Health and Social Services Committee HSS-03-01(p.2)

Date: 7 February 2001
Venue: Committee Room 3, National Assembly for Wales
Title: The Phillips (BSE) Inquiry Report

Purpose

1. This paper and the appendices provide a summary of the issues that have been raised in the evidence
given to the Committee, draws together the evidence and suggests a framework for the Committee's
discussion.

2. The Committee' s conclusions and recommendations will be reported to the Assembly in Plenary,
prior to the debate on the implications of the Phillips report.

Terms of Reference
3. The Committee’ s terms of reference for its examination of the issues are;

"to complete an initial examination and report on key issues arising from the Phillips
(BSE) Inquiry Report, in particular:-

a. the measures in place to protect the human food chain from the effects of BSE;

b. the arrangements for caring for the victims of variant CJD; and

c. the progress of the variant CID epidemic and the way in which scientific adviceis
made available".

The Evidence
4. At its meeting on 6 December, the Committee heard from:

« Dr Roland Salmon, Communicable Disease Surveillance Centre (CDSC)
. Human BSE Foundation

« Joy Whinney, Director Food Standards Agency (Wales) (FSA)

. Dame Deirdre Hine, formerly Chief Medical Officer (Wales).



5. Following evidence received at that meeting the Chair of the Committee wrote to:
. Paul Boateng MP, Minister of State at the Home Office, about delays in holding inquests
following the deaths of vCJID victims;
. Jeff Rooker MP, Minister of State at the Department of Social Security, about fast tracking
benefits to sufferers and their families; and

« Nicole Peachey, Welsh Manager, Roya College of General Practitioners on how GPs might be
made more aware of the possibility of vCID when patients present with relevant symptoms.

6. At its meeting on 24 January the Committee took evidence from:

. Gordon McL ean, National CJD Care Co-ordinator;
. Dr Marion Lyons, Consultant in Public Health, Bro Taf Health Authority; and
. Hugh Gardner, Chair, Association of Directors of Social Services.
In ajoint session with members of the Agriculture and Rural Affairs Committee evidence was given by:
. Professor Peter Smith, Acting Chair, Spongiform Encephal opathy Advisory Committee (SEAC);
. Ann Hemingway, FSA Board Member and Chair of FSA Advisory Committee for Wales;
. Joy Whinney, FSA;
. Chris Lawson, Acting Director, Meat Hygiene Service (MHYS); and
. Tony Glacken, Society of Directors of Public Protection (Wales) (SDPPW).
Thelssues

7. To assist the Committee’ s discussions the main issues that have arisen have been identified and have
been grouped under the relevant section of the terms of reference at Appendices 1 to 3.

8. The appendices aso contain in chronological order the evidence and other information submitted to
the Committee that is relevant to that section.

Committee Secretariat

APPENDIX 1
THE ARRANGEMENTSFOR CARING FOR THE VICTIMS OF VARIANT CJD

The main issues



. theneed for early diagnosis, GP awareness;

. mechanismsto facilitate speedy joint response to care needs;

. therole of akey worker;

. accessto care budgets;

. support for families, including fast tracked access to benefits, counselling;

. further guidance for professional on diagnosis and care;

. Improving public information and understanding;

. bereavement counselling, earlier inquests and support for families post death.

| nformation and Evidence Submitted

Extract from HSS-19-00(p.6) submitted to the Committee on 8 November 2000

"11. ......we haveidentified a number of key issues arising from the Report and, in particular, from the
emergence of the variant CJD epidemic that fall squarely in the Health and Social Services Committee's
area and where action is required both now and in the future. These include:-

The care of victims of variant CJD

a. So far 85 victims of variant CID have been identified and of these 81 have died. In
Wales, there have been 4 victims of whom 3 have died. Thereis no cure for variant CID
and it has proved difficult to diagnose the disease until it iswell advanced. The CID
Surveillance Unit in Edinburgh employs a care co-ordinator who visits every victimin
order to secure appropriate care from both NHS and Social Services. There have been
difficultiesin the care of victims which the Committee will wish to note. In presenting the
Phillips Inquiry Report to Parliament, the Minister of Agriculture announced
arrangements for an enhanced care package for victims, which, aswell asimproving
physical care, would address the financial implications for dependants and families. The
detall of these arrangementsis still being worked through in discussion with the families
of victims themselves. It is recommended that the Committee invites representatives of the
Human BSE Foundation to give the victims' perspective and, also, the care co-ordinator
from the CJD Unit to explain hiswork."

Annex B to HSS-21-00(p.1) submitted to the Committee on 6 December 2000
" Diagnoses and car e of victims of variant CJD

1. Best practice guidance on healthcare for CJD patients was published in October 2000, to complement
guidance on socia care produced in 1998 by the CID Support Network in collaboration with the
Association of Directors of Social Services Professionals. The guidance draws on the experiences of
families and professional's, and represents a guide to best practice in caring for patients with all types of



CJD. It stresses the importance of a multi-disciplinary approach to care, which needs to be co-ordinated
and regularly reviewed because of the rapidity with which patients can deteriorate. The role of akey
worker is very important to ensure arange of services come together in a co-ordinated and timely way. It
is the implementation of this guidance that the Assembly is promulgating

Diagnoses and Clinical features

2. CJD isinvariably fatal. Theillness usually has a short duration after the onset of progressive
symptoms but varies according to the type of CJD. The median illness duration is approximately 3-4
monthsin classical CJD, 14 monthsin vCJD and 2-5 yearsin inherited forms. The rarity of the disease
and the lack of a simple diagnostic test mean that it is often difficult to confirm the diagnosis. Many
patients families are angry that their relatives have been given a psychiatric diagnosis and managed in a
psychiatric setting.

3. Diagnosis usually involves an intrusive and distressing process for patients and their families. It may
include: lumber puncture, EEG, CT & MRI scans, tonsil biopsy, brain biopsy and genetic testing

Carerequirements and co-ordination

4. Therarity and special features of the disease mean that local care services will need specialist support
and advice. Patients with terminal or degenerative conditions benefit from co-ordination of care and the
identification of a key worker. Partnership arrangements are the most appropriate, in the circumstances
of vCJD, asthey allow the speed and co ordination needed to respond to needs.

5. Support and advice for familiesin Walesis provided by the National CJD Case Co-ordination Project
run by the CID Support Network. From January 2000 the National CJD Surveillance Unit has employed
anational care co-ordinator to provide specialist expertise in CJD and act as an information resource for
carers and professionals. These arrangements provide detailed advice to local agencies on the likely
progression of the disease and the range of care services that may need to be put in place. They will
emphasi se the importance of appointing a key worker at the earliest stage to co-ordinate a speedy
response, tailored to meet the needs of the patients and their families.

6. The Department of Health has also given financia support to the Human BSE Foundation, a
voluntary organisation run by and for families affected by variant CJD to offer help, support and
practical advice."

HSS 21-00(min) - Extract From Minutes of Meeting on 6 December 2000

" The Arrangements for Caring for Sufferers

2.5 The Chair welcomed members of the Human BSE Foundation, all of whom had cared for family
members suffering from vCJD, and thanked them for coming to share their experiences with the



Committee.

2.6 Nigel Beavon described the onset of the disease in his wife Karen and the treatment she had
received. He outlined the difficulties he had experienced in trying to obtain support, particularly from
social services. Karen had been denied access to a community practice nurse because she was seeing a
counsellor and was told that she could not see both. Once vCJID had been diagnosed, three weeks before
his wife's death, funding for hospice care was not available because the committee that approved the
funding only met once a month and a meeting had taken place just before the application was made.
Karen had died in July and an inquest had still not been held, nor had the family received a death
certificate.

2.7 John Williams' experience had been slightly more positive and he had received more support,
particularly from his GP. His daughter Alison had been the first victim of vCJID in Wales and the biggest
difficulty he had encountered was the lack of knowledge and understanding of the disease.

2.8 Malcolm Tibbert, Chairman of the Human BSE Foundation, said that Nigel Beavon's experience
was not peculiar to Wales, but he was very disappointed that five years after the first case of vCJID had
been diagnosed such problems were still in evidence. It also highlighted the difficulty in obtaining the
necessary level of high dependency care because there were no facilities in the UK for young terminally
ill people, and alarge number of hospices accepted only cancer patients.

2.9 In discussion, members of the Human BSE Foundation made the following points:

. It wasimportant that families were given the choice of providing care at home or in a hospital or
hospice setting;

. Care packages should be tailored to meet the individual needs of the patient and carer in each
case. A general care package was not suitable as symptoms and family and domestic needs
varied.

. Therewas not perceived to be a conflict between medical confidentiality and the need to secure
good services, as the local health authority would be in possession of the victim'’s detalls.

. A fast track system for access to support, both care and financial, was essential.

. The CJD Unit in Scotland employed the only Care Co-ordinator in the UK. It was suggested that
having one based in Wales would relieve some of the pressure from him.

. Consistency of approach was essential to ensure everyone had access to the same level of care;

. It was acknowledged that health professionals were still learning about vCJID but it was felt that
information was not shared widely enough. vCJD was a problem throughout the whole of the UK
and a common information source was needed.

. The Foundation operated a helpline. They also had a website which was currently being
developed further to provide more information to those seeking advice.

