APPENDIX VI

Documents in the Personal Possession of Dr Peter R Foster

 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) AIDS and blood products
28/07/83 | letter S McKechnie(ASTMS) | P Foster Re. letter of 09/06/83 to G Craig and questions 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 | lefter S McKechnie{ASTMS) | P Foster Invitation to 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 agenda 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 | leiter 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 bicod 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 Gienarthur’s reply to letter of
27/10/83 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) AlDS and bilood products. reply
02/03/84 | lefter S McKechnie(ASTMS) | P Foster AIDS , ACDP guidance
02/04/84 | letter Glenarthur (DHSS) C Jenkins (ASTMS) AIDS and blood products; reply to letter of 14/02/84 fro C Jenkins
17/04/84 | leiter S McKechnie(ASTMS) | P Foster AIDS and blood products; reply from The Lord Glenarthur of 02/04/84
14/05/84 | letter J MacKay (Scoitish C Jenkins (ASTMS) AIDS and blocd products; the function of the Protein Fractionation Centre
Office)
10/07/84 | letier 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
toplc 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. In 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
seems 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, Edinburgh) 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 iInformation with our colleagues at
BPL Elstree. Hence, if the UK NHS Centres are given full and proper support,
then both self-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: 027958111

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
likely 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. 1 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? HWould 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 youuinformed
of any developments in ACDP in respect of AIDS.

Yours sincerely,

Sheila McKechnie,
Health and Safety Officer

Enc: CDC Advice.

¢c: Gordon Craig - DO.

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

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

Dear Sheila,

Thank you 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 domors) may enter the U.K.
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.

I am a biocchemical 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 questionsg posed in your letter are as follows:-

1.  HAZARDS TO HOSPITAL STAFF

It is my understanding that the CDC view that the AIDS risgk 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 only 16 cases out of 1831).

Following/
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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 thée 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.
Thig 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)? 1If 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 QF 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
variocus 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 wvalidity 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 blood product situation may provide useful information
on the sensitivity of the AIDS "agent". 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
wait a little longer for some better information on the nature of
AIDS to emerge. Activity on this in the USA is now so intense 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

PRSEO0001259_0007
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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 is:—

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 ist—

Professor Alan Johnson

Department of Medicine !

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

(Telephone I

For detailed information on blood products you should contact:-

Dr. David Aronson

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

Focd and Drug Administration
Bethesda

Maryland 20205

(Telephone

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

Dr, Philip Mortimer
PHLS, Colindale

Dr. John Craske
PILS, Withington Hospital,Manchester
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COMMERCIAL SALE OF FACTOR VIIT IN U.KX.

1981/1982

ABROTT
ARMOUR
CUTTER
HYLA.ND
IMMUNO

SPEYWOOD (CUTTER)

4’ ) _/;// P &

1.9
14.6
3.8
3.5
7.3

1.5

32.6 million I.U.
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DEPARTMENT oF HEAL’I’H AND SOCIAL SECURITY
Alexander Flemmg Housc. Elephant & Castle, London SE1 6BY

“Teiephone 01- N

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

Clive Jenkins Esg

General Secretary

Association of Scientific Technical
. and Managerial Staffs

79 Camden Road

London * ) :
NWl 9ES - +

26 RE 03
1 >

Q&- gﬁ\ki J‘Zml&ém_%a

"
LAy

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 that
AIDS is transmitited through blood products. Nevertheless we are taking all
practicable measures to reduce any possible risks to recipients of blood and blood
products. Qur scope for action in this is limited, as thexe is no nmeans of testing
. fox 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 Serwvice seeking to
discourage potential donors in high-~risk groups from giving blcod until more is
known about what causes AIDS. ’

Regarding blood products from the USA, 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. 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 gquantity of stock,
some already in this country and mere 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 balance 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.VIIT 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 opposition to any move to ban Rmerican F.VIIZI.
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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 evidence.

I can assure you that we are not in any way complacent about the threat posed by
AIDS. The Communicable Disease Surveillance Centyxe (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, CDSC 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. ' . :

-

“ad | a 1 »:‘\V.‘-‘-’W\_‘ Lt ’
: >

GRO-C

THE LORD GLENARTHUR
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HEALTH AND
SAFETY OFFCE

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

SMcK/DPP. 19th September, 1983.

Mr. P.R. Foster,

Dear Peter,

Thank you for your very helpful Tetter. I do in fact get the MMWR and
monthly CDC reports from Colingdale and I hope I am keeping up with most
current information. I attach a note I did for the Tast 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 letter that
Clive Jenkins recently received from Lord Glenarthur. There is no great
hurry to reply as in my experience such correspondence goes on for months
not weeks. I have also written to Dr. Jones of the Haemophilijac 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 Tike 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. I have ordered the
Hagen book - I am sure it is exactly the kind of bedtime reading I need.

Yours sincerely,

GRO-C: P Harper

A Sheila McKechnie,
P37 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: O1- N 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 Morsdn (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 advised members that,
in the absence of information, we did not advise them to

have the vacgine.

This concern was further underlined when the West German
Government was reported to have banned vaccinevimportea from

France.

The Company was at pains to emphasize that the French vaccine
was quite different to that developed by Merck and that the
criticism 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 thorcugh. 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 other manﬁfacturing‘

procedures.

The estimation of risk therefore, ultimately depends 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 devploplng in any of the non-risk B
groups who have been vaccinated. Only two cases of AIDS in
male homosexuals who had been vaccinated, have been‘reported,

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

Any rlsk from the vacc1ne remains at present theoretlcal and
given the number of persons vaccinated any s;gniflcant risk
would appear unllkely, However, the theoretical possibility
remains that the AIDS agent could survive techniques which
deal effectiveiy with known viral agents if indeed we are

dealing with a single agent.

When balancing the risk of AIDS from. the usé of the vaocihe-
however, the important factor is the risk of.contracting

: Hepatitis 'B'. In male homosexual and drug abusers, the case
for provision of the vaccine on the NHS 1is overwhelmlng.'
With respect to these groups,'the current DHSS fallure to

prov1de vaccine smacks of moxallsm.'

‘However, no one argues that the rlsk to laboratory staff is

of this order and that makes it more dlfflcult ‘to justify .

the use of the vaccine in thesc lecumstances A What LS,
howeVer,>reprehen51ble, is that certaln health authorltles

and academlcs are arguing that the vacecine makes 1t unnecessary
to take precautlons ‘with Hepatltls 'B'_speclmens  Will the
»1essons of the Blrmlngham smallpox dlsaster never be learned°

The choice to have the vaccine is ciearly'a personal decision.‘
-The standards of safety for all health workers should however
be such that the risk to wor?ers of contractlng 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
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Date:
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cauired Tmmune-Deficiency Syndrome e
Acquired Tmmune-Deficiency Syndrome

CR C Armixz 15 /\

1. Jdentification . e s

A serious, often fatal, illness (39% mortality). Patients ‘may . 'fff
present with lesions of Kaposi's sarcoma - vio1accous cutaneous papu]es,

" sometimes also involving viscera, or with various opportunistic 1nfec110ns

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

A phase of unexplained extra-inguinal Tymphadenopathy in two or more sites

of three months duration, together with fever, weight Toss, night sweats

and dférrhoea cemmonly occurs, and'may be prodromal., In order to make .
ohe'should be abqent.

-
[P SN,

P

2. Infectious Agent
Thought to be a virus, possibly a slow virusf It has been postulated

that repeated episodes of virus infection contribute to a state of defective
cellular immunity. ‘ ‘ :

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

4. Mode of Transmission _ :
~ Thought to be blood-borne and by intimate direct contact of mucosal
surfaces. Fomosexual practices involving trauma to the rectal wucosa end.

contact with faeces are thought to be 1m70rtant in the spread of infection.

5. Incubation Period

Thought to be from four months to two.years, or longer.  There may be
a latent period between exposure and clinical i1lness, during which transmisss
can occur. ' '

.

6. Susceptibility and Resistance

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

in homosexual men with mdtiple sex partners, IV drug abusers, Haitians and
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ACﬁP is therefore asked to advise the Department nd the Huﬁ if there is a
case for the provision of guldance at this time a.nd, .xi‘ so, the Comm:.ubce

- is invited to establish a Woxking Party to:-

. r_efiew the evidence in rélai;ion' to the trancmissibilitj
of AIDS and
11 “in the llgai, of that evldence, formlate gu1dance for the
safe handl::,ng of potentially infective. clmlcal end other
material ana ‘ ' -
.ii_i.,' ac’ivise on prooeuures to be adoptec’i at the mtgrface between

-

bllﬂlG&l care a.nd labgr._,tory work and, e

iv. examine the evidence in relation i,o the poﬁ;sible transmission

of ATDS by hma’cx‘tm B vc-oc,bne and speolflc hepatitis B ‘

moglobula_n. .
)
APPENDICES
“ A “Bpicemiological zﬁfofmétibn‘qn AIDS as currenﬁij‘knbwn"'é'CﬁSCVJuné.?983
Bi)  “An. Eva]v ~bion of AIDS Reported .'LIl Hea'} th Caxe Pe:rsoun'fl" ~ MMWR

July 15 1983

Bii) HAIDS ~ Preca.ufj ong for 'Ciinibwl and Laboratory 'St‘aff“. I'IIi\JR Nov .5 1982

' Pre\remmn of AIDS: Report oi‘ Inter—-AO'ency Recommendations — V“I‘»'mi Mar 1¢

e '_Sﬁrv‘eiilance of -AIDS in the UK ~ definition and case an'al'ysis from CDSC.
A\:g"1983 ' o ‘

D Hepatitis Surveillance: Safety of Hepabitis B Virus Vaccine - Wkly Epid Rec
VHO. Aug 51983 o o : B

B v A1DS and How it Concems Blood Dono s" - wo:ccl:mg ‘of leaflet i‘or
distribution by the NBTS -

Cw

"F. . Lelter from the Haemophilia Society ‘i:d',haemophiiiacé - 4May '1-_983-
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e ewarae aaa aussOV A M MUZEWUE UADIS DUMMARY {ENGLAND AND WALES )

