).

} Para 3. There is no question of placing ‘'undue reliance' on the new
. Regulations introduced by the US Food and Drugs Bdministration.

We take the view that any improvements in donor selection procedures,
whatever their limitations, must, to some extent, improve the safety

of the products. Therefore we feel that products which have been
prepared from plasma collected in accordance with the new regulations
may carry a small additional margin of safety - not simply from the
point of view of the transmission of AIDS, but also for the transmission
~of other diseases.

Para 4. I find it difficult to see how you can reconcile the statements in
- your third paragraph with these in the fourth. If the FDA Regulaticons
are as useless in improving the safety of products as you say they are,
then surely it is of no conseguence that the UK might become the .
“dumping ground" of products made from plasma collected before these
regulations came into force!

Rl e e T T g es g e s edaemee s i e mer LS S e SR e e oy ey B thid
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Para 5.

Para 6.

Para 7.

PEN.013.1294

" We, on the other hand, take the view that were it possible to obtain

sufficient supplies of the 'regulated' products to treat the UK's
haemophiliacs, we would take the necessary steps to do so.
Regrettably, we have established that at the present time thig is

not the case and that to insist on only 'requlated' products would be
to pose an absolute risk to the health and safety of haemophiliacs.
This known risk factor must be weighed against the potential risk to
haemophiliacs of acquiring AIDS. Many of your meémbers are in the
business of 'risk assessment' in relation to work place safety; they
will know that the balance of risks is often more finely drawn than
it is in this case.

With regard to the United Kingdom becoming self-sufficient in blood
products, you are of course aware of the new laboratory at present
under construction at Elstree which will enable England and Wales to
become self-sufficient. ‘At present however the existing laboratory
at Elstree is capable of fractionating all the plasma currently
available. .

Should the situation arise where the plasma supply builds up beyond
the fractionating capacity of the existing laboratory, we should need
to examine whether any surplus capacity at the Protein Fractionation
Centre could be used.

At present, however, PFC would not have the storage, filling and
packaging facilities to handle a substantial amount of extra plasma,
even if it were available. :

The statements made by the Haemophilia Society are a matter of fact,
It has been necessary to quote from them in order to illustrate to
those who are ill-informed on these matters, that to demand a total
ban on the imports of US Factor VIII, so far from safeguarding the
lives of haemophiliacs, would put them at greater risk.

Concerning the MSD plasma derived hepatitis B Vaccine, the Department
accepts that the standards of safety in the manufacture of the vaccine
should ensure that there is no transmission of any putative agent .
causative of AIDS; yet acknowledges, wiih you and the medical research
community in general the substantial scientific problems of
conclusively proving this in the absence of a definite identified

- causative agent.

The Department also shares your view that we should not expect
plasma derived hepatitis B vaccines to provide a long-term solution
but rather should expect this to be provided by biotechnologically
manufactured alternatives eg genetically engineered or synthetic
oligopeptide products. We have reached this view not just because
of the AIDS problems, but have taken note of the world-wide
developments in biotechnology generally. To this end the Department
is encouraging (under the auspices of the British Technology Group}
a collaborative project involving a DHSS funded research group and
the University of Uppsala, Sweden into synthetic vaccine production
in general and including Hepatitis B work in particular.
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I hope that, by answering your questions fully, I have been able to provide
pond to your members'

you with the necessary information with which to res

queries.

GRO-C

THE LORD GLENARTHUR
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HEALTH AND
SAFETY OFFICE

whitehall Office, Dane O'Coys Road, Bishops Stortford, Herts, Tel:—

SMK /ph

18th January 1984

Mr P R Foster

Dear Peter,
A reply has been received eventually from Lord Glenarthur.

I attach it for your comments. I am sure his comments on PFC would
be particularily interesting.

Thanks for your comments on containment proposals for AIDS and
WHO report.