2.10 Assembly members raised the following points:



. Therewas a need for achange in attitude towards provision of support to people with psychiatric
disorders, whether or not they were related to CJD;

. Effective joint working between speciaties and different tiersin the health service and between
health and social care was critical;

. General practitioners and other clinicians needed to be more aert to the early symptoms of vCJID,
and socia services more responsive to the needs of CJD patients;

. The Assembly’ s guidance for healthcare workers should be made available to anyone who might
be involved in caring for avictim of vCJD.

2.11 Dr Ruth Hall, Chief Medical Officer, said that the discussion had highlighted the need for increased
awareness and education of professionals, and she had raised the possibility of setting up a professional
network to share expertise across the UK with her colleague Chief Medical Officers. She said that
epidemiologists did not need accessto victim’s personal information, but it was essential that clinicians
had access to the best possible information. The patients and their families required comprehensive care
packages. She confirmed that the Assembly’ s guidance for healthcare workers was to be revised and
would be informed by the issues that had been raised.

2.12 The Minister thanked everyone for sharing their experiences with the Committee. She said she
realised how distressing it must have been, but hoped that the families recognised the importance the
Committee placed on taking this forward and getting it right and the important part their experiences
would play in that. There would be a UK response to the Phillips Report which Wales would feed into
and the Committee would also prepare areport to the Assembly on their findings and recommendations.
The report would include the key issues raised by the families and the lessons to be learnt from their
experiences."

Text of Letter sent by Chair of Committee to Paul Boateng MP, Deputy Home Secretary
and Minister of State at the Home Office.

"DELAYSIN CORONERS COURTS

The Health and Social Services Committee of the National Assembly is currently looking at the
implications for Wales of the Report by Lord Phillips into the emergence and identification of BSE and
vCJD and the action taken in response to it up to 20 March 1996.

The Committee’ s terms of reference include the arrangements for caring for the victims of variant CJD
and the Committee has heard from the families of victims of the disease. Among the problems
encountered by the families was a delay in the inquest on one victim who had died in July but, at the
time of the Committee meeting on 6 December, a death certificate had still not been issued because the
Inquest had not been held.

Before coming to aview on thisissue, the committee would appreciate your comments on



. thereasons why there might be such a delay and whether it is commonplace;
. Whether action should be taken to reduce delays of this length; and
. how the anguish for bereaved families can be alleviated in such circumstances.

The committee will be taking further evidence at the end of at the end of January and it would be helpful
if you could let me have your comments by Wednesday 17 January.

| am copying this letter to David Hanson, Parliamentary Under Secretary of State for Wales."
Text of Mr Boateng’s Reply

"Thank you for the letter you sent me last month about the work you are doing in considering the
implications of the report by Lord Phillips on BSE and your concern about the delay to an inquest into a
death apparently due to variant CJD.

The general position isthat just under half of all inquest cases are completed in less than three months,
with one in five cases taking more than six months. The situation has unfortunately been deteriorating in
recent years (in 1995, for example, only 10% of cases were taking longer than 6 months). The reasons
for the increasing delays in general are not entirely clear but we are monitoring these with coroners. The
main causes of delay in arranging inquests appear to be the need to await relevant reports from the
police and pathologists, and in obtaining the results of other specialist examinations or tests. Other
factors may be at work in individual cases, but we are not aware of any particular delays in cases of
variant CJD deaths.

Coroners are well aware of the need to hold inquests as soon as possible and that delays are likely to be
distressing to the families of the deceased. We are anxious to improve the service to the bereaved, and in
1999 we issued a model coroners’ court charter which includes provision for local performance data of
this nature to be set out. We have encouraged all coroners and their Councils to adapt the model charter
for local use.

| cannot comment on why the inquest has been delayed in the case you mention, but if you were to send
me further details | would be happy to make enquiries.

| am copying thisreply to David Hanson."

Text of Letter Sent by Chair of Committee to Jeff Rooker MP, Minister of State at the
Department of Social Security

"PHILLIPS REPORT ON THE EMERGENCE AND IDENTIFICATION OF BSE AND vCJD

The Health and Socia Services Committee of the National Assembly for Walesis considering the



implications of Phillips' report during the course of several meetings. Itsterms of reference are:

"to complete an initial examination and report on key issues arising from the Phillips
(BSE) Inquiry Report, in particular:-

a. the measuresin place to protect the human food chain from the effects of BSE;

b. the arrangements for caring for the victims of variant CJD; and

c. the progress of the variant CJD epidemic and the way in which scientific adviceis
made available”.

At its meeting on 6 December the Committee heard from members of the BSE Foundation, all of whom
had cared for family members suffering from vCJD. One of the mgor concerns that they passed on to
the Committee was the problems they experienced in getting advice on benefits to which they as carers,
or the victim, might be entitled and in having their claims processed quickly. As you will appreciate the
distressing nature of the disease and the problems of providing care compounded their problems.

It was suggested that, as part of the overall care package for CJD patients, there should be a fast-track to
benefits that carers could access. Before coming to aview on this, the Committee would welcome your
views on this and on the availability of advice on benefits to people who find themselves in these
unfortunate circumstances.

The committee will be taking further evidence at the end of January and it would be helpful to have your
response by 17 January.

| am copying this |etter to David Hanson, Parliamentary Under Secretary of State for Wales."

Text of reply from Hugh Bayley MP

"Thank you for your recent letter to Jeff Rooker suggesting that the Department of Social Security
(DSS) should consider whether there was any opportunity to consider afast track benefit information
and claim processing scheme for carers of CJD sufferers. Asthe DSS Minister with responsibility for
disability benefits | have been asked to reply.

| am sorry to hear that members of the BSE Foundation have experienced problems in obtaining
information and making DSS benefit claims for themselves or those they are caring for and it may help
if | describe what provisions we aready have for providing information and how the benefit system
works in circumstances such as those experienced by this group of people.

On agenera level the National Benefit Enquiry Line (BEL) isa Social Security benefit helpline for
people with disabilities, their carers and representatives. Confidential advice and information on all
Social Security benefits and how to claim them is offered and advice can also be given on Local
Authority benefits, Working Family and Disabled Persons Tax Credits and disability linked



organisations. In addition to giving advice, BEL are also able to send out an extensive range of |eaflets
and claim packs to customers.

Advisersaretrained in all Social Security benefits but the most common benefit advice is provided on
those relating to sickness and disability. However, advisers are only able to provide general advice and
have no access to persona records. Advice can also be provided to help complete certain disability
related claim packs over the telephone and advice can be given in Braille and large print if required.

Turning now to the specific position, you may be aware that entitlement to the disability benefitsis not
based on particular diagnosis but is determined by the effects that any disability has on an individuals
care needs.

The Department makes every effort to process all claims as quickly and as accurately as possible and
with the disability extra costs benefits, Attendance Allowance (AA) and Disability Living Allowance
(DLA), special procedures aready apply to people who are diagnosed as terminaly ill. Our
arrangements recognise the particular difficulties faced by people who have only a short timeto live and
such people are awarded AA or the highest rate of the care component of DLA automatically without
having to serve a qualifying period. This meansthat, if they claim straight away, they can get benefit as
soon as they have been diagnosed as being terminaly ill. The arrangements ensure that claims are dealt
with quickly and sensitively. Similar special arrangements exist in the Invalid Care Allowance Unit.
When the Invalid Care Allowance (ICA) Unit receive aclaim from the carer of adisabled person who is
terminally ill the fact isidentified at the initial processing stage. A check isthen carried out against the
AA/DLA computer systems. The ICA system is marked up accordingly and the ICA claim processed as
apriority.

When devising these specia arrangements, it was recognised that it isimpossible to determine
accurately what a person’s life expectancy may be and that is why our legislation defines a person as
terminally ill if "he suffers from a progressive disease and his death ... can reasonably be expected
within 6 months'. It isfor the decision maker —who decides individual claims—to consider, in the light
of all the evidence before him, what is the reasonable expectation.

| hope that you find this helpsto explain that whilst there are no specific rules for people suffering from
CJD because our benefits are not based on particular illnesses or diseases, special arrangements already
exist to provide afast tracked service where appropriate.”

Text of Letter sent by Chair of the Committee to the Welsh Manager of the Royal
College of General Practitioners

"PHILLIPS REPORT ON THE EMERGENCE AND IDENTIFICATION OF BSE AND vCJID

The Health and Social Services Committee is considering the implications of Phillips' report during the
course of several meetings. Itsterms of reference are:



"to complete an initial examination and report on key issues arising from the Phillips
(BSE) Inquiry Report, in particular:-

a. the measuresin place to protect the human food chain from the effects of BSE;

b. the arrangements for caring for the victims of variant CJD; and

c. the progress of the variant CJD epidemic and the way in which scientific adviceis
made available”.

At its meeting on 6 December the Committee heard from members of the BSE Foundation, all of whom
had cared for family members who had suffered from vCJD. One of the major concerns that they passed
on to the Committee was the distress caused by the difficulty in diagnosing vCJD. In the early stages of
vCJD the symptoms may be mistaken for those of psychiatric disease or dementia

The Committee would welcome the written views of the Royal College on how GPs might be made
more aware of the possibility of vCID when patients present with relevant symptoms.”

Text of the Reply from Dr Terry Davies, Chairman of the Royal College of General
Practitioners (Wales).

"Thank you for asking us to comment on the issue of BSE and vCJD.