) — . » __ ' } T TDete 1o ~ I'Travel - :
gase vW‘nem%d f‘?ir’hed zgzz?irmed gﬁiifﬁi;g Sox %ge~) Pagnosis ﬁizt' dlag- g‘zzzh iiienﬁn (5 years)/ giggi Oioducg Ti;‘;g; '
°'_. Tepor P : T R Jre IERE nosin - USA contacts P § R
1. joxford |[1.2.83 [26.2,83 |British M | 40 [CHV3 neuro~ GRO-A! gz Homo~ ~ |USA' contacts ¥/& /R
‘ ' © ltoxo: KS T oisexual . .
2, |tondon [1.3.83 [10.3.83 |S Afrdosn | X |39 |ks {1982 11982 {oroaB3 | 1/k WK Nil VS
3 4‘Londcv>n' Dec 1982 Dec 1982 |Britich M |22 oy, AIDS |Jan 8% Jan 8% alive [Homo- |USA contaots /K /X
. , B : . gexual - o
4, . [Pristol |FPeb 1982 |Fed 1982 |British M {25 |CMV; $omoj Pec 82 Deo 82 lalive |Homo- |Poss. USA N1l Amyl nitrdil
» . b ) ' ATIDS . sexusl |contaots .
5. London [Dec 1982 |May 19682 iBrifish {41 1¥8s ATDS Jul §3JuL62| ° Homom= N/K nil CB/R.
N : (Itelian : sexual/ :
. origind) Disexusl
6. |london [1982  [Feb 1 983 [British M {41 [RSs AIDS JenB3!Jan 83ialive (Homo- |USA contacts Hil %/K
' E . ' zexual (Greece & USA
. 1982
7. |londen [Mar 1983 Mar 1983 IBritish- M |45 |ITP; PP, JutumniDeo S1jeroaB2 |Fomo-  |Close USA Ni1 /K
; c » T : CMV 1981 T isexual |contact
8, |Cardiff May 1983 iMay 1983 British M |20 [CandidasAIDS Daoc ,imy alive |Hetero- Nil Haemorhiliol |I  Hil
' o epididymo- 11962 11983 paxual : CUSA FYIIT 1981}
orchitis ' ' : = NHS FVIIX
, il since 1981 _
- . . . b . ) . . . %\ ﬁ“ : . . !
9. {london May 1983 May 1983 [British - M | 36 [PCP; toxo |Apr B2/Apr 82icroai82 |Homo= -Po‘aaj,f USA Wil IV. drugs
, : - : ' } gexual {contdet 7
10s [London -~ iMay 1983 ﬁay 1983 Britien M |45, i’CPgCT'Tv’;pro-'early earij GRO-A; 82 |Homo~  {USA contacts ®ii /K
: ' ‘ o ) wrensive - {1982 [1982 ¢ . isexual |[Floride 1981
rultifocal - - ~ .
fleucoencephyle
o . B T . popathy ‘ . b .
11, {london - Moy 1583 Mey 1983 [Britisk M {36 K2  Feb 83 Mar B3 hlive |Homo~ Wil CRL ecreationa!
< - R L T : - . [mexual _ - drugs
2. _i'r,nn_ ',zif' May 1983 ’_:Iay."i98'5v " Canzdian 1H 128  KandldeyPCP [Doo 82 Doa 82 31i\ra . Homo= . |USA contacts | . Wil - IV drugs plit
- S 7 DO -(ratur:\ﬁed to . o o . Jexusl |+ contact with ) S irecrestional
‘ canada; .- } 1 came No.d. Trhvallsd +n :
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Avsyinei Srinuis PEKAGIERCY SYNDROME! CACE SUMMARY (ENGLAND AND WALES )

T

Date Travel :
Case {Where Date Date Nationali] :,r/ 1Age Date 1Date Sex Blood or Drug -
, od Sex{ > y{Diagnosis - |dlag= (5 years)/ o
No. {reported|reported gonfirm“ h't}anj\.. £1oup {yrs) onsed noin desth lorientn USA  contacta blood producis Abfzse .
1. {Oxford {1.2.83 1{28.2,8%3 (Briiish ¥ | 40 |CHMV3 neuroe Fomo~ |USA contacts N/K r?/K
toxo: XS sexusl
2, llondon [1.3.83 [10,3,83 IS Afxicen | |39 (ks 11982 N/K ¥/E N1l " ow/k
3 {London  [Dec 1982 |Deec 1982 |British M | 22 |CMV, AIDS |Jan 83Jan83alive |Homo~ {USA contacta N/X N/X
‘ _ gexual '
4. [Bristol [Feb 1682 {Feb 15682 [British M 125 G}W;‘ toxo; Dec 82 Dos 82 alive |Homo~ |Poss. USA Ril Amyl nitrdtf
_ . ATDS sexusl }contacts
5. {London (Dec 1982 May 1982 |British M § 41 Sy AIDS Jul 83Jul62| ? Homo~ N/X il B/L
. : {Ttelion v sexual/
. origind) L’izae:!r\.w.l
€. |london {1982 Tob- 1983 |British M 4% K8y ATDS Jan83iJan 83ialive iHomo~ {USA contacts Tl 5/%
' ‘ sexual iGresce & USA
1982
7. |london |Mar 1983 Mar 19683 [Bzitish M {43 |[ITPg FCP, jubumn(Dec B1jeroalB2 |Homo- ~ |Close USA Nil /%
o : : ; v 1981 { 77T ijsexual |jcontact
8. Cardiff |[May 1983 May 1983 British ¥ |20 [Candida;AIDY Doc Mey lslive |Hetero= .Nil Heemophiliol | Hil
T ' epididymo~ {1982 {1983 gexual USA FVIIT 1981
orchitis : : NES FYIII
i since 1981 _
T g : E
9. '{london [May 1983 May 1983 [(British - M |36 [PCPy toxo [AprB82iApr 82 crons 82 |Homo- Posg} USA Wil I¥ drugs
sexual {contdct ! /
10, |london [May 1983 Mey 1983 [Britisn M |45 [PCP,CMVspro-enrly jearly |oRO-AI82 [Homow  [USA contects Nil /%
: Trensive 1982 11982 , {sexual [Florida 1981
multifocal
L Leucoencephsl-
_ opathy ‘
1. |Tonfon Moy 1983 Mey 1963 [British {M 36 &8 Fob 83 Mar 83 hlive [Homo- Nil Hil Recreationa:
- . . ‘ pexual drugs
2.0 {Ton _4” May 1953 "flay“!98'5' ’Can;e;c"dmn1 M __28 Candl&asPCP Doo 82 Doy B2 a'livé Homo- . {USA contacts ®il IV drugs plit
: ‘ '(reﬁ&lﬁjeﬂ top - sexual |+ contact with rpcregt onal
N Cenada, ) } cano No.d. Travelled +n a-

PRSE0001259_0019



PEN.013.1250

Seven patients -zzr‘:: thought to have had sexual contact witjr_!moi'iczms.
Two of the homosexual men reported had had sexual contact with each

other. No cases were reporied In laboratory sitaff ox othérs wdrking

in other areas of health care.

[ from Suxveillence of the Acquired Tumune Deficiency Syndrome $n the
United Kingdom January 1982 ~ July 1983% CDSC BMJ Vol.2B87 Aug 6th 1983 pp407-8
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ACDP ' o B APPERDIY ¢~

SURVEILLARCE OF AIDS IN THE UK o o f ‘

For théir puiposéa, the Comaunicable Disegse Surveillance Céntre ot Colindal&h
has adopted, from the Centexs for Disease Control, the folloulrg deflnitlon
as the criterion for acceptance of a @;enulre case of AIDS:
o | ‘ . v
',“...f for the limited PUrposes of epidemiological BgyeillanCG.
& case of acquired immume deficiency syndrmmgmigAdefined ag
e one in vhich a person bas a-reliably diagnosgd-disease that is at
least moderately indicative of an vnderlying cellular immuné
~deficiency (such ag an opportunistic infection, or Kaposite -
sarcoma in a person aged less than 60 years) but who, at the
. Bame timé, has had no known vnderlying cause of cellular immune
deficiency nor any other‘causerf reduced resigtance reported to
‘be-&sgociated with that disease.” o
‘The so-called "extended'1§mphadenopathy'svndron;", oharaﬂuerzsed by uneyp} ainec
lymﬂhdoenogahbv in two or more extra Jngnlnal sites for. more than 7 ‘months
| with fevex, md-axre, n;gni svouus, weight loss and’ hPP&tDSp}GnOngalgg ie
not included in the.definiﬁion because of the current doubts shout iis

. implications.

By 31 July 1983, 14 casges of the acquired immune deficienoy.aynﬁrcmé had.béoh
reported to the Communicable Dipease Surveillance Centré. All the patients

were vhite men. There werc 6 cases of Haposils sarcoba without pneumoﬁysfxu,

.. 5 cames of pnevwocyestio pnevmonis withovt Kapoaits saﬁcomay and 3 cases of

other opportunistic i"“"otionpo' The other infesiions reported kCLF toxoplasnos

and. cytomegalov J"ua in Lwo pa%ab ts and the third had oeaophag@al candidiazic.
' Patlentu rangcd in aﬂe from 20~4b with a medlan of 39 The youngest pakient

. had haemophilia 4. There were 5 deaths, iwo Lxom Kapomz‘a sarcoms and

“three from pnpqmocystiq poeumonia, all in homoqcxual patients aged batwean

35 and 45.,

'.,Of the 14 pdtlentﬂ 1? were homoaeyual, ono was also a drug abusex; 10 were
reported fxom Lonqong_one from Briatol asnd one from Oxford. The haumo“th:c
patient wag {rom Wale“, and had received bactor VIII imported from the _

- United States; a patien from Ldncanhlre a;a not come withln the kno"n vtvb-i

HE

groups,
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2. As a temporary measuce, members of proups at incressed risk for AIDS should refrain from
donating plasma andjor bloed.  This recormmendation includes all individuals belenging to
such groups, cven though mdny individuals are at fittie risk of AIDS.  Centers collecting
plasma andfor blood should inform potential donors of this recornimendation.  The Food and
Drug Adwinistration (FDA) is preparing new, recommendations for 1nanufacturers of plasina
derivatives and for establishments collecting pla<ma or blood. This is an interim measure to
protect recipients of blood products and blood until specific laboratory tests are available.

3. Studics should be conducted to evaluaie screening procedures for their elfectiveness in
identifying end excluding plasma and bleod with a high probability of transmitting AIDS,
These procedures should include specific laborazory iosts as well as careful historics and
physical cxaminations. L . .

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

5.  Work should contmue toward development of safer b!oodﬁpmgg«.-ts for use by hemophilia
patients. o

ey

The National Hemophilia Foundation has !mdc specific rccommcndahons {or managcment of

_patients with hemophilia (17).

The interim recommendation requesting that hxgh -risk persons refrzin from denating plasma
andfor blood is especially importznt for donors vhose plasma is recovered from plasmapﬁeresss centars
or other sources and poeled to make products that are not inactivated and may transmit infections,
such as bepatitis 8. The clear intent of this rccornmcnr}.:non is 1o eliminate plasma and blood
potentially 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 discourage denation must
encompass all mernbers of groups at increased risk for AIDS, even though it includes many individuals

“who rmay 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 recormmendations
are prudent measures that should reduce the risk of acquiring and transtmitiing AIDS,

Reported by the Centers for Discase Control, the Food and Drug Administration, and the National
Instutes of Health. .

Update on acquired imrmune deficiency syndrome (AIDS) - Unif&3“States. MMWR §982;

31: 5G7-8, 3i3-4. .

2. CDC, br)pub'lshed data.

3. CDC. Update on Kaposi's sarcoma and or;p')rtunxstxc infections in previously healthy persons -
United qtcmc's. MMWE 9825 31: 29%, 300-1. .