Yours ‘sincerely,

GRO-C

PEo- Sheila McKechnie
Health and Safety Officer

enc

Association of Scientific, Technical and Managerial Staifs General Secretary : Clive Jenkins
Head Office: 79 Camden Road, London NW19ES. tet: 01 [ o o
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23rd January, 1984

Sheila McKechnie

Health & Safety Officer
Whitehall Office

ASTMS

Dane O'Coys Road

Bishop Stortford

Herts

Dear Sheila,

AIDS

Meny thanks for a copy of the reply from Lord Glenarthur. I have not seen the
letter that was finally sent to him but I would like to comment on some of the
points that he makes. '

1. “"No Conclusive Evidence" (Para 2 comment)

I think Glenarthur is just being pedantic. The essential point is that

a risk of contracting AIDS from blood and/or blood products is recognised
-to the extent that many agencies (eg Governments, Transfusion Services,
manufacturers) are all taking action. There are times when evidence is
sufficiently strong that it is necessary to take action prior to scientific
proof being absolute and certain. I'm sure this is commonplace in the world
of health and safety.

2. FDA Regulations {Comments on paras 3 & 4)

I would agree with Glenarthur's statement "Therefore we feel that products
which have heen prepared from plasma collected in accordance with the new
regulations may carry a small additional margin of safety—-—-".

From this it follows that "Regulated" USA products are clearly preferable

to nen-regulated products but that the FDA regulations will not in themselves
remove the risk, at best they will only reduce the risk somewhat. 1 still
believe that non-USA products (using unpaid donore) will have the lowest
risk, because the disease is so much more advanced in the USA. This may
change of course if AIDS takes off in the UK {(as most experts are now pre-
dicting).

3. "Elstree is capable of fractionating all the plasma currently available"
{Comment on para 5)

This may well be the case but it begs the question of plasma supply in England
and Wales. To achieve selfsufficiency a substantial increase in Fresh Frozen
Plasma is required (about 2-3 fold). Much of this can be achieved by replacing
whole blocd usage with concentrated red cells (leaving the plasma free for
fractionation). Hence more plasma can be supplied from existing blood donations.
It is conceivable that changes in practice like this are not being pursued

at the moment in England and Wales because the Transfusion Centres have

nowhere/
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nowhere to send their extra plasma (they know exactly how much BPL can process).
There are a number of other ways in which plasma supplies can be increased

and again it is conceivable that nothing is being done because the BPL capacity
problem is well known.

4. Protein Fractionation Centre (Comment on para 5)

I'm not sure where Glenarthur gets his information. The current position
at PFC is:

4.1 Filling. This includes sterile filtration and aseptic dispensing.
PFC facilities have recently been considerably upgraded (at a cost
of over £ %M) and the capacity is now very substantial.

4.2 Packaging. The packaging department has been relocated and expanded
over the last 18 months and is now operating well below capacity.

4.3 Storage. This is a real problem. Storage facilities at PFC are
inadequate due to cuts imposed on building plans in the early 1870's.
There are deficiencies in storage for plasma (40°C), products (+40C,+
209C) and dry goods {(209C). There are plans in the pipeline to build
a PFC extension to cover these areas but, at the rate that the NHS
moves, this will be a relatively long term project. However it should
not be heyond the wit of man to provide some temporary sclution to
these storage problems (eg prefabricated cold stores are readily available).

4.4 PFC Staffing. Glenarthur has not mentioned the major problem at PFC.
As I have noted previously we can increase our FVIII production 3-fold
without difficulty, but to recover other blood products (eg albumin,
also purchased by England and Wales) from this extra plasma we would
require more staff plus a means of working more than an 8 hour day
(ie a 2 or 3-shift system according to the plasma quantity). This
latter point derives from the fact that our mainstream fractionation
(for albumin) is carried out by a computer—controlled continuous-flow
process. Currently this process operates for 5-6 hours/day and the
capacity can therefore be increased about 4-fold simply by operating
fully continuously rather than intermittently.

5. My major concern about Glenarthur's reply is that there is no indication
that any positive steps are being taken, at least for the immediate future.
Instead there seems to be an air of fatalism; that nothing else can be done
therefore nothing is being done. Yet some questions do seem worth pursuing.
Why is England so short of plasma? What can be done about it? What would
it take to achieve more plasma? What would it take to bring PFC capacity
up? Surely the DHSS should be investigating and costing these options with
some urgency.