Thisis an extremely difficult and sensitive issue to address. Currently, | suspect that some GPsin Wales
have patients they are seeing with a variety of non-specific symptoms, who could possibly, in due course
turn out to have vCJD, whilst other GPs are totally unaware of the possibility. Certainly, | have such
cases and until there is a specific and sensitive enough test to identify the condition in vivo, the
uncertainty remains. vCJD is not alone in this category of course. Many other illnesses can have alead

in period with avariety of non-specific symptoms and signs, before afirm diagnosis can be established,
including AIDS, motor neurone diseases and multiple sclerosis. The clinical reality isthat at present,
nothing can be done to treat vCJD, so it could be argued in pure academic terms, does it matter whether
the diagnosis is made early anyway? In fact, there may be a case for protecting the patient from harmful
information and the distress, caused by introducing vCJID as a possible diagnosis in these circumstances.

The situation is an extremely sensitive and difficult one to address. On the one hand, does the GP share
his or her uncertainty with the patient at an early stage and if the diagnosis of vCJID is eventually
confirmed, he or sheis safeguarded? The likelihood is that the patient will not have vCJID and
consequently, much unneeded anxiety has been caused. On the other hand, does the GP protect the
patient by keeping the possible diagnosis to him/herself and run the risk of derision, breakdown in the
vital patient/doctor relationship and even litigation if diagnosis of vCJD is eventually made? To
complicate matters further, the consequent loss of intellectual ability which isinherent in vCJID, will
make it difficult in the issue of confidentiality - with whom does the GP share his problem, the patient or
the putative carer?



The College quite rightly advocates a patient centred approach and the probable practical, though
compromise, approach, isto establish trust and be able to continue a good relationship with the patient,
whilst sharing a degree of uncertainty regarding the diagnosis, probably without being explicit, unless
directly asked. When a condition is extremely rare and not treatable, this type of approach is probably
reasonable. However, this position could change if the disease became more common or if atest for
early diagnosis and/or atreatment became available.

To explicitly answer your question about increasing GPs awareness, would be to prepare and distribute a
synopsis of vCJD, which would include symptoms and signs of the condition as well as a diagnostic/care
plan. A regular update on incidence and current thinking would also be helpful. The mechanisms are
already in place to circulate practices in Wales with important clinical data, but an occasional articlein
the medical ‘tabloids’ might also be helpful. We, as RCGP (Wales) would, I'm sure, be prepared to
assist.

Thusfar, vCJID remains an extremely rare condition and predictions of future casesin the UK arein the
range 63 to 100,000. GPs deal in probabilities, but need to be aware of possibilities.

We have not met formally as a Welsh Council since your request and the views expressed are based on
informal discussions with College colleagues.”

HSS-02-01(pla) — Paper Submitted to the Committee on 24 January 2001 by National
CJD Surveillance Unit — National Care Co-ordinator

"In February 2000 Gordon McL ean was appointed (in response to concerns regarding care issues and
CJD) asthe National CJD Care Co-ordinator based within the National CJD Disease Surveillance Unit
in Edinburgh.

Part of the co-ordinator’ s role isto offer to meet with the patient, their family, carers and health care
workers on aregular basisin order to optimise the care, as well as ensuring that access to the services
required is timely throughout the iliness. To achieve this Gordon travels to any part of the country where
his assistance is needed. He is available on an ongoing basis by telephone. He can also give information
about charitable organisations which are dedicated to helping people affected by CJD.

Asweéll asliaising closely with the Department of Health, Gordon is available as a valuable source of
information for patients, families and health care workers.

Since October 2000 a care package has been set up for people with CJID to help ensure any shortfalsin
care provision are met. Part of the role of the care co-ordinator will be to monitor the response of the
authorities providing care in order to identify areas that may require improvement.

Duties and Responsibilities of the Post




Provision of information and advice to professions and to the relatives of patients with CJD and vCJID
on anational basis.

Liaison with professionals especially the key worker/care manager caring for patients with CJD and
vCJID on anational basis.

Liaison with both the CID Support Network and the Human BSE Foundation.

Provision of information and advice on:_
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The clinical features, investigations, diagnosis and prognosis of CJD and vCJD
Co-ordination of care in and between different settings

Nursing care

Assessment and reassessment of patients and families care needs
Financial help and benefits

Counselling and emotional support

Palliative care

End of life decisions and funeral arrangements

Continuing support after the patient dies

Care package and the accessing of

Pooling health and social service funds.

Answering questions on putative areas of risk, including: social and personal contact with patients,
blood and blood products, surgical instruments and risk to other family members.

Advice and information, including that derived from the experience of the family of previous cases, on
media contacts.

Liaison with other members of staff at the National Surveillance Unit.

Participation and presentation at conference, production of journal articles and overall development of
expertise of the care of a patient with CJD and their family."

HSS-02-01(plc) - Paper Submitted to the Committee by the Association of Directors of
Social Services (Wales) on 24 January 2001

"Variant Creutzfeldt Jakob Disease - The contribution of Social Servicesto Care

" Background



It is hard to establish a clear picture about the scale of involvement by Social Services Departmentsin
Wales because of the very small number of cases. It would appear however that there has been limited
involvement to date. Thislow frequency in itself presents problems in establishing good practice and
points to the need to share experience. The guidance issued by the Chief Medical Officer provides avery
hel pful framework together with the information from the CJD Support Network. The principles of good
practice established in the care of other degenerative conditions provides a relevant foundation, for
example, in stressing the importance of good communications, co-ordination and the support that a key
worker can provide.

The most likely contact will be through a hospital-linked social worker in the Mental Health Service or
genera hospital, although referral could come from Primary Health Care Teams. A wide range of
services could be appropriate and it is likely that in most cases shared care arrangements involving both
Health and Socia Services would be appropriate, working in close co-operation with the family. The
key worker could come from Health or Socia Services and this may be influenced by whether thereis
already involvement and aworking relationship as well as availability and appropriate skills. It is
important that the family has a good working relationship with the key worker and is happy with the
arrangements.

Services

A wide range of possible involvement could occur from general advice and support which could include
provision of information and access to other support from carers services and advice on benefit
entitlement as well astrying to resolve other pressures that may be on the family. Assistance with lifting
and handling techniques, provision of specialist equipment and temporary adaptations could play a part
alongside the provision of domicillary care and respite breaks for the family with sitting services or in
specialist residential care settings. Enabling the family’ s wishes, for example, to provide care at home or
close to home in a non-hospital setting requires close collaboration to ensure a comprehensive co-
ordinated package of sufficient care.

The guidance and studies indicate the importance of support and counselling for families especially after
the death. The rapid progression and the very distressing nature of the disease for family members and
staff who also need support, is very demanding.

There are anumber of special features of the disease that pose a particular challenge for services:

. Family ambivalence at becoming engaged with Psychiatric Services because of the initial phase
of the illness with changesin personality and presence of psychiatric conditions.

. Therapid changes and decline means that there is a need for a parallel, quick and co-ordinated
response from services with regular reviews and timely changes to care arrangements. This may
lead to arapid shift in the balance of responsibility between social care and health services but
with continued joint involvement.

. Fear of strangers adds further importance to ensuring there is a small familiar care team who can



provide continuity of care.

. High mediainterest heightens the importance of confidentiality in record keeping and
communication but also support to familiesin dealing with possible enquiries or concern about
possible publicity. The sensitive political context for the condition can add suspicion and mistrust
of the response of statutory services.

. Thevery small number of cases means the scope for support from other families with the same
experience is more difficult to provide.

Conclusions

Services are at the early stage of the process of coming to terms with dealing with this condition. In this
situation it is particularly important that skills and insight is shared from those with experience. Special
efforts are going into establishing these kinds of network arrangements within Wales and the
opportunity can be taken by ADSS in its meetings to draw Directors attention to the guidance and
identifying contact points to assist Departments when new cases arise. The management of v.CJD cases
islikely to pose a particular problem for local continuing care arrangements. Use of the new flexibilities
will enable simplified and more integrated care arrangements. A significant increase in numbers would
indicate the need for more formal awareness raising and training on an all Wales basis.”

HSS-02-01(min) - Extract from minutes of meeting on 24 January 2001 (not yet ratified)

"2.1 The Chair welcomed Gordon McLean, National Co-ordinator for CJD; Dr Marion Lyons,
Consultant in Public Health at Bro Taf Health Authority and Hugh Gardner, Chairman of the
Association of Directors of Social Services (Wales) (ADSS).

2.2 In response to questions from members, Gordon McL ean made the following points:

« Support for families was improving although there was still some way to go. The level of support
and input varied from areato area, and best practice occurred in areas where health and social
services worked together.

. Thedifficulty in diagnosing variant CJD was highlighted, although techniques were improving
with the use of MRI scanners.

. Depending on the symptoms, a patient could be referred to a neurologist or psychiatrist. Referral
to aneurologist resulted in aquicker diagnosis, but symptoms could point to the involvement of a
psychiatrist. It was therefore essential that information on the symptoms and nature of the disease
be widely disseminated

. Familiesfelt unsupported until a diagnosis had been made.

. The provision of a key worker who remained with the victim and family throughout the iliness
was vital.

. Post-bereavement counselling and care varied from areato area but ideally should be
automatically available if the family required it.