L. CDC. Oppertumstlc mfcctlorxs c'md Kaposi's sarcomna arnong Hditians in the United States.
MMWR £9825 31 353-4, 360-1.

5. CDC. inmocystis carinil pnewmonia among pecsons with hemophilis A MMWR 19825 31: 365-7.

6. CDC. Updete on acquired irunune deflicicncy syndrome (AJDS) among patiests with hemophilia

: Al MMW I\ $982; 31: 644G, 652,

7. Vieira 3, Frank E, Spira TJ, Landesman SH. Acquired iimmune deficiency in Haitainst opporten-
Istic infections in previously hs:alm" Haitian irnmigrants. N Lnrl J Med 19€3; 308: 125-9.

8. CDC, Unpublished data. .

g. CDC. A cluster of Kapost's sarcoma and Dncumocystis carinil pﬂhumon.f.. among homescxual
male residents of Los Angeles and Orange Counties, California. MMWR 1982; 31: 3u5—7.
10. CDC. lmrwr‘ooo!’xucncy among, fermale  sexual partners of males with acquircd  imrune

© deliciency syndrome (AIDS) - New York. AMMWR 19835 31: 697-8. )

11, CihC. Un’)phi!ud irnrnunot fic_isrzcy and eppeciunistic inféctions in infants - New York, New
Jecsey, California. MWL 1932 31 6557,

12, CHL. ;osw;’e anfusion-associated acquired immune deficiency sync‘xomr (AIDS) ~ Califzcals
MMWR 1982 31 C>7 LR .

13. CDC. Persistent, gencralized i)mphad{.nopathy among hotnosesua!l m_zdcs. BIMWER 1982; 31: 249-
5i. .

14, Kornlfeld H, Vande Stouwe RA, lLange M, Reddy MM, Gricco MH.  T-lymphocyte subpopulations

. in homosexval men: N Engl 3 Med 1982; 307: 729-31. o '

15. Lederman MM, Ratnolf CD, Scitlian 31, Jones PK, Schacter B, -Impaired cell-mediated immunity
in patients with classic hemophitia. N Engl 3 Med 1983; 308: 79-23.

16.  Menitove JE, Aster RH, Caspoer 3T et all T -lyiphocyte subpepulations in patieats with classic
hemophilia treated with cryoprecipitate and lyophilized concentrates. N Engl 3 NMed 1963, 308:
83-6.

17. Medical and Scientific Advisory Council. Rccommendauons to prevent AIDS in patients with
hemophilia. New York: National Hemophilia Foundation, Januacy L[4, 1983.
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PREVENTION OF ACQUIRED ILIAUNE DEFICIENCY SYNDROME (AINS) : REIORY OF INTER-
ACERCY IH:CORMMIRDATIONS ™~ 7=~

Since June 1981, over 1,200 cases of acquired immune c'cflcncncy syndrorne (AIDS} have bccn
reporied to COT {rom 3% states, the District of Columbia, and 15 countrics. Reported cases of AIDS
include persons with Kaposi's sarcoma who are under age 60 years andfor persons with life-threatening
oppor tunistic infections with no known underlying cause for immume deficiency.  Over 430 persons
have died from AlDS, and the case-fatality rate exceeds 60¢ for cases first diagnosed over | ycar
previously{1,2).  Reports have gradually increased in number.  An average of one case por day was
reported during 1981, compared with three to four. deily in late 1982 -and carly 1983, Current
epiderniiologic w:dcncc identifics several groups in the United States at increased risk for developing
AIDS(3-7).  Most cases have been reporied among homosexual men with muitiple sexwdl pariners,
abusers of intravenous {1V} drugs, and Haitians, cspecially those who have entered the country within
the past few yecars. However, cach group contains many persons who probably have little risk of
acquiring. AIDS.  Recently, 1! cases of unexplained, life-threatening opportusistic infections .and
cellular fmmaune deficiency have been diagnosed in patients with hemephilia.  Available data suggest
that the severe disorder of immunc regu!ation underlying AIDS is caus'*d by a transmissible agent.

-

A nationul case-control study and an investigation of a cluster of cases‘ ariong homosexpal men

‘i California indicate that AIDS may be sexuily " “transmitted among lwoicTual or bisexud! menl§,9).

AIDS cases were recently reported nmong vomen who were steady smudl partners of men with AMS

o of men in high-risk groups, suggesting the passibility of heterosexual transmission{10).  Recent
_reports of unexplained cellular hinmunodeficiencics ‘and opportunistic infections in infants born 1o

mothers from groups at high risk for AIDS have raised concerns zbout in, utero or pevinaiel
transenission of AIDS (11). Vecry little is known ebout risk factors for Haitians with AIDS.

.*The distribution of AIDS cases parallels that of hepatitis B virus infection, which is trznsmitted

sexually and parenterally. Blood "products or blood appear responsible for AIDS among ]"cmopfuha
-patienis who require clotiing factor replacement.  The likelihood of blead transmission Is supported by

the occurrence of AIDS among IV drur- abusers.  Many drug abusers share contaminated needies,
exposmg thremselves 1o blood-borne agents, such as hepatitis B virus. . Recently, an infant developed

“severe immune deficicncy and zn 0'>portuni51ic infection several months after receiving a trmsfgsmn_

of plmclezs derived from the bleod of a man subs"quﬂnth fourd to have AIDS {12). The ;oss:bllit'y
of acquiring AIDS through bload components or blood is further suggested by several cases in pursons
with no known risk factors who have received bloed preducts or, b(ood within 3 years of AIDS
diagnosis (2). These cases are asr*emly under investigation. ) o

No AIDS cases have bosn do*umcmed arnong health care or ,db"‘lu‘tory perco'mtv[ caring for AIDS

paticnts or processing laboratory spechinens. 'lo dzte, no person-To- pcrson unsmxssxhn_h been
identificd other than through intin:ate contact or blood transfusion. ‘ :

Several faciors indicate that individuals at risk for 1ransr.mtng AIDS  may bc dnf‘:f“ult to’
ideniffy. A New York City study showed that a significent proportion of homosexual men who wece
asymptomatic or w ho had nonr')cmiu, sympioms of signs {such &5 gencralized !ymphudenﬂ' athy) had
altered hmmune functions demeonsirated by in vitro tests (2, 13, 4} Similar findings have been
reported awnong patients with hamephilia (2, 15, 16). “Although the sipnificace of these imraunclogic
alterations is not yeti clear, their occurrence in at least two groups 2t high risk for AIDS supgests
that the pool of persons potmtit.lly czpable of transmitting an AIDS agent may be considerably farger
than the presently known numbzr of AIDS cases. -Futhermoie, the California cluster investigation znd
other epidemiclogic findings sugpest. 2 "latent period" of ‘several months to 2 years between exposure
and recognizable clinical illness and 1m,)l) that transmissibifity may precede recognisable iiness.
Thus, careful histories and physical examinations alone will not identify all persons czpeble of
transmitting AIDS but should be useful in identifying persans .with definite f‘xEDS diagnosss or related
symptoms, such as gencralized, lyrnr‘h.-.tdenooathy, Uﬂi‘_k‘p‘alﬂ\.d veight loss, and thrush. Since only 2
small parcentage of members of high-risk "groups -actually has AED:, a_laboratery test i$ cleaely
necded to identify those with AIDS or those at highest, rislc ‘of .acguiring AIDS. * For the above

reasons, persons who eay be mmlrif'rcd at increased risk of AIDS inctude those with symptoins and:

suggestive of AIDS;  soxual partaors of AIDY pationts; sexuzlly active homosexual or bisexual,

signs
present or past abusers of Y

“Statements on prevention and cantrol of AIDS have been issued by the Nationa! Gay Task: Force,

the National Hemophitia Foundation, The American Red' Cross, The Amecicen Associatien of Blood

Banks, the Council of Comraunity Blooed Centers, the American” Association of Physiclans for Human

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

of tramsmitting AIDS through blood products. but differ in the. rnetheds proposcd to accomplish’ this
goal.  Public health agencies, community organizations, and medical organizations and groups share
the responsibility to rapidly disserinate ir-Iorr"xatian on AIDS and recommended precautions.’
Mllmugh the cause-of  AIDS remams unknown, _the ‘Pubtic Health Service recotnmends the ™
following actions: . . . o -
1.- Scxual contact Should be avoidcd -with pérsons knowsn or suspscted to have AIDS. Members
of high risk groups should be aware that n‘u(t:ph_ sexual pariners mcre se the probability of
dcvelopmg AIDS. : o
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1\/\!\/‘\\\’\][{ 5 November .!932 ) __ - .

ACOUIRED IMMURE DEFICIENCY SYRI DOME (AIDS) !’]‘TCI\U?IO'\Q FOR CLIFICAL .AND
' JABORATORY STAIG! . - .

The ctiology of the underlying immunce deficiencies scen in AID3 cases is unknown. Coe
hypothesis ¢ensistent with current observations is that a transmissible agent may be invelved. N so,
teansmission of the agent would appear most commaonly to require intimate, dicect contact involving
mucosal surfaces, such as sexual contact among homesexuzl males, or i!uu:gn parenteral '.pzc'ad, such

"as occurs among intravenous drug abusers and possibly hermophilia patients using Factor VI products.

. resenble the distribution of diseasc and modes of spread of hepatitis B virus, and hepatitls 3 virus:

Aitborne spread and interpersonal spread through casual contact do not scem likely.  These patierns

infections eccur very frequently among AIDS cases. o . )
There is presently no cvidence of AIDS teansmission to hospital persenncl from: contact with

affected pano—lts or clinical specirmens. Decause of concern about a possible transmissible agent,
‘however, inferim suggestions are appropriate to guide paticit-care and laboratory personncl, including.

those whose work involves experisnental aniinals. At present, it appears, qudcnt for hospital personnzi

to use the same precautions when caring for patients with AIDS as i (Used for paiients with

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

.blood are considered infective.  Specifically, patient-care and laboratory personnel should. take
precautions to avoid direct contact of skin and mucous membranes with blood, blood pregucts,

excretions, sccretions, and tissues of porsons judged likely to have AIDS.  The following precauticns
do not specifically address out-patient care, dental care, surgery, necropsy, or hemodialysis of AJDS

Cpatients. - In gencral, precedurés appropriate for patignts known. to be infocted with hepatitis B virus

are advised, and b!ood and organs of AIDS patients should not be donated.

" The precautions Tthat follow are advised for . persons and snecimens  from persdns with: -

pnortumsuc infections that are not associated with underlying immunosuppressive discase or ihcrcp),
Kaposi's saccoma (patients under 60 years of age); chronic genﬂrclwcd lymphadenapathy, L_\"xt:)‘pl zinz2d
weight Joss and/or prolonged’ ur*csplamed fever in persons who belong to groups with app
increascd risks, of AIDS (homo.,r-xual males, intravenous druy ebusers, Hairtizn cntrants, hcrr‘o'\‘m
and possible AIDS (hospitalized for evaluation). Hospitals and laboratories should adapt the foli'\'.ving
suggesied precauilons to their thdividual circumsiances;  these recommendations are not meant to
restcict ‘hospitals from implemeating additional precautivns. . -

A

The following precautions are advised in providing care to “AIDS paum*s.