Best wishes

PETER R. FOSTER

c.c., G, Craig
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/. Foster

c.o. SheilaMoechnie,
et R &S (Officer)

16 FE3 1584
14th February 1984

Dear Lord Glenarthur

I do not wish to prolong our correspondence
unnecessarily and therefore will not go over old
ground, I do, however, think you should ask for
your information on PFC to be reconsidered.
(Paragraph 5) :

T am sdvised that the current position at PFC'is'
as follows:~- '

1 #11ling, This includes sterile filtration and
=Beptic dispensing. PEC facilities have
recently been considerably upgraded (at a cost
of over £1/4m) and the capaclty is now very
substantial,

ng

Packaging. The packaging department has been
Telocateq and exvanded over the last l2-months
and is now operating wsll below capacity.

3torass al
problem. Storage facilities at FIC are
nedecuate dug to cuts imposed on huiliding
ang in the sarly 197C's. There are
ficienciss in storzte Ffor nlasma (a&ﬂo
Broducts (44°C, + 20 ;
There are plans in the
PEC extension to cover 3
vou give this item priority, whis will be
relatively long term wrolech. lowaver, 1T
should not be beyond nuaan ingenully to pro-
vide some Semporary solution to thess s.orage
orot ams {e.g. prefabricated cold stoves are
read1ly available),

3

STHS I L8

4 PRC Staffing. You have not mentioned the major
probiem at PFC. PFC can increase its ¥VITI
nroduction 3-fold without difficulty, but to
racover other blood products (e.g. albumin,
also purchased by England and Wales) from this
extra plasma more staff would be required plus
a means of working more than an 3-~hour day.

e
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‘HEALTH AND
SAFETY OFFICE

Whitehall Office, Dane O'Coys Road, Bishops Stortiord, Herts. Te!: [

Mv. P Fester 2nd March 1984

Dear Colleague,

RE: AIDS, ACDP GUIDANCE

I attach the comments I have sent to the ACDP secretaries on the draft
guidance. A second draft was made available to me for comment about
two weeks ago but there were very few changes. However, this means the
paragraph numbers do not relate to the draft that you have.

I am satisfied that I have taken everyones comments on board or that they
were already incorporated in the second draft. However, if I have erred
please Tet me know.

1 do not expect the final version to be available until the end of March.
I will then distribute it as widely was possible.

GRO-C

Yﬁﬁb . Sheila McKechnie,
Health and Safety Officer.

Enc: comments.

Association of Scientific, Technical and Managerial Staffs General Secretary: Clive Jenkins .
Head Office: 79 Camden Road, London NW1 9ES. Tet O e o< No R
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DEPARTMENT OF HEALTI & SOCIAL SECURITY
Alexander Fleming House, Elephant & Castle, Lowlon sx1 6py
Telephone o:-
From the Yoint Parliamentary Under Secretary of Stare
PO (6)4801/51

Clive Jenkins Esq

General Secretary

Association of Scientific Technical
and Managerial Staffs

79 Camden Road

London

NWl 9ES

14 Februar
d the fac

Thank you for your letter of
the supply of blood plasma an
(PFC) at Liberton, kdinburgt.,

The detailed points you make about the

for Scotland, and I have forwarded copie

correspondence to Lhe Scottish Office.

You raised some more general
manufacture of blood products.
Production so0 as to make the UK
in the ways of achleving the necessary
decided to build a new production unit
the needs of England and Wales, and to
of Scotland and Northern Ireland. The
well under way.

points abo
In 1982
self-su

We are aware of the need for an
Transfusion Service to fead the
been set increased plasma preduction ta
implications for Health Authcorities in

will benefit the whole NHS. The Secret
from the handling charges for blocd and
hospitals should be used

increas
new BPL

i

specifically to help fund

NAl.les s aoout
lities at the Protein Fractionation Centre

Y AN whecn youzmase suc cies

P¥C are matters for the Secretary of State

s of your letter and our previous

ut the supply of plasma needed for the

» when we decided to increase UK based

fficient in blood products, varicug oprtions

production capacity were considered. It was
-

at BPL, Elstree, with a capacity to me
have PFC, Liberton concentrate on
construction of the new BPIL unit

cthe needs

is now

=

ed supply of plasma
uriit, and Regicnal
rgets. I recognise
the "short term, but
ary of State recentiy decided tha
blocd derivatives sapplies to non-N
the cellection of more plasma,

from the Naticna
Health auth ]

T

Koor
- O e
WO 0o

)

.