. AsCJID was not a notifiable disease under statute, the CID Surveillance Unit relied on



notification from a neurologist of a suspected case. Following this, aresearcher from the Unit
would visit the family and carry out a questionnaire. Then, if the family so wished, the Care Co-
ordinator would become involved. Thiswould take place within two weeks of the Unit being
made aware of a suspected case.

. Themain differences between caring for CJID victims and other degenerative ilinesses were the
much younger age group affected by CJD and the rapidity of the disease.

. The pooling of funds between health and socia services was important.

. At the moment, the main role of the CID Surveillance Unit was disseminating information to
professionalsinvolved in caring for patients and their families, although it was envisaged that, as
more time became available, this would be widened to include other groups.

. Thedifficulty in getting a hospice place for a patient with a neurological disease was highlighted
and it was suggested that there was an imbal ance between funding and provision for cancer
patients and funding for neurological patients.

. Accessto MRI scans varied across the country. A fast track system that enabled immediate
referral of a suspected patient was needed.

2.3 Dr Marion Lyons said:

. Because of the low level of incidence it was highly unlikely that a GP would see a case during his/
her career but the possibility should always be considered as part of differential diagnosis.

. All GPswould have received a copy of the Assembly’s guidance for healthcare workers and
work was ongoing within health authorities to prepare local plans to implement this, although
ralsing awareness should be an ongoing process.

. The early symptoms of the disease could mimic many other conditions so it was often difficult
for a GP to decide where to refer the patient.

. Inher opinion, a Welsh standard for care would be developed in time but each case would have
different needs. The ground rule should always be joined-up service provision.

. Because CJD was not a notifiable disease it was possible that the health authority might not be
aware of acasein its area and this could contribute to patients not receiving the best care
available. (Dr Ruth Hall said that it was not simply a question of adding CJD to the statutory list
of notifiable diseases - where notification allowed action such as contact-tracing, sensitivity to
the confidentiality of avictim’'sidentity wasvital.)

. Whilst early mis-diagnosis in the elderly was possible, as the full range of symptoms presented,
CJD would normally be identified.

2.4 Hugh Gardner:

. Acknowledged that, due to the rapid progression of the disease, some authorities might be seen as
slow in responding to patient needs. He therefore believed that CID should be treated as a special
category with priority for response.

. Therewasalot of experience of joint working to deliver care for people with degenerative
conditions.

. Thereview of continuing care arrangements should be a priority in implementing the joint



flexibilities, and care for victims of CJD needed to be included. Pooled funding arrangements and
lead commissioning could also have arole.

. The concept of akey worker was established where multiple contributions were necessary to the
package of care. It waslikely that the key worker would not be a budget holder and accessing
funds needed further consideration.

. Within the ADSS, the need to share best practice and learn from others was recognised and
Improvement was being made.

. There had been progress in joint working including with other agencies in both the hospital
setting and primary care.

2.5 The Chair thanked everyone for their contributions. She asked that the Committee be provided with
further information on access to MRI scanners, availability of hospice facilities and details of a pilot
project operated in Y orkshire which enabled the families of victims of Huntingdon'’s disease to manage
the budget provided for their care.”

APPENDI X 2

THE MEASURESIN PLACE TO PROTECT THE HUMAN FOOD CHAIN FROM THE
EFFECTS OF BSE;

TheMain I ssues

. Theeffectiveness of FSA;

. Thecontrol of imported meat and meat products - labelling etc from within the EU and el sewhere;

. Theenforcement of controls of imported meat and meat products from within the EU and
elsewhere;

. The effectiveness and enforcement of the 30 month rule;

. Therole and effectiveness of local authority public protection officers;

The Evidence

Extract from HSS-19-00(p6) submitted to the Committee on 8 November 2000

"11. ......we have identified a number of key issues arising from the Report and, in particular, from the
emergence of the variant CJD epidemic that fall squarely in the Health and Social Services Committee's
area and where action is required both now and in the future. Theseinclude:- ...............

.....Measures to Protect the Human Food Chain




b. The vesting of the UK Food Standards Agency in April 2000, as an independent
Department to assure food safety, has been amajor reform. The FSA has specific
reporting arrangements to the National Assembly and also has an Advisory Committee for
Wales appointed by the Assembly. The Report points up difficulties in communication
between Government Departments which the creation of the UK Agency with direct
reporting lines to both UK Government and the devolved authorities should overcome. It
IS important to note that the Agency is committed to operating openly and transparently. It
Is recommended that the FSA be invited to explain to the Committee theway it is
approaching its work."

HSS 21-00(min) - Extract From Minutes of Meeting on 6 December

"2.13 Joy Whinney, Director for Wales, Food Standards Agency (FSA), gave abrief background to the
establishment of the FSA and the measures in place to protect public health (see Annex A). She said that
one of the most important lessons to be learnt from the Phillips Report was the need to end the culture of
secrecy that had existed. The FSA’s core values were to put the consumer first and be open and
accessible. One of the FSA’sfirst tasks had been to review BSE controls and it would not be
recommending any immediate changes. It would be recommending a ban on recycling blood, gelatine
and tallow and that research was needed to develop rapid diagnostic tests for BSE in abattoirs. A report
of the recommendations would be published before Christmas.

2.14 In response to questions from members, Joy Whinney gave the following responses:

« Setting up the FSA would not mean there would never be another emergency but it would be
handled in an open and transparent way;

. Any advice to Ministers or information passed on to the public should be based on scientific
evidence.

. The FSA wasreviewing its research programme and how it set its research priorities. It would
ensure proper co-ordination between research funding bodies, and commission research to fill
gaps.

. The FSA had inherited its research budget from the Ministry of Agriculture, Fisheries and Food
(MAFF) and the Department of Health (DoH). There was aso BSE research being funded by
MAFF and ajoint funding group.

. The FSA had access to arange of experts to provide advice on food safety issues, including the
Spongiform Encephal opothy Advisory Committee (SEAC), and it also had a number of scientists
on its Board.

. Largely, the same standards applied to imported foods as those produced in the UK and the
European Commission Food and Veterinary Office carried out regular checksin EU countries. It
recognised that there could never be 100% certainty about the control in other countries, but it
was also the case that there could not be 100% certainty that standards were adhered to in Britain.
The important issue was making enough information available to allow the consumer to make an
informed choice and the FSA were pressing for better country of origin labelling.



. It was accepted that the public might have suspicions that standards were not applied as
rigorously in other countries but the FSA carried out inspections of imported foods and any
problems were thoroughly investigated.

. The FSA was considering the provision of epidemiological research and advice in its
consideration of the Phillips Report. It was stressed that much closer relationships existed with
the Public Health Laboratory Service (PHLS) than had previously been in place.

. The commitment of local authority officers was recognised. More control was being given to
local authorities and this was subject to regular review. An accountability framework had been
drawn up with local authoritiesto set out more clearly what the FSA expected them to providein
terms of food safety and standards. A report on the achievement of these standards would be
publicly available and the FSA would work with local authorities to address any areas of concern.

. The UK coverage of the FSA ensured consistent risk assessment across the UK.

. The FSA intended to produce a database of establishments that had broken the law in terms of
food safety.

. It wasimportant to make the public aware of the FSA and itsrole and responsibilities.”

HSS 21-00(min) - Extract From Minutes of Meeting on 6 December- Annex A
"FEED CONTROLS
Basisof UK feed controls

The aim of the feed ban isto eliminate the incorporation of potentially infective material into feed for
ruminants. If there is no other significant route of infection, this measure alone would eventually
eradicate BSE from UK cattle.

Feed controls since 1988

In the UK aban on feeding ruminant protein to ruminants was originally introduced in 1988. However,
cattle born after this date continued to be affected by BSE. It is thought that thiswas, at least in part,
because of cross contamination of ruminant rations from other livestock feeds.

Since June 1994, the EU has prohibited the feeding of mammalian protein to ruminant speciesin all
member states including the UK. Our UK feed controls were extended in March 1996, on the advice of
SEAC, to prohibit the feeding of all mammalian MBM to all farmed livestock, in order to avoid any
possibility of its getting into feeds for ruminants. From 1 August 1996, the possession of mammalian
MBM was banned from farms and feed premises. A feed recall scheme was conduced to ensure that
residual stocks were removed from farms. It is believed that from this date the feed controls in the UK
became fully effective.

EU-wide controls



The Agriculture Council of 4-5 December 2000 concluded that there should be atemporary ban on the
feeding of meat and bonemeal to farm animals from 1 January 2001.

Monitoring and enfor cement

To monitor compliance with the feed controls, the Government has in pace a feed sampling programme.
This programme, conducted by the SV S since February 1996, takes around 20,000 samples annually,
and includes around 3,000 premises. Each positive or inconclusive result is followed up with afull
investigation.

Over Thirty Month Cattle Slaughter Rule (OTM rule)
Therule

The OTM rule, with some exceptions, prohibits the sale of meat for human consumption from cattle
aged over 30 months at slaughter. It isimplemented by the Fresh Meat (Beef Controls)(No2)
Regulations 1996, which came into force on 1 September 1996. The Regulations continued a provision
made earlier that year which made it an offence to sell over age bovine animals slaughtered on or after
29 March 1996.

At the time of itsintroduction, the Rule used the number of an animal’ s teeth as an approximate
physiological means to determine age.