I

f. Extreordinary care must be taken to avold accidental wounds from shmy instruments .

contzminated with potentia !ly infectious raterial and o avoid conta

. of open skin fesions
with matecial from AIDS patients. : ‘ R

2. Gloves should bhe worn when handling blood specimens, blood—soilcdr items, body fiuids,

excretions, and sccretions, as well as surfaces, materials, and objects exposad to ther.
3. Gowns should be worn when clothing may be soiied with body fluids, blood, secretions or
cxmeuons. ‘ '

4. Hands should be washed alter removing gewns and gloves and before leaving the rooms of

known ‘or syspected AIDS paticnts. Hands should also be washied thoroughly and immegiately

if they become contarninated with blood.

5. Blood z2nd other spaclrnc-ns shouid be labeled prorm'mntly veith a'sp ocizl warning, such as

" "Blood Precautions” or "AIDS Precavtions”. H the outside cf the specimon container is
visibly contaminated \uth blood, it should bhe cleaned with. msm!cct=ut (such as 2 1:]0

dilution of 5.25% sodium hypochlorite €housshald bleach) um. “water) Al blood specimens -
should be placed in a sccond contziner, such as zn impervious bag, for tranzport. The

. contalner or bag should be examined, cuefull) for leaks or cracks.

6. DBlood s«n!}s should
, hyuocmorltl_ (see el

7. Acticles. soifed w'nh. blood should bo placed in en Impgrvious bag prorniacnily Juboled "AIDNS
" Precautions” cor “Blood' Precautions” before being “sent  for reproce»sin'g, or . gisposal,
Altérnatively, such contaminated items may be p]accd in plastic bags of a particuler color
designated-solely for disposal of infectious wastes by the hospital Dis posable jietas should

be incinerated or ‘disposed. of in accord with the hospital's ;,oh'lm for- disposzl ¢ infectious”

- wastes.  Reusable items should be reprocessed in accord with hospital policies for hepatitis B
virus-contarninated :1ernsr  Lensed instruments s!.ould be stcr:lx:u.d after use, on AIDS

",panmts. ‘

8. Needles should not bc bent after use, but shou[d be prompt!y plarcd n oz punc(urc resistant
container used. solely for such disposal.  Needies should rot be reinserted inio their original

sheaths Sefore being discarded into the container, since thxs s’ a Common cause of r.c,cd.rj-{

v

- mjury.

9. D'sposab!c S)rmp and ncedles are 'prctcrred. On!y nccdtp locking syrlrugcs or one-piece.
needle-syringe units should be used to aseiczie [luids from paticats, ‘so that collected fluid

“can be safely discharged through the aecdle, if desireq.” i reusable syringes arc employed,
¥ g & ; | e ¥rmg eloy

they should be decontamined before reprocessing.
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i0. A private room is indicated for patients who arc too ill to use gogd hygienc, such as those
with profuse diurrhea, fecal incontinence, or altcrcd behavior 5cconda:) to central ncrvo_us
system infections. -

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

B The following prccautims arc advised for persons performing laboratory tests or studics on ©
clinical specimens or other potentially infectious materials (such  as inoculated tissue cubtures,
embryonated cpgs, animal tissues, ete) from kinown or suspected AIDS casest

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

. 2. Needles and syringes should be handied ‘as stipulated in Section A (above).

. 3. Laboratory coats, gowns, or uniforms should be worn while working with potentially infcctious
N materials and should be discarded appropriately before leaving the laboratory.

4. Gloves should be worn to avoid skin contact with bloctdm:‘ppumem coritaining bicod, blood-
soiled items, body (fluids, cxcreﬂmns, and ‘seceetions, as wéil as SUduCt‘S, materials, and
objects cxposed to them. - ook

3. All procedures and manipulations of potentially infcctious material s!'ould be performed
carefully to minimize the creation of droplets and aerosols.

6. Biological safety cabinets (Class ! or II) and other ptimary containment deviées {eg centrifuge
safety cups) are advised whencver procedures are conducted that have a high potential for
creating acrosols or infectious dropizts.  These include centrifuging, blending, sonicati

' vigorous mixing, and harvesting infected tissues from animals or embryonated o
Fluorescent activated cell sorters generate droplets that could potenticily result in infectiocus
acrosols. Translucent plastic shiclding between the dropict-collecting area and the equipment
operator should be used to reduce the presently uvncertain magnitude of this risk. Primary
containment devices zre also ysed in handung materials that might contain concentcated
infcctious agents or organisms. in greater quantitites than expected in clinical specimens,

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

8. All potentially contaminafed materials used in laboratory tests shou!d be d°contamm'-ted
preferably by auteclaving, before disposal or reprocessing.

9. Al personnel should wash theic hands following comniction 91’ Jlaboratory activities,.removal
of protective clothing, and before Jeaving the laborc.{ofy ' "

C. the following additional precautions arve advised for studies m\fo!vnb experimental animzls
incculated with tissues or other potentially infectious materials from gnc’wxdu.«.ls with known or
suspected ALDS.

1. Laboratory coats, gowns, or uniforrns should be worn by personne! entering rooms housing
inoculated animals.  Cecrtain aonhuman primates, such as chimpanzees, arc prone to tlfOn
excreta and te spit at attendants; personnel attending inoculated animals should wear mold
surgical masks and gopgies or other equiprnent sufficient 1o prevent potentiaily meCt
droplcts from reaching the rucosal surfaces of their mouths, nares, and eyes.
when handled, other - “animals may disturb excreta in their bhddmg. Theielore, the &
precautions should be taken when handling them.

cr-

2. Personnel should wear gloves for all activities :nvolvmv direct contact with \.xp‘,rx nial
animals and their bedding and cages. such mampulanom should be performed careful

minitnize the creation of acrosols and droplets.

e
iy

3. Necropsy of experimental animals should bte conducted by personncl wearing gowns end
gloves. 1 proceduces gercrating acrosols are periormed, mesics and gopyles should bo worn.

b Extraordinary care st be taken to avold eccidenial sticks or cuts with sharp :
contarminaied with body flulds or tissues of experitnental animals inoculated with maigriz!
frem AIDS patients. . )

5. Animal cages should be decontaminated, preferably by autoclaving, before they are cleaned.

" and washed. .

€. Only necdle-locking syringes or one-picce needle-syringe units shiould be used to inject
potentially infectious fluids into experimental animals.

The above precautions are intended to apply o both clincial and rescarch labeoratories.
Biclogical s.fety cabinets and other safety equipment may not be generally availsble in clinice!
laboratories.  Assistance should be sought from a microbiology labocatory, as necded, to assure
containment facilities are adequate to perit laboratory tests to be conducted safely.

Reported by F!os,mal Infections S‘nop,ram, Div of Viral Diseases, Div of Host Factors, Div of
Hepatitis and Vical Enteritis, AIDS Acrivity, Center for Infectious D:,‘wscs Office of Biosafoty, CDT;
Div of Safety, Nationaf Institutes of Hcahh. . .
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ALDS - Contipued . . . :

~

of caring for 20 AIDS patient, and none hed known contoct with hlocd of an AIDS patieat;

s , : ¢
hoveeves, the pozsibilty thet these patients hed {orgotien or unknawn exposuiedd the bluod
of AIDS potizats cannot be entirely eaciudad. g *

Thosre four cases provide no new information reparding occupaiionztask related 1o heatth.

czre parsonncl Tranomission of AIS within bospitals has not boen reportd Becommonda-

. Yons for prevantion of AIDS in heshth-care pessonne! have becn previously pultished (4), and

these perscanet are urqod to becomes famikze with znd adhere to those recarnmendations,
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Vol, 32/No. 77 1APAVER . 350
" AIDS — Continged ' ) C
unwplumud lum,)h.xrj--nopﬂth{ undo‘wom a lymph nodo huopf; in the ambulotory ,urgm‘,f : ’ )
orea of the hospital, Althoogh p-rl ¢l 1 wus wcxr]‘mq in this arca on tho doy of the biopsy, tha AR
oxtent of his contact, if any, with the lymp! edenepathy patient or mateuals uscd in tha biopsy
proceduro is unknown.
Petients 2-d: Less op:dum@lomc information ta availatle for patients 2-4 than {or patient
'.'1 They apprear eithar more It mly 1o have bohn"cd 10 AIDS sk groups or fess bkely 10 have
- hed oapostrs to bicod than patient 1. Allhad immunio! logic stedios consisient jvith AIDS. ~
Paties 1( 2, 8 32-year-oid American Indizn wornan, was hving in New Jorsey whon ¢he
beqnme_tﬂ inn 1081, She was found to have PCP, recovered foilowiﬁg reatinent, but died of )
cerchral tmicplasmasis in 1882, She had worked in o hospita undry since 1S °D During her ' o
c'nploymfnt a patient with possiblo AIDS had boen v‘mxt.cd !a—ihwfw“@‘ai wherg she . ‘ ‘
worked, but she bad a0 direct contact_with this person, Atthough.sha.used marijuana,
cocaing, and rezcaiing, she denisd IV drug use, She also denied forcign travel, receipt of
. blood, and sexusl contact varth man who were bisexual or IV drug usecs. {This p'\tnent Hﬁs
been previously raported elsewhyre [ Z]) i )
) _ Pationt 3,2 34-yeoi- r;'”i Jr,r'n_nsa bom men, was [ ving in 1ATad, 'Fiv,orida. \-.'hch he begame
Tiltin 1382, He was found 1o have PCP znd recoverad following kreatment. He had come 1athe
United Stztes in 1279 2ad hzd worked os a private-duty nursa in Miomi since then. He denied
contact with AIDS patients; 3 subsequent review of his work assignrnznts showed that he -
had not cared for any patients roported to have AIDS. He did not recall ever having a nzedié-
‘stick injury. He also denizd homosexuel activity, 1V drug use, and recaipt of blood. Cne of his
femole sexual psriners was interviewed. She was in good hesith and deriad IV drug usa,
_Ancther of his fomaie partnsrs could not be located. :
Paticat 4, 3 middie-zged rman, was living ia New Yerk City when ke becemaillin 1983 Ha
was found {o have PCP and recovered {ollowing treztmeni, He worked 2s a nursé’s aide in the
ouipalicnt departenent of a hospital., AIDS paticnis had been soen at this hospilsl, but be aa- ‘
‘parently hcd reteared for any of them. In the past, fic had had nzediastick inj a2ad had e~
ceived bifes-fram patients, but could recal! no such injusies for more then 2 Yiars. Although
he a-dm'aec, to 3 herhosexist cacounter as an adolescent, he denizd homesexun! activity 53
an edull. He also dmmd V. drug use and receipt of blood and liad no forsign travel since
1976, His serologic tests for syphilis (rTA £A8S} and hepatitis B virus (:mlubou,- to hepatitis B
corg armc an} ware positive.” Lo ' ' : :
Reperied by 5 fosen, KD, Eaitinors, M Levin, MO, R Borg. /-’9 D Dusta, 140, S Bok: er Sirefd ?-!rjs;?"rzl:
Battimors, D Williams, C Canpbell, R Duaning, D Glosser. AD, Beltimopre City Heaith Dz, J Horman,
CDVAL, £ Isrodl, 14D, Stete Epidemiviogist, Marylond Staie Dopt of Health and #enral Hygizns! (" Setsa,
MO, R Kapila, 14D, University of Liadicine end Gentistry Now Jersey, Wewerk, ¥V Psride, ©V0E State
Epidemiclogist, Mevr Jorsay Staiz Dapt of Heelth: J Ehreskrontz, 150, South FISeids Hospizal Consertivm
“for dafection Conteof, Atismi, R ldoigen, FD, Dsdé County Health Depl. J Secks, #40. Acling Steie
Epstamiintogist, flosida Stata D._ ¢ of Heaith ang Rehnbiditative Sves: 8 Freeddnnn, Lil), iéeve York City
CLiept of Health, R Rotendery. 040D, Stete Epidemiciogist fiow York Stxte Deot of Hesith: Div of Fistd
Sves, Epidsrvielogy ngfsm Offize Hospital hfecmns F:o'vlam AIDS Activizy, Center for Iafoziious
Diseascs, COC. - - '

fd("‘() izl Hote: r‘.,:h()d"‘"l ﬂ‘ et:‘afogy of i"JDS remaing U:‘lEn-’:awn c{;idcmiclouf\’: gv?d;:nf_-f,}

sm geets that ADS s Pm'd,d by eninfectious o Tonly,
'hruLMh exposUre 10 biood or b:-b::d_prafuc:s. Thodisegse has not' bee show_n 1o be trsnsmit-

ted through easual contact with effected individuels, - .