T

£33

N N

GRO-C

THE LORD GLENARTHUR
WITN6914017_0071
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HEALTH AND
SAFETY OFFICE

Whitehall Office, Dane O'Coys Road, Bishops Stortford, Herts CM23 2JN Tel: Ol

SMcK/DPP. 17th April, 1984,

Dear Peter,

Thanks for your note and I hope you are not being put under pressure.
I am very sorry if I inadvertently identified you by the content of
our draft letters. -

The'1atest reply from Glenarthur is attached. I do not want to phone
you at work, but if you have a phone at home I could phone you some
evening if that was convenient.

I raised the subject on ACDP and was told that the DHSS has ‘an expert
Committee’ who reviewed the issue of blood products and AIDS and 1

now have to follow this up. It does not, of course, have trade union
representatives,

Thanks again for all your help.

Yours sincerely,

GRO-C

Sheila McKechnie,
Health and Safety Officer.

Enc: p/c Glenarthur letter.

Association of Scientific, Technical and Managerial Staffs General Secretary : Clive Jenkins
Head Office: 79 Camden Road, London NW1 9ES. - Tel o[ Telex No: [N
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Vi

FROM THE MINISTER FOR HEAILTH AND SOCIAL W R{(
: N

SCOTTI ~
WRHITEHALL, LONBEN-SHIA“TAT """

receprone: o [

Clive Jenkins Esq

General Secretary

Asscociation of Scientific, Technical ang
Managerial Staffs

79 Camden Road

LONDON »
NW1 9ES [ may 1984

beoq YW Sendns

Simon Glenarthur has let me see copies of your correspondence with him regarding
the supply of blood piasma in which you have raised the question of the facilities
at the Protein Fractionation Centre at Liberton.

The function of the PFC is to concentrate on the needs of Scotland and Northern
Ireland. It performs this role satisfactorily: we are virtually self-sufficient ~
in Factor VIII, As Simon Glenarthur explained in his letter of 2 April, the
needs of England and Wales are to be met by a new production unit being built
at BPL Elstree, and not by looking to any expansion of production at PFC. There
is thus no need +to consider your interesting suggestions whereby this could be

achieved, .
\/ Ay >\-5~LQJ£L\

GRO-C

JOHN J MacKAY

DATE

e e [ —
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HEALTH AND
SAFETY OFFICE

Whitehall Office, Dane Q’Coys Road, Bishops Stortford, Herts CM23 2JN  Tel: 0279-

SMcK/DPP. 10th July, 1984.
er P.R. Foster‘
Dear Peter,

Thank you for the report you have recently sent me on AIDS.

I was going to get in touch with you before the recent dispute to find out
how you were getting on. I was very pleased to hear that there has been a
é%ange in the management and that you were quite-hopeful about developments.
I have now received the attached letter from Clive Jenkins which makes me
think that you might have been being rather optimistic. I found the
nationalistic attitude behind John MacKay's letter very offensive, although

I can understand the reasons for it.

I was thinking of replying and simply repeating the points about the risk
from commercially manufactured Factor 8 from bleood products that are obtained
from the US, and repeating our recommendation on self-sufficiency. 1 do not
think in the circumstances we should accept the geographical division of the
country if PFC is able to ensure self-sufficiency for the rest of the country.
Do you have any other points that you think I should make?

Are the recommendations listed at the end of the papers you sent me from the
orld Health Organization, or are they the recommendations that the Danish
government has made? It is not clear from the document jtself.

Yours sincerely,

GRO-C

Sheila McKechnie,
Health and Safety Officer.

Association of Scientific, Technical and Managerial Staffs  General Secretary : Clive Jenkins
Head Office: 79 Camden Road, London NW1 9ES. Tel: 01| elex No: [
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