On 21 September 1997, the Animal By-Products (Identification) (Amendment) Regulations 1997
tightened the controls by requiring that beef shall be treated as a by-product (not sold for human
consumption) if the animal from which it came has been shown to be more than 30 months old at the
time of slaughter forhuman consumption.

From 1 January 1999, the Cattle Identification Regulations 1998 have required all 30 month and
younger cattle to have a passport. Since then, older animals have been excluded from the food chain
either because the cattle passport showed them to be over 30 moths of age at slaughter or because they
lacked a passport.

Basisfor therule

The rule was introduced after the SEAC had considered 10 cases of Creutzfeldt-Jakob Disease and
concluded, in March 1996, that a previously unrecognised and consistent disease pattern had been
identified. SEAC advised in a statement on 20 March 1996, to prevent further exposure to thisrisk, that
carcasses from cattle aged over 30 months must be deboned in licensed plants supervised by the MHS,
and the trimmings must be classified as Specified Bovine Offals"

It proved impractical to implement the deboning recommendation and so it was decided that, with some



exceptions, meat from both home-killed and imported animals aged over 30 months at slaughter should
be prevented from being sold for human consumption.

Exemptions are for specialist beef herds registered with the Beef Assurance Scheme, which may be sold
for consumption at up to 42 months of age, and meat imported from 14 countries that traditionally
supplied the UK and in which thereis no history of BSE.

Planned EU-wide controls

At the Agriculture Council of 4-5 December, new EU-wide controls were agreed. The measures include
aban on cattle over thirty months old entering the food chain unless they have tested negative for BSE.
Member states also agreed to speed up moves to implement comprehensive labelling for beef and beef
products.

Specified Risk Material (SRM)
What arethe controls?

The current controls on SRM are laid down in the Specified Risk Material Regulations 1997 (as
amended) and the Specified Risk Material Order 1997, which came into force on 1 January 1998. The
essential purpose of thislegislation isto ensure that SRM is excluded from the human food and animal
feed chains and cannot be used for any other purpose which might put human or animal health at risk.

SRM isthose tissues of cattle sheep and goats which are known to, or might potentially, harbour
detectable BSE infectivity in infected animals. Since the controls on SRM were first introduced(in 1989
in respect of cattle and in 1996 in respect of sheep and goats) they have been regularly reviewed and
strengthened on the basis of developing scientific evidence.

Controlsin respect of food

The rules prohibit the sale of SRM, or any food containing SRM, for human consumption. They also
prohibit the use of SRM, or sale of SRM for use, in the preparation of food for human consumption.

Under fresh meat hygiene rules, animals for sale for food must be slaughtered in alicensed
slaughterhouse, al the SRM must be removed as soon asit is reasonably practicable after slaughter, be
stained blue and consigned to approved premises for disposal.

The SRM rules also provide that mechanically recovered meat (MRM) may be produced only in
premises which have been registered with the FSA and prohibit MRM production from ruminant
vertebral column.

Controlsin respect of animal feed



Asfor food, the rules prohibit the use of SRM, or sale of SRM for use, in the preparation of any feeding
stuff and the sale of SRM, or any feeding stuff containing SRM, for feeding to any creature.

Basisfor the controls

The controls are based on advice from the Spongiform Encephal opathy Advisory Committee (SEAC).
Tissues in which BSE infectivity in cattle has been found are covered by the SRM rules except for bone
and dorsal root ganglia. The Beef Bones Regulations 1997, which prohibited the sale of bone-in-beef to
the ultimate consumer and the use of bone-in-beef in the preparation of any food for sale direct to the
consumer, were intended to protect public health from the risk from those tissues. The controls on bone-
in beef were lifted from 17 December 1999, except in relation to bones for manufacturing food products.

The controls on sheep and goats were introduced | ater, when concern about the possibility that BSE
might have been transmitted to sheep began to emerge. They are precautionary, as no evidence that BSE
is present in the national flock has yet been found, and are considered to represent the minimum
measures which should prudently be taken against that risk. It is, however, recognised that, if evidence
that BSE was present in commercial sheep were to be found, these risk reduction controls would not be
sufficient.

EU wide controls

A Commission Decision on EU-wide SRM controls has been adopted, requiring all member states to
remove and dispose of SRM with effect from 1 October 2000. Before the introduction of EU-wide
measures, a number of member states had national SRM controlsin place. The UK amended its previous
national rules to conform with the EU Decision from 1 October 2000.

New measures announced following the Agriculture Council on 4/5 December will require al bovine
intestines to be classified as specified risk material and therefore be removed at slaughter.

[France has deferred implementing its unilateral ban on sale of beef on the backbone - T-bone steak -
pending further assessment of the risk by the EU's Scientific Steering Committee.]

Enforcement

The SRM controls are supervised and enforced in licensed premises by the Meat Hygiene Service
(MHS) an Executive Agency of the FSA. Supervision includes "a detailed final inspection of every
carcass before it is stamped to ensure that after completion of dressing all visible traces of spinal cord
have been removed from the spinal canal together with any debris that might obscure the spinal cord and
there is no visible evidence of contamination by SRM on any part of the carcass.”

In all other premises which handle SRM, the controls are enforced by local authorities.



In addition, the State V eterinary Service carries out regular unannounced independent audit visits to all
premises which handle SRM to monitor the extent of compliance with the controls and to monitor MHS
enforcement. The results of the SV S audit, which are published in the monthly BSE enforcement
bulletin, indicate a high level of compliance in all types of premises. In slaughterhouses only avery few
breaches of the rulesrelate to afailure to properly remove SRM from a carcass destined for human
consumption (4 in 1999)."

Two Extracts From HSS-02-01(p.1) Paper Submitted to the Committee on 24 January
2001

" Protection of the Human Food Chain

10. Representatives of the FSA will be able to discuss further the measures now in place to protect the
human food chain from BSE. The Agency published its Review of BSE Controls on 20 December and
thisis available on the FSA website www.bsereview.org.uk . The Agency has provided a separate paper
to aid members. A representative of the Society of Directors of Public Protection Waleswill be ableto
discussthe role of local authority Environmental Health Officers in enforcing the regulations designed
to protect consumers. This session will be taken jointly with the Agriculture and Rural Development
Committee."

"Annex A
BSE

Maria Eagle: To ask the Minister of Agriculture, Fisheries and Food what action heistaking to
implement the recommendations of the BSE inquiry report. [142346].

Mr Nick Brown: | intend to publish at the end of January the Government’s interim response to the
report. Lord Phillips findings go to the heart of what is good governance, including properly informed
policy-making; joined-up Government; best use of advisory committees and expert advice; timely
decision-taking; a consistent and proportionate approach to risk management and precaution-especially
when dealing with uncertainty; and effective implementation of policy decisions. The report’s
conclusions also emphasise the need for openness and better communication with the public about
scientific knowledge and risk to inform consumer choice.

The interim response will focus on actions already taken on these key themes, as well as addressing how
we will deal with the 160 plus detailed lessons that the report identifies. It will form the basis of
consultations and discussions, enabling all those interested to contribute to the final response that the
Government will make later next year.


http://www.bsereview.org.uk/

In my statement on 26 October, | said that | and my right hon. Friend the Secretary of State for Health
would commission an independent assessment of current scientific understanding, including emerging
findings, of the origins of the BSE epidemic. We have now asked Professor Gabriel Horn to chair this
review."

HSS-02-01(p.1e) - Paper Submitted to the Committee on 24 January by the Food
Standards Agency

"Handling

1. The FSA Board will discuss the lessons to be learned from the Report at its open meeting on 8
February, and is contributing to the Government’ s response to the Inquiry’ s findings.

2. The BSE Inquiry was set up to review the BSE story up to 20 March 1996. So all of its comments
relate to the period before the Agency was set up. We have no comments on the report’s criticisms or
otherwise of the decisions and actions taken in the period under review. Our concern isto learn the
lessons of history and try to do better in future. Questions of who did what, when, are not the concern of
the Agency. Our focusis on what we are doing now and what we shall do; we look to the Inquiry Report
to see what lessons we can learn.

3. The Phillips report identifies about 166 "lessons to be learnt”. Agency officials are studying the details
of the report to see what are the specific lessons that we, the Agency, can learn. Amongst the key issues
we clearly need to look at are openness and communication, the handling of risk and uncertainty,
effective enforcement, working with other bodies and how to make the most appropriate use of our
scientific advisory committees.

4. The creation of the Food Standards Agency as an independent body isin itself the most concrete
example of the lessons aready learnt from the epidemic. The Agency is an independent body, which
puts the interests of consumers first and is committed to working as openly as possible. However, we are
not complacent.

5. Implications of the Inquiry’ s findings are being discussed with all staff of the Agency.
Findings and L essonsto be L earned

6. There is nothing in the report to suggest that current controls are not adequate to protect the public
from the risks of BSE in cattle.

7. The report emphasi ses the important role of scientific advisory committees but makes a number of
comments as to how the Government should use them. The review of food safety advisory committees
earlier thisyear by Sir Robert May (assisted by the CMO England and the FSA Chairman) drew very
similar conclusions. Advisory committees should undertake/advise on risk assessment but not be asked



on risk management if they do not have the expertise to do so. In our review of the BSE controls, we
were quite clear about the distinction. SEAC and the other scientific experts were offering advice on risk
assessment, while options for risk management were being discussed by the wider stakeholder group.