R Continving survailiance of ADS confims cardier observetions thet 94% of policnts come
from the high risk groups previously deszrbad (3). The sourca of AIDS in the patients repsits ‘

‘ed hérs is unknown, They denied belonging to known AIDRS risk grbups; however, the 2ccura- )
cy of data pot}cof‘ning sexual activity nd IV drug use caanot be veritied. Noue govy 2 history -
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| - APPENDIY €

358 o ) [STEYL : JuIy?S,IS(:X

An Bvaluation of the Acauired Immunedeficioncy Syandromo [AFDS »)
. . Reported in Haaith-Caro Parsomnael — United Siates

As ol Jul;/ 11, 1983, physicians and health depertments in tho United States aad Froito

’i'*o hat reported a total of 1,831 petionts mecting the TDT surveillzncs dofinition of thace-
qunecl immunodeficioney syndroing (»‘\if}ffl (7). Of theso, four were reported to be baalifi-care

parsonnsl nat known 1o belong 1o groups atincreasced isk for AIDGTOT ¢f ifness in thaso
ST patients occurred betweon Jun_o'1 QBT and-Apsii 1283, Thc sourca of KDRn these Tour pa-
- ' : tionts is uncleir, and none had documented contact with another AIDS pationt. Additional
A ! csses have been reporiad in haelth-cara poersonnal; howover, thesp heve either occuerrod in
) i porsons beloaging to AIDS risk groups or in persons for whom infermation is insufficient 1o o
§ Sdetsrming if thoy belong to sush groups: The case histories {or the four patinnts foliowe. )
. i Pationt 1: A 32-year-ld black man tying in Baltimore, Maryland, was in good hezith until
e ; Jenuary 1983, when he complzinad of lowaer abdominal discomfort, relioved by Urination, and

me gy bipod in his si00l57 KMedical eveluation, which included a renal senegram end en n shdominat
7 : CAT scan, revealsd no csusd for his complaints, and his symptoms subsided without
tresyment. At tha sams time, he began to fose waight. Gn May 13, he prsented to hisodvats
~-.physician with cb'x'.'p’ eints ¢f fover and cough of 2.3 days” durstion. His tem\;c.‘a‘.um was
37.8.C (10D Fl. Cheost x-rdy s’wwad B que*‘t'u‘iab’t} right” (.p') ar ioaa mf.‘i zta, an
gavcn orgl g.:yd.rornyﬂ M e
.. On h;w,Zi 1€E3, the p tient vont to a Baltimore hes p.":«z vihiere he vios fo
titatoral pulmonary mfd’r- i veas hcspnta,ncd and sulfamethore zole/idmat WepTm wes
added to his. t*‘:crapv Cn téay 24, a transbronchizl lung Liepsy showed FPraumocysits cerfnii
- pasumonia {PCP} ;. r':ﬁmlo of inv Pvnolcvuc studios were consistent with AIDS. Decpity 1'w
dition of pentamiding isathionats to his therapy, his condition worsened, 2nd he cu"d on
AL zutopsy. o eviderice of melignancy wes found. S
Tho p°tmr' ‘had worked for the hovsekenping department of a hospitzi since 15?5L Heain- -
.ng in August G581, ho worked exclus ively in the embuistory surgery wrea, vwhere his duliss
included semoval of surgical drapas end disposabie surgicel eauipment, w hr"h \‘;’u’f‘ of tm
contaminzied with Llood. Regortedly, he vsuslly ¢id not waar gloves, [ - :
‘On Februsry 26, 1982, tho patient want to the omployee-health rursa for treobinznt of 3.
nseclastich injury. . The patient stated thst, while disposing of a cordboarnd bsx contzining
“used needias, he had besn stuck on the hand Ly a needla protrocing ftom tha box. xc'd Sorfe .
ples wero Cravin for hepatitic B virus sorologic tests, end a single 2-ml dase of im: '\u' e glohu- -
Ain {1G) vees given intracauscularly, (iG thampy has ot beenre pono-i inothar 205
Letor ‘g‘nn 0 ‘f'm.-m sk gi OJ,U)Th" serolegio tests wore pa.,t.- wa for a .'.>J\,y tu

fnp-gy‘.‘r-.‘:-?ﬁ_.’:!hl :ccchd,
Wign infervisweed by big physicizns, the patient denied homosoxual activity. Inf
flar the poticat’s death, intarviswe by

~wmore Tity Hoslth Department of his {2 mnily and friends confirmad hiz his ’o"/ Four, of his

/i drug yse, foreign tavel of taansfusion. A

fomalz eoxus! partnecs wirs inferviovesd, and il danicd IV Crug vsa; none had a hi W)W com-
o pm'b"r“ vith AIDS. Tho patient hed o Lisicry of teetment for vcnereatd:secsca £ng sErologic. ... R
7T tests for ryp.uhs ARPR, MHATP, FTA -/5.,} dona during his hoepnuwafmn for [ ‘g\erc

noga‘;m 2 o . -

" Ho petient raecting thﬂ (.D surveifianco d-)fi:u'thﬂ of AIDS weas seported to P?im besn
2 T sgan at tho hospitsl whare pativnt 1 worked, a Juns 19{’2. 4 months alier the nu“.'fhft.ck
s m;ury o'\J 7 mentt bm’qm pzlient 1 becamo ifl, o hornosexust man withv s history of chizonie,
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sexual contacts of persons in these categories.  Cases are thought to

have occurred from perinatal or in uvtere transmission.

Several cases have been reported in persons without other known risk

- factors, who have received bTood products from patients subsequently found

" to.have AIDS.  Cases have occurrcd anongst haemophiliacs rece1v1ng Factor’

VI concentrate (11 in U.S. A., 1 in Hales and 3 n Spain}.

7. Methods of Contr01 : ,
No cases have been reported’ amongst hosp1ta] or laboratery staff who

have contact with affected patients or their C?Tﬁ?@&ﬂuSP@CTﬂDnS However,

' patterns of distribution and spread are similar to trose séen with hepatitis

B virus. It would seem wise to FolTow procedures used in the management of.
patients and Hand]fhg of 5pecin°ﬁs known to be infected with hepafitis B.
These procedures should be adopted for known cases of- AIDS, for those in |
high risk groups and {or those suffering from the _ymphadenopcihy syndloua

: prevunusiy described. - o o o . .

Gu16011nes and ptecautuows for clinical and Taboratory staff have
been described by €oe (At1ania) ‘Thesa have beén reproduced by CBSC.

Sexual contacts of patients dfagnosed as having ATDS should be
investigated. = Blood and blood products donated by patients sﬁbsequent}y,
developing AIDS, should be destroyed. Patienté are treated on an individual

basis. .There is a voluttary reporting scheme to CDSC.

oo . o } ()f/ Yﬁ.o -

-
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discovered to have developed AIDS, although he had b;;n égpérently well at
the time of donation. Some other lese well defined instances of AIDS
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 livk been established with a donor suffering from AIDS.

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

P

(Appendix D). ‘ - it

Guidance for blood donors in the UK is being issued with a view io reducing
the possible risk of transmission by blood transfusion (Appendix E).
Reassgurance has been promulgated'by the H&embphilia Society to those who
regularly receive blood products (Appendix ). | |

In view of the circumstintial evidence fox infectivity, in particular in

‘relation to transmission by blood oxr body fluids, there is concern amongst

health care sitaff about the poésibility of contracting AIDS from patients or
from cpntaminafed noterials énd clinical samples for investigation. There is
glso concexn lest hepatitis B vaccine or‘SPebifid hép&%itis B immimoglobulin -
which is recommended for use after an inoculation accident - could be

capable of transmitting ATDS. Q(uidance for ihe conduct of laboratoxy work

and for patient care and general prevenﬁive measures, has been issued by

 the US Department of Health via the Centexs for Disease Control and this was

published initially in two editions of the Hbrtality and Mérbidity Veekly
Report. This is now available from the Comminicable Disease Surveillance Centre

at Colindale in a combined form (Appendix Bii).

REFERRAL 70 ACTP

Although an infective aetiology for AIDS remains unprovén, it‘would seem
prudent at this time for ACDP to comsider the need to provide guidance for

the safe hendling of clinicel and other material from patients who either hawe
AIDS or arc at rigk from the disease. Consultation on the draft ACDP Report

‘No. 1 has produced & number of requésta'for ACDP fo examine this matter,

dnecluding requests from the Joint Consultants Committee and the TUC.

PRSEO0001259_0030
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~VWhile the majority of the 1800 plus cases of this condition now recorded in
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ACQUIRED IMMUNE DEFICIENCY SYNUROME (AIDS)

BLCKCROUND

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

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

new cllnlcal condxtlon - characterised by the occurrence of Kapos;’s BAYCONA.

or of opportunistic 1nfect10ns in the absence of knoun‘aauses of immimo~

suppression —~ with the potential for spread in the community.

the United States (Aug 1985) has ocourrsed in ﬁromiécuous male homosexuals,
it is now clear thal other.groups can also be affected. 'So far, these include
female sexual contacts recipients of blood and blood products and some others

1nclud1ng Haitians, whose route of acquisition is unknovn. (Appendix A).

- To date no case has been recorded in health care per&onnel Wthh has been

conclusively attributable to contact at work (Appenalx.Bl), The Commumicable

Disease Surveillance Centre (CDSC) bas taken'bniihe task.of recording sud

'publlulo*ng notzi;catlons of  confirmed cases in the'ﬁnite& Kingdom and these

now amount to 203, details of which are given in Appendix C.

The assumption to date has been that AIDS'xesulfs‘from,an infection which is -
mos% likeiy to be vival. -Sévnial'viru°eé have been suggeeted as causal
agenta (cytomegaicv1rus, gwine fever. v1rus, humen T cell leukaemia virus )

but none has been poslblvelybmncrimmnate@, “here_ls alsc. e possibility that
susceptibility to AIDS mazy be re1atéd to'prgwexistihg irmume dysfpndtion in

the host.