8. It isthe responsibility of the Agency to formulate advice to Ministers on the best way to manage risks.
We have published a draft statement of policy on our approach to risk which we believe is entirely
consistent with the conclusions of the Inquiry; it has recently been out to consultation and we shall
reviseit if necessary.

9. Phillips lays great stress on the need to take precautionary action when the risk is uncertain, and the
need to ensure that that action is implemented and enforced effectively. This has always been the
Agency’s policy and we shall continue to apply it.

10. Thereis nothing in the Phillips report to suggest that either the remit or the composition of the
Agency isflawed.

11. We have a unigque position in government both in terms of our relationship with Ministers and the
fact that we are a UK body advising Ministersin all 4 governments. The Agency is directly accountable
to the National Assembly for Walesin respect of its activity in or on behalf of Wales and reports viathe
Minister for Health and Social Services.

12. The report says that openness is essential within government and between government and the
public. Opennessis one of our core values. the Board meets in public and we routinely publish our
advice to Ministers. The Agency is establishing ‘whistle-blowing’ procedures within the Meat Hygiene
Service and the rest of the Agency, to ensure that relevant information is not withheld at any level of the
organisation.

13. Thereport says that effective enforcement is essential to ensure food safety. The Agency now has
direct control of the Meat Hygiene Service and we not only have new legal powersin relation to L ocal
Authority enforcement but aso have developed a Framework Agreement to ensure close working with
LAsto improve both legislation and enforcement. All Welsh local authorities will be audited by the
Agency over the next three years and the resulting audit reports and action plans published.

14. The Inquiry found that the Welsh Office did not have access to all the information necessary on the
science of BSE; did not receive copies of SEAC minutes and was not able to influence the agenda of
investigation. Since devolution, the terms of reference of specialist advisory committees on food saf ety
have been widened to give them a UK-wide remit. The Agency itself advises Government in all four
countries of the UK and ensures that the four administrations receive papers from the Committees which
advise the FSA. The devolved authorities are able to request consideration of issues viathe FSA
secretariat.

15. These and other issues will be discussed in more detail when the Board meets on 8 February.



BSE CONTROLSREVIEW

1. The Agency recently carried out areview of whether the BSE controls were adequate to protect the
public, whether they were proportionate to the risk, and to look also into the future, to consider whether,
and if so under what circumstances, the controls might need to change.

2. Asthiswas one of the Agency’ sfirst major tasks, we took it as an opportunity to break with the past
and do thingsin atotally different way that emphasised our commitment to access, transparency and
evidence. The review was drafted by FSA staff supported by external advisors, who included the acting
Chairman of the Government’s Spongiform Encephal opathy Advisory Committee and other experts
from the UK and from overseas. Throughout the process, from before the first draft and through each
subsequent version of the review we exposed our findings to a group of about 30 stakeholders meeting
in public. The stakeholders were drawn from a wide cross-section of consumer groups, science, health
and veterinary professionals, government departments, the National Assembly, and the meat industry.
The public, including notably representatives of the Human BSE Foundation, participated fully in the
discussions of the stakeholder group. We aso organised a further public meeting in October and
established an interactive website which has been visited by over athird of a million people with over
2,400 copies of draft reports being downloaded. The review report was submitted to Health and
Agriculture Ministers across the UK in December and has been sent to Committee members.

3. The review dealt with the three principle control measures: the over thirty month rule, which keeps
older cattle out of the food chain; the specified risk material ban, which keeps those parts of the body
that might harbour infectivity out of the food chain; and the meat and bone meal ban, which prevents
recycling of the disease and its potential amplification to create future problems.

4. The draft report says at the outset that BSE is an areain which there is still great scientific
uncertainty. The clear consequence of thisis that whatever measures are put in place to protect the
health of the public, they are intended to manage risk in the face of uncertainty. They reducerisk to a
low level, rather than completely eliminating the risk.

5. Enforcement of control measures is the key to the protection of health. The UK is now coming to the
end of the BSE epidemic. In the year to November there had been about 1100 cases, set against atotal of
179,000 since 1986, and the figure for 2000 is about 40% of that for 1999. But even though the numbers
are declining rapidly, it must be borne in mind that we still have a higher incidence by quite along way
than other countries with BSE.

6. In light of all the uncertainties about the science of BSE, our review emphasises that the current
precautionary approach should be continued. Summary findings in relation to the mean measures are
below.

The Over Thirty Month (OTM) rule



7. The OTM ruleisthefirst line of defence. The point of the OTM ruleisto remove from the food chain
amost all the cattle that are close to developing clinical symptoms of BSE, and therefore potentially
carry infectivity. Theruleis based on the fact that clinical symptoms do not generally develop until an
animal is about 35 months old, with an average of 60 months. Thirty months was chosen as a safe,
precautionary cut-off age, and in the two years before it was introduced there had been only three cases
of clinically identified BSE in animals younger than 30 months.

8. The OTM rule does not remove all potentialy infective cattle from the food chain. That is effectively
impossible. But by setting the limit at 30 months we estimate, using the model developed by the
Wellcome Trust Centre in Oxford, that an average of 1.2 cattle close to clinical symptoms will enter the
food chain in the year 2000, out of roughly two million slaughtered for food.

SRM Controls

9. The controls on specified risk material provide the second line of defence, by removing more than
96% of the infectivity of any animal that enters the food chain. The risk material are tissues like brain,
spinal cord and intestines: tissues in which experiments have indicated the infectivity seemsto be
concentrated.

The Feed Ban

10. The feed ban is not directly aimed at protecting public health, but at eliminating or reducing the
incidence of the disease in livestock. It has been estimated that the feed ban has eliminated 90% of the
transmission of BSE. (The other 10% results from maternal transmission to calves.)

11. The BSE controls review does not recommend relaxing any of the controls in the immediate future.
Further, we suggest that the feed ban might be extended to cover all intra-species recycling, especialy to
herbivores. The feed ban also should be applied in other countries where thereisarisk of BSE, because
experience in the UK has shown that a partial feed ban (allowing meat and bone meal to be fed to pigs
and poultry) results in cross contamination from kind of livestock to another. Asaresult of decisions at
the Agriculture Council in December, such measures are now being brought in across the EU.

12. Our report al'so emphasises that the current SRM controls would be inadequate for sheep if BSE
were discovered in the national flock. At the moment we know that sheep can be given BSE under
experimental conditions, but no cases have been detected on farm. Detection, however, would not be
straightforward, partly because sheep suffer from asimilar disease, scrapie, that is apparently harmless
to human health but that has symptoms in animals that are similar to those of BSE. Thereis a possibility,
therefore, that BSE is present in sheep but is masked by the much greater incidence of scrapie. In order
to reduce uncertainty about the possibility of BSE in sheep, there needs to be a much more extensive
screening programme. This, linked with the rapid implementation of a plan to get rid of al transmissible
spongiform encephal opathies (BSE and scrapie are both TSES) from sheep, would be an important
cautionary step in enhancing consumer protection.



13. Quite apart from ensuring that current procedures are as good as they can be for protecting human
health, the BSE control review has shown many direct benefits. In addition to greater transparency of the
process of decision making, and ownership of the conclusions by most (if not all) of the stakeholders,
the direct debate among stakeholders has benefited from the additional challenge to assumptions that has
come from the public. Our ability to communicate risk and uncertainty through public discussion has
also improved the level of debate.”

HSS-02-01(p1f) - Paper Submitted to the Committee on 24 January by the Society of
Directors of Public Protection in Wales

1. " Background

1.1 Local Government reorganisation in 1996 generally brought together the Environmental Health and
Trading Standards services into new Public Protection departments within the Unitary Authorities.

1.2 The professional representation of each prior to reorganisation was through separate Chief Officer
groups. These groups came together to form the Society of Directors with representation from each of
the twenty two Councilsin Wales.

1.3 The purpose of the Society isto provide advice and guidance to each local authority, assist with the
production of uniform policies and procedures, be areservoir of expertise to respond to consultation
documents and advise the local government association in Wales. The society is also heavily committed
to the public health agenda and partnership working, a clear example of thisis the Collaboration of
Health and Environment, a partnership with other key playersin the health field. Local authorities have
aregulatory enforcement role to play in respect of Trading Standards and Environmental Health
functions, especially with regard to animal health and welfare. This enforcement responsibility is
complemented by offering advice on legal requirements to the agricultural sector.

1.4 Many councils have adopted the Enforcement Concordat agreed by central and local government and
promoted by the Cabinet Office. The concordat details what businesses and others, who have to comply
with the regulations, can expect and advocates the establishment of transparent and clear policies of
enforcement to ensure alevel playing field is created for business operators including the agriculture
sector.

1.5 The introduction of Best Value, as part of the local government modernisation agendais a
commitment to ensuring the councils are responsive to the changing needs and expectations of local
people. It aims to ensure that councils consistently meet challenging performance targets and that
services are effective and efficient.

1.6 Best Value also requires that elected members and local authority employees continuously review
and improve a council’ s performance, both in terms of quality and value for money and also publish



comparative data on their performance.

1.7 The Loca Government Benchmarking Reference Centre in Pembrokeshire has been assisting Local
Authoritiesin Wales in benchmarking elements of the Trading Standards and Environmental Health
services, including food safety and animal health and welfare functions. This study has included process
benchmarking, the promotion of best practice guides, and assistance in the development of |ocal
performance indicators.

1.8 The Local Authorities Co-ordinating body on Food and Trading Standards (LACOTS) has pioneered
the Home Authority principle, where Authorities prioritise surveillance of the practices and policies of
businesses based in their area. It aims to prevent infringements by offering advice and guidance at
source, in order to maintain high standards of public protection, and enables businesses to reduce
compliance costs and implement the law in a spirit of consultation rather than confrontation. Good
enforcement practices are also effective in minimising duplication and reducing public expenditure.

1.9 Theissues above are intended to give an understanding of the infrastructure of the Society and the
professions it represents and its preparedness to respond to threats to public health.

2. The Role of Local Government and BSE

2.1 Essentially the controls, which fall to local authorities to enforce are principally the responsibility of
either Trading Standards or Environmental Health Officers. These generally lie within two areas:-

Food Safety
Animal Health & Welfare.

2.2 Food Safety legidlation, principally Food Safety Act 1990 is enforced to:-

. prevent food poisoning

. ensurefood is safe

provide proper information to consumers
. protect public health

2.3 Animal Health and welfare legislation is enforced to:

. prevent, control and eradicate animal disease;
. protect the welfare of animals on agricultural holdings, in transit and at markets;
. safeguard human health from transmitted disease.

2.4 The concerns of BSE have been around for almost ten years and EH and TS professionals have been
enforcing relevant legislation within their responsibility during thus period. However the changing
attitude by successive Governments to enforcement has not always made the role easy. Furthermore the



sometimes conflicting approaches by Government departments has created confusion and uncertainty for
local authority enforcement.

2.5 The advent of the Food Standards Agency (FSA) in relation to more recent concerns about BSE have
meant a single body co-ordinating controls centrally, a situation welcomed and endorsed by enforcement
officers.

2.6 Guidance has been issued by the FSA to all local authorities in Wales directing them to undertake
detailed checks on all premises where imported meat is offered for sale. Thiswork has been undertaken,
in adiligent manner, by all local authorities and indeed monitoring forms have now been issued by the
FSA to record the work undertaken to date. Thereis also arecognition by the FSA that this unfunded
extrawork requirement will have an adverse effect on other targeted work.

2.7 Local authorities are last in the chain of information and action and consequently there are some
practical difficulties historically and currently:-

. Legidation issued for local authorities to enforce in response to matters such as BSE often create
local enforcement problems because the practical implications have not always been addressed.
A casein point isthe Beef on the Bone Regulations, which were ailmost impossible to enforce.,

. Food Safety legislation applied across the UK but because of devolution brought in at different
times, again often creates enforcement problems particularly for border authorities dealing with
small businesses whose premise may be in both England and Wales yet less than amile apart.
The same issue occurs across Wales with National Multiple retailers. The Butchers Licensing
Regulations is another case in point, implemented in Scotland and England some months ago but
only in Wales from the end of December.

. Thereisalack of clarity about the controls applicable to the Intervention Board, which supplies
beef in the UK. Clear guidance needs to be issued to local authorities to ensure there are no
lacunas in the controls.

. Correspondence initially issued by the FSA was not always consistent across the UK requiring,
particularly Welsh Local Authorities, to seek further clarification.

3. Controls Enforced by Local Authorities

3.1 Farmers have to keep detailed records of bovine animal identification, their movements, and births,
to satisfy the requirements of the Cattle |dentification Regulations 1998; the Sheep and Goats (Records,
| dentification and Movement) Order 1996; and the Pigs (Records, Identification and Movement) Order
1995. Keeping accurate bovine recordsis essential to ensure the traceability of animals, to enhance
confidence in the beef industry and to qualify for subsidy payments under the various schemes. The
crucial importance of traceability has also been highlighted by the measures taken to control Bovine



Spongiform Encephal opathy, including the Selective Cull Scheme and verifying that animals are under
30 months of age and can enter the food chain. The cattle passports required for animals born or
imported after 1 July 996 have assisted in this process.

3.2 Farm visitsincluding checks on flock and herd records are usually carried out by local authority
inspectors as part of acomprehensive animal health check.

3.3 The contact by Environmental Health Departments with the agricultural industry can involve
virtually all the public health controls enforced by local authorities, including pollution control, general
public health, health and safety/licensing and food hygiene.

3.4 Local authorities also have responsibilities for food safety/inspection, although this area has
undergone major change, as already stated, with the formation of the Food Standards Agency.

3.5 Theintroduction of the Hazard Analysis Critical Control Point (HACCP) principlesinto the
Inspection process of food premises has incorporated training and advice being given to all butchersin
the production of this essential food safety management documentation. All "butchers' which includes
farm sales of unwrapped raw meat, operating in the principality should now have such documented
systems. Environmental Health Officers also inspect small scale turkey slaughtering at Christmas, where
the Food Safety [ General Food Hygiene] Regulations 1995 are enforced.

3.6 Private kills by farmersis a matter for local authority enforcement but is currently subject to some
uncertainty and further advice is awaited from the FSA.

3.7 Various Acts supplemented by Regulations, control the quality, marking and sampling of those
products used to produce human foods. Local Authorities have a duty to enforce the 1970 Agriculture
Act and do so by the taking of samples and submitting them for analysis. Samples can aso be taken
following a complaint made by purchasers.

3.8 Fertilisers and feeding stuffs are analysed to ensure that the prescribed information, referred to as the
Statutory Statement, is correct within certain tolerances. Where samples are found to be outside the
prescribed limits of error, and are to the prejudice of the purchaser, enforcement action is taken by the
Authority, which may include prosecution of the producer concerned.

3.9 Local authorities also enforce the Feedings Stuffs (establishment and Intermediaries) Regulations
1998. The Regulations implement Council Directive 95/69 laying down the conditions and arrangements
for approving and registering certain establishments and intermediaries in the animal feed sector.

3.10 The Regulations made under the Food Safety Act 1990 require records to be kept to enable farmers
to ensure that withdrawal periods for animal medicines are observed. In addition the Regulations
prohibit the sale, possession or administration to animals of specified unauthorised substances and
prohibit the possession, slaughter or processing of the meat of animals intended for human consumption



which contains, or which have been administered with such unauthorised substances. They also prohibit
the sale or supply for slaughter of animalsif the appropriate withdrawal period has not expired and
generally prohibit the supply for slaughter, or the sale, of animals or the sale of animal products which
contain unauthorised substances or an excess of authorised substances.

3.11 Trading Standards Officers deal with the labelling of food and its composition. Increased consumer
awareness has led to demands for more product information to enable reasoned choices to be made.
Recent legislation has included the labelling of food produced by genetic modification, and the labelling
of fresh and frozen beef. The Food L abelling (Amendment) Regulations 1999 provide for the
enforcement of the EC Regulation and penalties for non-compliance. Any new GM Foods would need
approval under the EC Novel Foods Regulation 258/97, which include labelling requirements. In
introducing the requirements for catering and other appropriate premises, the Regulations provide
flexibility in the way that the information is made available and allowed a six-month lead-in time for
businesses in order to reprint menus.

3.12 The Beef Labelling Scheme is intended to give consumers accurate information about the beef they
buy so traceability is akey requirement of the scheme. Under the scheme any retailer giving consumers
anything more than basic information about beef must get prior approval and have in place arrangements
to guarantee that the beef iswhat the label say it is. A community-wide system of compulsory beef
labelling has been agreed by the EU Agriculture Council. Thiswill ensure that beef described as being
of British origin iswhat it purports to be and that beef originating elsewhere is clearly labelled as such.

It islikely that this agreement will come into force in September 2000, subject to approval by the
European Parliament.

4. Conclusion

4.1 Local authorities are keen to work in partnership with the FSA in ensuring public health is protected
and the relationship with FSA Wales is generally developing well and with confidence. However
enforcement officers are dependent upon quality, accurate and timely information from Government and
its advisorsif they are to be effective at alocal level. Therefore there should be no overlap in
communication, roles should be clearly defined and legislation must be capable of effective enforcement
if consumer confidence isto be built and maintained.

Report Author : Allan Davies, Chairman of the Society of Directors for Public Protection Wales."
HSS-02-01(min) - Extract from minutes of meeting on 24 January 2001 (not yet ratified)

" Food Standards Agency (FSA), Meat Hygiene Service (MHS), Society of Directorsof Public
Protection (Wales) (SoDPPW).

4.6 The following responses were given to points and questions raised by members:



4.7 Joy Whinney said that the same standards on the safety of food imports applied across the European
Union (EU). The safeguards existed, but the Agency recognised that enforcement was not
straightforward. The Food and Veterinary Office of the European Commission checked standards and
enforcement in approved premises across the EU and in third countries exporting to the EU. The FSA
operated within the EU framework.

4.8 The FSA had recommended banning the recycling of gelatine in feeds, but the use of gelatinein
animal medicines was being looked at with the industry. Most of the gelatine imported into the UK was
derived from pigs or fish. She undertook to provide further information on the sources of imported
gelatine.

4.9 Tony Edwards said that the ban on fishmeal for animal feed in the EU arose from concerns that
fishmeal had been contaminated by ruminant meat and bonemeal, and not because of concern about fish.