There is now strong c:rcum tmnulal ev1dwnce that AIDS may be transmltted by
blood and blood pTOJUCtS. in the USA some 20 haemophlllacs (Auguet 1983)

 have dnveloped AIDS ang 1n blxtaln there 18 one confirmed case 1n a haamophllaao.

ASmelﬂfly 1n Spaing AIDS bﬂs been reported in three people treated with commercla

Factor VIII COﬁcea»rates and ﬂlngle cases have been reported in haemophiliacs

l'in Germany, Austria and Canada. No haemophll*ac has developed thosx*s sarcomz.

Perhaps the mosat ‘significant case 1n relatlon to blood transfuelon _concerns

‘a baby vho developed AIDS several months after recelv1ng transfu31ons of bTood

and: platelet concentrates. One of the‘plguelet-donor» was subsequently

PRSE0001259_0031
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NOT FOR PUBLICATION ACDP/83/ ppo

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

Interin guidelines for Clinical and Laboratory Staff

A. 1. These Guidelines avre intended as & basis for the formulation
or revision of written loczl codes of practice in those
institutions where patients with AIDS or suspected AIDS
are housed or where specimens and other potentially
contaninated 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 bte treated as if they contained a pathogen
capable of causing severe human disease for which there
is no effective propnvlaxis or treatment. The incubation
period may be up to four vears and the estimated
mortality is 82% within two years of diagnosis. There
igfpotentially serious risk to those whe handle pathological
materials or items contaminated by them without due care,

i e ey b peraes &

3. At present there is little %vide;lgﬁof AIDS transmission
to hospitzl or laboratory perscnnel from contact
with affected patients or c¢linical specimens. American
experience as expressed in the Morbldity and Mortality
Weekly Report (CDC ATlanta November 5 1082, March & 1983}
appears %o show that infection through casuzl contact
is unlikely , since perscns with AIDS arz living in the
community. ' : - o

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 other potentizally infectious material from
any patient known or suspected to be suffering from

AIDS. The application of hospital and laboratory codes
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of practice designed to minimise the risk of accidental
percutaneous inoculation or infection via mucosal surfaces

is therefore esséntial.

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,.materials 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.

0

Patients 'in whom AIDS has been diagnosed or suspected must '¥%

be nursed in isolation. This should ordinarily imply the !

use of =z single room and a strict barrieplnursing regime.
: LEAAA&L&ﬁVV\ N OJ\UV*

It will be the responsibility of the Control of Infection éﬁk’

Officer or a senior member of the medical or nursing staff

in conjunctidn with the laboratories to ensure that all those

who have direct dealingsAhitb AIDS patients (orAﬁaterials

arising from them) are aware of the diagnosis and are familizr

with the prescribed precautions set out in local codes of

practice relevant to each situation. They should also

adyise staff that provided these are followed 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 are

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
withdrawn and then only by experienced medically qualified
staff who must ensure that the outside of spécimen
containers is free from contamination. All speciméens must

be in robust containers which must carry either a

- 2 -
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YDanger of Infection™ label or a bichazard symbol.

shodd
4, Specimens should be kept upright and/gg;t be transported

—

te the laboratory without spillage in a sealed secondary

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

— -\

5. Disposable syringes and needles must be used at all times

for bleod collection. Used needles should not be dent
or re-inserted in their sheaths, but immediately discarded
in a puncture-preof 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 encouragling bleeding and liberazl washing with
soap and water ., Any such incident or contamination of
broken skin or muccus membrames must be promptly reported
to and recorded by the person with overall responsibility

for the work.

6. Protective clothing, sciled linen or bedding, surfaces

and objects soiled by blood, fluids, secretions etc must
immediately be safely contained for disposal or

treated with a freshly prepared dilution of a suitable
disinfectant. The following disinfectants are known to
be active against a wide range of infectious agents e.g
freshiy prepared hypochlorite solutions containing 2500
ppm available chlorine, and fresnly activated 2%
glutaraldehyds but thelr activity asains% the causz of
AIDS is . untnowm.  For blood spills and gross contzrmination
2ith orpanic mettar, 2 hisher concsniration of 10,000
ppm =va2il=bls chlorine may be necessary. Hypochlorite

solutions may damage metals.
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7. Rll material leaving the patient's room must be handled
in accbrdance with the policies of the District Control Qﬂij:&\"
of Infection Committee foqyej%?ﬂi infectious patients. J&Z///////
Non disposable items such as lensed ipnstruments 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 2llowed 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 infectlous cases applied.

1. The following measures are recuired for laboratories

handlins patholoeical materisl from patiesnts sufferiig

from AIDS or suspect AIDS patients.

Gernieral 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.-fer-any.cperation—in

which there is any potential for ‘aerosol or droplet

formation.
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All pathological specimens from AIDS cases must be handled
separately from routine work by a small number of trained
staff 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 must be taken to avoid contaminatién_of
equipment conbrol knobs and surfaces. The latter should

be routinely disinfected (glutaraldehyde) as soon as
possible after use and immediztely if contamination is
suspected. Eye protection will be required when splashing
is a possibility. Clothing for laundering must be made

safe to handle before despatch to the laundry. 'ié:hu,m

F

o

\

Full attention must be givem to containment and disposal
measures at all work sites and arrangements made for the
autoclaving, chemical disinfection or incineration of
discarded nmaterials 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 broken 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 microbiological safety Cabinet {Class I BS 5726, or a unit
with equivalené*ﬁ?ggg;gion 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.
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For toller mixing, specimen,containers may be
simply enclosed in another screw-capped or stoppered

container.

A1l materials from AIDS patients for centrifugatiegﬁgb»««k’ '
must be enclosed in sealed centrifuge buckets.QfThe e

should be routinely disinfected after use by filling

with 2% activated glutaraldehyde, regardiess of

whether or not breakages have occurred.

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

placed in a secondary sealable container which must

be clearly marked "CAUTION -~ AIDS™ and surface —

decontaninated.

Labératory work surfaces, equipment used for AIDS
specimen transport, processing preparation and testing
should be regularly disinfected by whatever means is

appfopriate and safe to use. Used graduated pipettes

e@a@*’“ '

must be totally immersed in fresh hypochleorite solution
o#ernight before drainipz and processing For re-uss
(glass) or incineration (plastic). Disposable plastic
Pasteur pipettes and dispenser fips 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 malterials

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 hends immediately following completion of work
and after removal of gloves and protective clothing

and 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 to 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
pathclogical 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

pake note of any change in requirements, by regular

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

to inSection 16¢ :of the same Code.
Microbiology

The general requirements for containment and disposal in

all laboratory work are outlined above.

Microbiological work must be undertaken in a Category Bi
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

any potential for aerosol or droplst formation.

Automated or semi-automated equipment should be disinfected

as described below,

Clinical Chemistry, Haematology and Blood Transfusion

The general requirements for containment and disposal in

all laboratory work are ocutlined above.

All manipulaticns in manuél tests and preparation of
material for analféisﬁzﬁla'cloéed circuit analytical system
must be performed in a microblological safety cabinet Classl
(BS 5726 or unit with an equivalent protection factor or

performance).
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20. 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 aeroscl

or droplet dispersal.

- 21. Effluent from analytical equipment must eithef be trapped
in bottles containing hypochlorite or glutaraldehyde
or discharged directly into the waste water plumbing
system. In the latter case a discharge tube should
project at least 25cm into the pipework. Water must
flow down the waste pipe while the machine is operating
and the waste system {preferably plastic to avoid corrosion
problems) must be treated with a solution of hypochlorite

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

22, Wnenever practicable analytical systems should be

o dt L-L-bM

treated after use with glutaraldehyde or hypochlorite

Fetns ™

solution or when these are not applicable, flushed

{

Rt o

. through with the manufacturer's recommended wash fluid.

v
AR § .
perid o
r}f“v;v; 23. Gloves sheould be worn when dismpantling or servicing
(S

(o ol

equipment used for processing AIDS materials.

HISTOPATHOLOGY AND CYTOLOGY

25. Arrangements should be made for most small specimens
from AIDS or suspected AIDS patients to arrive at
. the histopathology laboratory in a fixative solution.
Wherever possible whole organs or large tissue masses
should not be examined in the laboratory except under

conditions of containment.

26. Examlnation 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 (g;oves, 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 cutlined above.

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

contamination and splashing. (Seé paragraph C 7 above).

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

Post Mortem Rooms HMSC 1978 Paragraph 29b).

29, Specimens for the cytology laboratory must be handled
in accordance with the local code of practice for
infectious material. The use of gloves,

o pretective clothing, sealed centrifuge buckets or rotors
{including the Cytospin centrifuge) and where necessary
a microbiclogical safety cabinet Class I (B3 5726) or
equivalent is required. Centrifuge buckets and rotors

should be opened in & safety cabinet,

b. 1. The following requirement is to be observed when animals

are to be inoculated with materials arising from AIDS

or suspect AIDS patients,

2. No work invelving the inoculation of experimental animals
with tissues or other potentially infectious materizls
‘from individuals known or suspected to have AIDS should
be undertaken 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 fcor animal work and containment

which are thought to be suitable. As these guidance notes
FOR ACDP ONLY . .

are likely to be available before ACDP Report No 1 appears

it was thought to be simpler to ask prospective animal

ugers to contact the department's officers who would then

supply details of animal containment level 3.]

\ ¥ DHSS 703-6380 ext
-9 - HSE 262-3277 exti GRO-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 uqqer
intense investigation and that post mortem exaﬁination
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 Pracfice for the
Prevention of Infection in Clinical Laboratories and
Post Mortem Room$ (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.

l/(\/ \%M]‘%? w\/vvuvv\,\,-/é{\m.(/('\l}‘g"-{\s
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ASTMS COMMENTS ON ACDP/83/P22 REVISED AIDS

Ab 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
c¢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 bichazard
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 purpocse' 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 Slould patients themselves be warned about this and what
to do when accidentally cut?

Cc2 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.
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C5 I am completely opposed to the use of Class II 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 ITI cabinets
should be used. This guidance is specific to AIDS and I

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

C15 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.

Clé ' 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.

Cl17 Reference to a Bl laboratory on its own is not satisfactory.
I also think reference should be made to ACDP Category 3
contaimnment 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
other staff from commencing work on any equipment before
steps are taken to eliminate any infectious hazard. Such
permits usually require 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 written protocol to be prepared specifying
exactly what should be done to minimize any hazards.

D2 It 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' ete. I think the minimum
we should require is notification as per paragraph D2.
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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 usefuily be incorporated. To
gsave 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

Instruction 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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In view of zhe unduly alermist nepords en AIDS whicl. dppseared in the pruass over
Lhe weckend, we arne waliing £o reassune mombers of L Socdedy aboud 1he Arue
peallion. Wé have been 4n #euch with PROFESSOR ARTHUR QLQC’,:’;(, Chadltman ¢f the
Hacmephilia Cendre Direclons, sendor membon of owt own rzﬁ Mulsoeny Parel
and @ mesber of Zhe Centrial Blood Lal m“ru‘o'vceé Ailiendly, who has qu Ly wadiien
£o us a2 os follows :- ‘

e,

4308) in perseas with
heir relatives,
velity of }ife znd
ne straagers to

Beports frea Zoerica of the zoquired immuns é;iitienty
heemcpliilia ere causing zaxjety to nembers of this Soci:
Haemophiliazes, their pareats ead doctors heve always
the dengers from bleeding egeinst the risks of iresimen
jafective dzsﬂaa,s, such es hepziitis, which cen be fresssitisd by facter concestreics
Recent cvidence fndicetes thet in this respect at any rzie corsentrates propered irea
british blecd are net secesss r}]) safer lhsn these prepered In the Uaited Stefes. (fven
se ve welcome the fect thet the government is Investing over tgr*‘) riillicn peunds in ihe
Blood Freducts laterafory (i.e. zct nrv) z{ Elstree so thet this ccuatry shall becane sel
svificieal in blood producls,  3ezriag {his in eind it Is lrporlest-to ceasider the facts
‘cdnccrning AI0S end hasmophilia. the causs of AIDS is quife vwdnovn end it hes ncl been

2
iszission of @ spocific infective 23zcl o tlood procucis. ihe
. \

ic i

F
proven Lo resvlt frem tran i

ounber of cases reported in fAmericzn heemephiliscs s smail
- stetemznts ia he press ve are uvnevere of amy proven cese ia our twa hzermephilic pezclzticn,
Keither have any cases beena reported {rom Cormeny where nessive arsents of Americen

\
concentretes heve been used for meny yeers.  Nevertheless the situziice is being cleszly
1

el In _Hlte of juzgcurzte
1

. monitered by the Baomephilia Cealre Directors zad ia 2 mcre geasrel way by the Cemmuaiceble
biscese Surveillence Cenfre in londen.  In 2dditien the impor {:1§cn ef licensed blcod
. preducts hies alvays beén strictly neaitored end controlled.  Tius whilst it would be wreag

to e conplzceat it vovld egually be counter-progductive fo vlter cur treziment progremmes
redically. Ve should aveid precipitate actica and give thoss wyperts who 2re responsibie

3 chence conticvz)ly {o assess the situstics.

We are wmost grateful Zo Professorn BLocm for this 6{(:i(::1ﬂ31&". 14 you have any
furihen quesiicns ebout AIDS and your own Zrealmenl phogranm f&(n 0§ course,
yourn Centre Directon will be able Zo help you. :

The Reuvd. Alan J Tanrﬂ , HA

Chadrman C S e 4 Moy 1963
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HAS AXDS OCCURNED IN VUL UNITED XTHGDOM? b
Yes, ebout & dozen casos have been reported, by the middle of 1983.
Ho~one Ikmows vhether more people in the United Xingdow will develop AIDS

and & careful watch js boeing keplt for possible cases.
CAN AIDS BE TRANSMITIED BY TRANSFUSION OF'BLOOD'AND BLOOD PRODUCTS?

Almost certainly yes, but there is 6n1§ the most remote chance of this
happening with ordinary blood {ransfusiong given in hospital. Howevér, in
the USA a very small number of patients suffering Tiomchaemophilia, an illness
“In which the blood will not clof, have developed ATDS. Haemophiliacs are move
suzgceptiblo fo AIDS becavse they need regular injections of a product called
Factor VIII. This is mede from plasma obtained from many donors. Should just
one of the donors be suffering from AJIDS, thén the Factor VIII could transmil

the diseasc.
HOW-CAN THE RISKS BB ﬁ?DUCED?

At preeent,; thexe is no screeping test the Trevsfusion Service can use o
detect people with AIDS. So, uwntil there is and until more is known aboul
this diseazse, donors are ‘asked not to give blood if thdy’think they may either

heve the disease or be at risk from it.
VILY, DONORS B#E QUESTIOLLD ON SEXUAT, MATPERS WIEN THEY ATTEND 70 GIVE BLCOD?
DEFINITELY NOT.

The Nationzl Blood Transfusion Sexvice has a very high regard for donors os
extremely responsible people who give blood fox the benefit of others and is
confident thet they would not kmowingly put ypationte at »iax from such a

gericus Gimeass.
WOERE CAN DONORS OBTALN FURTIER INFORMATION ON AIDS?

Any donox can discuss in confidence whether to give blood; with the doctor on
the blood collection seesion; their own doctor or the Directox of their local

Blood Transiusion Centre.

Please remember, AIDS is a rare dizcase but o mexrious one.
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AYDS AND HOY J1 CORCERNS BLOCH DONORS - NBIS

“

Recontly there has been conslderable publicity in the newapapers and on

radio and television about a new, serious, but rare diseane called AIDS,

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

about the disesse.

WEAT IS ATDS?

| : _ ; . g : .
ATDS is short for gpquired ;Qmunefggficiency'§yndr6ﬁ€f”“ﬁs itg name implies,
AIDS deatroys the body's lumune éystemvwhidh normally protects azeinst
infections.and other illnesses. A person with the dicease i there at xisk
of developing serious'infectionsvsudh &8 pneunonia, or even cancer. AIDS

is provably cansed by a virus, but this is not known for certain.
WHO IS AT RISK FROM AIDS?
- Moot of the information ebout AIDS has come from the USA where approximately
1,500 patiente have been found. to be guffexing from the diseasse up to the
niddle of 1983. Certain groups of people appear o be particulerly susceptitle;
these are:

1,  Homoseruzl men vho have meny different partners.

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

5. Sexual contacts of peoble Buffering frow AIDS.

It has also been Sound in a nuwber of dmmigrants to the USA from the igland

of Ie=iti.

Paticnts with ATOS also seen move likely to have suffered, &t some tims,
from various other diseasea such as hepatitis B, myphilis ox other sexually

transmitted diceasges.
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- HEPATEVIS SURNVETLLANCE -
' R . ‘i‘lfvvh‘ of Hepatitis B Virus Vaccine Ar()é‘ !% ,}\ »l

) . . Kaler) £ e -

. UINPTDE STASLS OF AMIRICA. ~ Sinve its heensure e 1951 and s © '
generat avinlability mn July TUS2 hepatios Bovires vadwing fas been
administered 1o ever 200 XY mdividuals, mostly healith care workers.
in a collaborative cllort, the Centers for Disease Control, the Foud
and Drog Administration, and the firn producing the vaevine have
collected information on tilacsses that developed adter regcipt of 1DV
vaccine. Serious ilinesses have been follsved up by telephone or per-
sonal intervicws, Some illnesses, espeaiatly munor oncs, have prob-
ably not been reported, and many reported iincsses have not been

causally related o the vaceine.

As of 1 March 1933, itlacss had been reported in TS saccinecs
{most illnesses bugm within 4 weeks of the first vaceine dose). Ofthe
118 cases, 56 (47.5%) were considervd sot fikely wo be auribugable to
vaccine yse begause: {1} another speaific cause was ideniiied, §2)
onsct of illaess occoreed before receipt of vaccine, or{3) the wporied
cvent was unrclated to the vacgine {ee., dehoid pain aftee gluicad
injection), Many of thr remaining 82 linesses may represent “back-
ground™ diseasc rather than advesse reactions zwho-gmci&uc.

. -
P - Lol . — - e

. Of these 62 persons. 57 (91.9%) had mild or moderate iliness that

o . ¢ included: § ncuralogical conditions {5 persons with tremors and |

¢ with recurrent Bell's palsy); 11 skin er mucous munbr:"“ lesions

s i {hives, herpes zoster, psodaasis, and nowspecific ks:ms) ¢ muscuio-

. skelewd attments (including gracralized aches, joint pun, and jeint

s L - iaflammation); 5 hepatitis-like ilbagsses {with increased tiver enzyme

e - - Ievels and no other identificd cause); and 25 miscellangous conm-

plaints (14 pcrscm with an inftugnza-like syadrome, 4 with injection-

i ¢ site reastions, 4 with diarrhoca, 1 wiith heidache, 1 with vontiting. and
fw nh self-limited chest pain with 2 normal cardiac evaluation).

’ . AR Six pcrso:%s h1d =rious lness; tlingess was delined as serious when
: = it caused haspitalization or other inteasive medica! core, kisted 14

days or more, caused permaacnt disability, or was lifz-threaiening,
.+ Fiveofthese sci‘ous illnesses included | case €2 ch oferythema mul-
- ¢ uforme, aseptic meningitts, grand mal seizure, possible transverse
- P N Rt = myelits, and Guitlain-Bame syndrome ({;L\). A seeond case of GBS
) - was ziso raperied n a person with antecedent febrile sliness, nresump-

tively caused by cytomezalovinus; febriie iliness bogan 1F dzys after
receipt of HBY viccing, and GBS bopan 10 daysafier onset of lebrile

e illness. This case was thus counted among she 56 ilincsses notlikely 1o
. R S I ™ almbut:blc 1o the vaccine, The aumbers of vaccinees and GBS
-z . - ;o case are 1o few on which 10 base firm conclusions; neveriheless, 2

&3 of GBS do rot exceed the number cxpecied by chance zlone
. . wnhm 6 weeks of vaccinating 200 000 people (23 GBS cases per mil-
STl L T .. i lLion adults per year).

"Whether acauired immune deficiency syndrome (AIDS) could be
i associaied with HBV vaccine has been questioned, since the vaccine is
" made from human plasma. Since 1979, bomosexual men, including
. those from cities with reported AIDS cases, have bueen the sgurce for
" much of this plasma. Vaceine [H’G\ duced fram these sources has been
used in various iavestigdtive studies since 1980 and has been com-
A . miercialiy availabie since 1982. To dine, 1\0 ATDS in va u::inc reCIpients
C s been reporied autside grouns ioh AIDS incide Spact
- caily, N0 CasTs Lave secured noe .:c seversl thoviand 5,

- - - S other than male hamosexuals, vilo paricipaied in \m\.l[“‘ siudiag
DR from 1930 to date. ITn addition, no cascs have beea n;)oncd from the
. ’ ‘ - over 200000 individuals who have received HBY Vaccine since its
e s e general availability in July 1982, (The latent period for AIDS, if an
.- T : infzctious agcat is involved, appears 1o be between Sand |8 months.}
) . c Two honosexual men who participated in the orizinal HEBY vaccine
: A et ficld trials have developed AIDS. This eccurrence is not significantly
= Co ceom I diflerent from that obscrved among ren whe were screened for pai-
e TR T e ticipation in these trizls but who were ultimately not vaccinated.-
- o : Furthermorce, the manetacturing process for HBV vaceine includes
several procedures that inactivate representative virvses of allknown
typos. Thus, v cru‘noiogml and empincal data cureeatly available’
* provide po support for the suggestion that HBV vaccine might carry

an tiiological risk flor AIDS,

i i B i A e b s

P L
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ATDS CASE SUMMARY (ENGLAKD AND WALES)

KEY TO THE TABLE ATTACHED

K8

CHMv

Neurotoxo
- Toxo

ITe

PCP

Kaposi Sarcoma
. gt e
Cytomegalovirus e

¥eurotoxoplasmosis

Toxoplasmosis

Idiopathic Thrombocy%openic‘propura )

pnevmocystis pneumoniae
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29th September, 1983

Sheila McKechnie
Health & Safety Officer
ASTMS

Whitehall Office

Dane 0'Coys Road
Bishop Stortford

Herts

Dear Sheila,

Thank you for your letter of 19th September concerning the ACDP and their AIDS
working party. I am rather reluctant to become inveolved 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 blood products situation
and there are a number of points to take up:-

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 donors are paid and a donor who really needs the
money may not be truthful. Paid donors are usually recruited
from low income groups; 50% 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 pl45).
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.
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"3) Glenarthur “There is still a gquantity of stock.ocs..... made from pre~March
plasma™

Coument 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 to
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 inhcrease
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 ag the usage of factor VIII in the UK is still well
below the level considered appropriate for proper clinical
treatment (see Hagen pp 70~74). :

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

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 FVIII (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 "self-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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3.

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.S5. I understand that WHO are convening a meeting on AIDS for 22-25 November
in Geneva. ‘

CeCo - Go Craig
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12th October, 1983

Pam Harper

Health & Safety Officer
ASTMS

Whitehall Office

Dane 0'Coys Road
Bishop Stortford

Herts

Dear Pam,

ACDP/AIDS

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 makei-

1. Background, section 2.2.IV

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

2. Appendix A, Final Paraavaph

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) "Recent evidence indicates that in this respect at any rate concentrates
prepared from British blood are not necessarily safer than those
prepared in the United States",

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

(11)/

PRSE0001259_0053



PEN.013.1284

Pam Harper 24 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

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 nmumber of

detailed enquiriecs among ASTMS experts on this

issue and I would like to put on record my

disagreement with a mumber of the statements

made in your letter.

2. You say that there is no conclusive evidénce
that AIDS is transmitted through blood products,
1 would argue that the -evidence 1s very strong.
There ere now about twenty American haemophiliacs
with AIDS, and this figure is likely to underestimate
the risk because of the appaxently 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 circumstances where the agent or agents for
AIDS are as yet mudentlfied?

3, 1 think you are placing undue reliance on the
Regulations introduced by the U.S., Food and Drugs
Administration, These Regulations rely on the use
of interviews and questiommaires to idemtify donors
- from high risk groups; the success of this approach
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 untruthfil; half of the U.S. commercial
collection centres are in the ten southern~most
States, a quarter are located in the four States
bordering on Mexico. The companies also do not
intend to recall contaminated lots after
manufacture,

I have attached a copy of the Newsletter of the
American Assocliation of Blood Banks which makes
this point, -

4 I do not regard the situation concerming

“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 circumgstance 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

" nmon-regulated products. I think for this reasom your

Department should reconsider its rather passive
response to the meed for Regilations.

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 Fractionmation plant is substantially
under used and this seems to be being ignored by
your Department, I 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 point, 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 number of officials
of the Society. A4s far as I can establish the
Haemophilia Society would welcome Britain becoming
self-sufficient in Factor VIII., But they camnot be
expected to support a ban on American blood products
until we are self-sufficient.

PRSEO0001259_0056
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7. On the question of the hepatitis vaccine, we
have had a meeting with the agents of the :
manufacturers in this country and while we accept
that the standards of safety in the mamufacture of
this vaccine should ensure that the agent 1s not
transmitted by this means, we have a substantial
scientific problem in actually establishing this
conclusively in the absence ¢f a definite agent
having been identified, 1 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
sense. 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 Govermment are
taking to support the development of the gemetically
manipulated vaccine. .

8. I do understand that views concerning AIDS are
evolving rapidly and that it is quite 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 queries.

" Yours sincerely,

GRO-C

- s

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

Elephant and Castle,

London SE1 6BY.
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HEALTH AND
SAFETY OFHCE

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

SMcK/DPP. ' 3rd November, 1983.

Mr. P. Foster,

Pear 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. <CLlive 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. Tel: O1- N Telex No: | N
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21st November, 1983

Sheila McKechnie
Health & Safety Office
ASTMS

Whitehall Office

Dane 0'Coys Road
Bishops Stortford
Herte

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 UX 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 Society of Chemical Industry, Belgrave Square. The lunch break will

be from 12 -~ 1.30 and the meeting finishes at 4,30, The last flight back to
Edinburgh is at 7.40 (Heathrow) and I would be pleased to have a chat with

you {either lunchtime or early evening) 1f 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. Tei

SMcK/DPP. . 30th November, 1983.

Mr. Peter R. Foster,

Dear Peter,

It Tooks as if there is going to be guite 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 Office: 79 Camden Road, London NW1 9ES, Tel: 01+ elex No: -
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HEALTH AND
SAFETY OFFICE

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

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 .
Mead Office: 79 Camden Road, London NW1 9ES. Tet: 01 I 7<'x No I
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5th January, 1984

Sheila McKechnie

Health & Safety Officer
Whitehall Office

ASTMS

Dane 0'Coys Road

Bishop Stortford

Herts

Dear Sheila,

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 [or 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 Sti 6BY

Telephone or-| N

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

NWl 9ES

-

E:‘i s r\% 3 £ :m!:’{; 43
. 14

Thank you for your letter of 27 October in which yeou record a ﬁumber of areas of
disagreement with points which Ivmade in my earlier letter. &Let me deal with your
paragraphs; in numerical order.

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

circumstantial evidence is strong. 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 Administration.
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 those in the fourth. If the FDA Regulations
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!
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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 this is

not the case and that to insist on only 'regulated' 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 acguiring AIDS. Many of your members 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 haemcophiliacs, 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, wiili 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 6r 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
you with the necessary information with which to respond to your members'

queries,

Mer e g 11 s e

GRO-C

THE LORD GLENARTHUR

P g Y L Y R YA U e e T AT sawurzey AT bty YT
- - - ISR TR, AT o RS
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HEALTH AND
SAFETY OFFCE

Whitehall Office, Dane O'Coys Road, Bishops Stortford, Herts. Te': |

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: Pamela Harper

(PG~ Sheila McKechnie
Health and Safety Officer

enc

Association of Scientific, Technical and Managerial Staffs General Secretary : Clive Jenkins .
Head Office: 79 Camden Road, London NW1 9ES. Tel: 01 | e No R
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23rd January, 1984

Sheila McKechnie

Health & Safety Officer
Whitehall Office

ASTMS

Dane 0'Coys Road
Bishop Stortford

Herts

Dear Sheila,

AIDS

Many 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
vhich have been 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 non-regulated products but that the FDA regulations will not in themselves
remove the risk, at best they will only reduce the risk somewhat. I still
believe that non-USA products (using unpaid donors) 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 blood 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.

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 plams in the early 1870's.
There are deficiencies in storage for plasma 40°C), products (+40C,+
200C) 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 beyond 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 continuocusly rather than intermittently.

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.Ca

G. Craig
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! Foster

c.c. ‘Sheila:Molechnie.
“ 'H & 8 (Officer)

16 FEB 1534
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 advised that the current position at PFC'is 
as follows:- B '

1 £illing., This includes sterile filtration and
zpeptic dispensing. PEC facilities have
recently been considerably upgraded (at a cost
of over £i/4m) and the capacity is now very
substantial,

N

Packaging. The packaging department has been
relocated and exvanded over the last 18-months
and is now operating wsll below capaciuy,.

3 3torage,. We accept thah this is a real
problem. “horage racilities at FFC are.
inadecuate due to cuts imposed on bhuilding
plans in the zarly 157C's. There are
deficienciss in storate Ffor nlasma (-437CY, -
products (+4°C, » 20°C) and ary goods (22°2).
There are plans in the nipeline to buil
PrC extension to cover these ot ‘
vou give this iftenm priority, | :
relatively long term vwrolech. Ilowsver, It
should not be beyond nuaan ingenulty to pro-
vide scme temporary solution to these siorage
orok ams {(e.g. prefabricated cold stoves are
read1ly available),

b PRC_Staffing, You have not mentioned the major
problem at PFC, P¥FC can increase its ¥VIII
nroduction 3-fold without difficulity, but to
recover other blood products (e.g. albumin,
also purchased by Znglend and Wales) from this
extra plasma more staff would be required plus
a meansg of working more than an 8-hour day.

e
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HEALTH AND
SAFETY OFFCE

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

Mv. 1P 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 let 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 possibie.

GRO-C: Pamela Harper

W . 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: OV <o No:
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o W P URER

DEPARTMENT OF MEALTI & SOCIAL SECURITY
Alexander Fleming Iouse, Elephaat & Castle, Lowlon su1 68y

Telephone or- | N

From the Joint Parliomentary Under Secretary of State

PO{6)4801/5]

Clive Jenkins Ieg

General Secretary

Association of Scientific Technical
and Managerial Staffs

79 Camden Road

London NWl 985S

Thank you for your letter of 14 February in wh.on yow smases cuiiuvi mallers about
the supply of bleod plasma and the facilities at the Protein Fractionation Centre
(PFC) at Liberton, bdinburgt..

The detailed points you make about the PFC are matters for the Secretary of State
for Scotland, and I have forwarded copies of your letter and our previous
correspondence to the Scottish Office.

You raised some more general points about the supply of plasma needed for the
manufacture of blood products. In 1982, when we decided to increase UX based
production so as to make the UK self-sufficient in blood products, varicus options
in the ways of achieving the necessary production capacity were considered. It wa
decided to build a new production unit at BPL, Elstree, with a capacity to meez
the needs of England and Wales, and to have PFC, Liberton concentrate on the needs
of Scotland and Northern Ireland. The construction of the new BPL unit is now
well under way.

3

Transfusion Service to feed the new BPL unit, and Regional Health aAuthorities :
been set increased plasma production targets. I recognise this has rescurce
implications for Health Authorities in the ‘short term, but the longer term :
will benefit the whole NHS. The Secretary of State recently decided that
from the handling charges for blocd and blood derivatives supplies to non~N
hospitals should be used specifically to help fund the collection of more plasma.

GRO-C

THE LORD GLENARTHUR
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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.

Mr., P. Foster

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 Tatest 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 I

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. el ot Telex No: I
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FROM THE MINISTER FOR HEALTH AND SOCIAL W R,“( Loy ENE ] \;_._.; 3

Be
- 1

| L, ——' "T‘[_ﬁ?u
SCOTTI OrFeyce- .

WHITEHALL., LONBENSWIA™ZTAT

rerepaone: o [ IR

Clive Jenkins Esq
General Secretary
Association of Scientific, Technical and
Managerial Staffs
79 Camden Road
LONDON :
NWl 9ES /({' May 1984

.Deoq W Sedms

Simon Glenarthur has let me see copies of your correspondence with him regarding
the supply of blocd plasma in which you have raised the question of the facilities
at the Protein Fractionaticn 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,

Vs s

GRO-C

JOHN J MacKAY /

o e

F
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HEALTH AND
SAFETY OFFICE

Whitehall Office, Dane O'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
change 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 Trom blood products that are obtained
from the US, and repeating our recommendation on self-sufficiency. I 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
World Health Organization, or are they the recommendations that the Danish
government has made? It is not clear from the document itself.

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 NW19ES. Tel: O1- | Telex No [N
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