4.10 Ann Hemingway explained that the FSA had inherited a portfolio of research work from the
Ministry of Agriculture Fisheries and Food. It was reviewing this portfolio and current contracts, with a
view to filling gaps. The underlying principle was to protect the interests of the consumer. It was a
public review and there would be consultation on the contract process. Research on BSE was not
confined to the UK.

4.11 The FSA was independent and non-political. It would ensure a wide research data base and advice
from across the spectrum would be available to inform judgements. The Agency was determined to
retain its independence and to use its powers to bring issues into the public arena. There would be a
public meeting with stakeholdersin Wales shortly to elicit feedback on the Agency’s performance.

4.12 Joy Whinney said that the FSA was reviewing the burdens of regulation on small businesses
including abbattoirs. The Agency was required to act in a manner proportionate to the risk, hence would
not be over-regulatory, but consumer safety came first.

4.13 She said that the beef labelling regulations required country of slaughter labelling of imported beef.
Thiswould be extended across the EU in 2002 to require the country of rearing to be specified on labels.
The chair of the FSA had written to commissioner Byrne pressing for the extension of labelling of the
country of origin to be extended to all meats/meat products.

4.14 Chris Lawson said the MHS had been established in 1995 and had been complimented in Lord
Phillips's report on the improvements that it had secured. It was continually auditing and tightening
controls on UK abattoirs.

4.15 Tony Glacken said that the Port Health Authorities, which were not al local authority controlled,
could check documentation accompanying imports. Local authorities also undertook sampling and
checks.



4.16 Joy Whinney said that the FSA monitored the incidence of BSE in al countries and provided
current information on the Internet.

4.17 She said that local authorities played an essential role in ensuring food safety. The National
Assembly had made additional funding available through the Revenue Support Grant for continued
improvements in local authorities’ food standards work under a new FSA Framework agreement, but
this was unhypothecated. The FSA did not have any information on local authorities' actual spend, but
would be auditing local authorities’ work in this area over three years. Audit reports and action plans
would be published. The Chair of the Committee welcomed this devel opment.

4.18 Tony Glacken said that the different structures of local authorities' public health work would make
it difficult to disaggregate expenditure and compare performance. SODPPW welcomed the increased
focus on food safety, but this was only one of local government’ s statutory functions. There was an
argument that food standards should be brought into the health and well-being element of the
Assembly’s policy agreements with local government.

4.19 Asked whether the FSA would have made a difference to handling if it had been in existence at the
height of the BSE epidemic, Ann Hemmingway said that the FSA’ s open agenda would have brought
the issues into the open. The FSA board had not yet discussed the Phillips report but it was embracing
Lord Phillips' s recommendations.

4.20 Chris Lawson said that the over 30-month rule did not prohibit the import of beef from cattle over
that age. It only banned its sale for human consumption. It could be imported for pet food. The rule was
difficult to enforce. It was impossible to assess the age of meat off the bone, and possible to assess the
age of meat on the bone at the extremes, ie to say whether it was from very young or very old animals.
The importer was responsible for ensuring that the ban was not contravened. This was done through
documentation. The MHS carried out checks at the eventual destination, not at the port of entry. The
indications from MHS and local authority checks were that there was a high level of compliance.”

APPENDIX 3

THE PROGRESS OF THE VARIANT CJD EPIDEMIC AND THE WAY IN WHICH
SCIENTIFIC ADVICE ISMADE AVAILABLE

Main | ssues

« Tracking the trends of the disease in humans and cattle;

. Thevalue of autopsies,

« Therelationship between The National Assembly professionals, National Assembly Ministers,
Whitehall, SEAC, the FSA and other sources of scientific advice.



I nfor mation and Evidence Submitted
HSS-19-00(p6) Extract from Paper Submitted to the Committee on 8 November 2000

"11. ......we have identified a number of key issues arising from the Report and, in particular, from the
emergence of the variant CJD epidemic that fall squarely in the Health and Social Services Committee's
area and where action is required both now and in the future. These include:-

........... The progress of the epidemic and the role of expert advice

a. UK Departments and the Devolved Administrations receive independent expert advice
from the Spongiform Encephal opathy Advisory Committee (SEAC). The Committee
advises on the need for research, the implications of new findings, the need for new
precautions and the expected progress of the epidemic. SEAC gave evidence to the
National Assembly beef on the bone inquiry and it is suggested that they are again invited
to attend in order to explain the current position on variant CJD."

HSS-21-00(pl) Extract from Paper Submitted to the Committee on 6 December 2000

" Annex A
Progress of the variant CJD epidemic and theway in which it istracked

Introduction

1. Variant CJD wasfirst reported in 1996. Theinitial 3 cases were diagnosed in 1995 but the possible
association with BSE was not made until 1996. The association is now accepted; BSE and vCJD are
caused by the same infecting protein (prion).

Definite and probable casesin the UK

2. Thetable below gives al CJID types since 1985. The highlighted columns are for variant CID. The
total for 2000 currently stands at 29 when the probable diagnoses are included.



Year Referrals Sporadic latrogenic familial GSS vCJID vCJID NvCJID Total
probable  probable confirmed*
still alive  deaths

awaiting p.

m. results
1985 - 26 1 1 0 - 28
1986 - 26 0 0 0 - 26
1987 - 23 0 0 1 - 24
1988 - 22 1 1 0 - 24
1989 - 28 2 2 0 - 32
1990 53 28 5 0 0 - 33
1991 75 32 1 3 0 - 36
1992 96 43 2 5 1 - 51
1993 78 38 4 2 2 - 46
1994 116 51 1 4 3 - 59
1995 87 35 4 2 3 - 3 47
1996 134 40 4 2 4 - 10 60
1997 161 59 6 4 1 - 10 80
1998 154 63 3 3 1 - 18 88
1999 169 61 6 2 0 - - 15 83
2000* 151 30 0 1 0 4 4 21 60

* To 3 November 2000. Total number of definite and probable cases of vCJID = 85.

* including 7 probable deaths from vCJID where neuropathological confirmation will never be possible.

The next table will be published on Monday 4th December 2000.

Tracking the epidemic

3. The epidemic surveillance is co-ordinated by the CJD surveillance unit in Edinburgh. They receive
notifications (referral column above) from principally neurologists. Epidemiologists from Edinburgh
interview the relatives/doctors associated with cases and collect alarge amount of information to assist
In assessing the national picture. Figures as above are published monthly and discussed by SEAC and
other groups associated with CJD/BSE issues."

HSS-21-00(min) - Extract from Minutes of Meeting on 6 December 2000

"Nature and Progress of vCJD

2.3 The Committee welcomed Dr Roland Salmon, Director of the Communicable Disease Surveillance
Centre (CDSC) of the Public Health Laboratory Service (PHLS) in Wales.



2.4 Members asked the following questions to which Dr Salmon replied:

Q What were the early symptoms of vCJID and how did the disease manifest itself in sufferersasit
developed?

A Typically, in the first six months, systems of vCJID were extremely non-specific and predominantly
psychiatric. After approximately six months, specific signs related to the nervous system appeared, such
as clumsiness and lack of balance or co-ordination. This would be followed by the onset of dementia and
eventually the person became, frequently, bedbound, unable to walk, speak, see or hear. From the first
symptoms to the final stages could take up to three years.

Q Wasiit correct that sporadic CJD did not have such along gestation period as nvCID?

A Y es. The median length of the disease in vCJID was approximately 12 months and it was six months
before any signs were apparent. By contrast the length of illnessin sporadic CJD was frequently less
than 6 monthsin total.

Q When CJD was suspected a number of investigations were carried out (lumbar puncture, EEG, CT
scan, MRI scan, tonsil biopsy, brain biopsy and genetic testing). At what stage would this help inform
diagnosis?

A In generdl, al tests started to show as positive once aclinical diagnosis could be made. The general
view was that there was little that could be done to firm up the diagnosisin the early stages, before
clinical diagnosis.

Q Did the medical profession generally know enough to identify possible vCID?
A Dr Salmon believed that generally there was enough knowledge available but that, in specific
instances, knowledge may not be accessed and deployed at the appropriate time.

Q What resources were being deployed in developing schemes to diagnose vCJID?

A A large research programme, jointly driven by the Department of Health, Ministry of Agriculture,
Research Councils and the Wellcome Foundation, had been set up and one of their priorities was the
development of diagnostic tests.

Q Was there any evidence of the disease being masked by other diseases and not diagnosed?

A In the case of young people it was very difficult to find any evidence of under diagnosis but in older
people it could be more problematic as dementia was a common symptom. The problem was
compounded by fewer post mortem examinations.

Q Should there be more post mortems where there was a possibility of CID?
A It was felt that there was much to be learned in general from post mortems and coroners should be
encouraged to have them carried out.

Q Wasit correct that the median iliness time for classical CID, which affected the elderly, was 3 to 4



months?
A Yes.

Q The median duration for vCJID is 14 months. Was there any danger that in current procedures an
ilIness of that length could be described as classical? Was it possible to distinguish between various
forms of CID?

A It was possible to make a distinction using chronology, MRI scan and histopathology.

Q How could the public be better informed about infectious disease?

A A great deal was being done to enhance peopl€ s understanding of the science surrounding the work
of the CDSC, including collaboration with organisations like Techniquest to hold briefing sessions for
school children to explain infectious diseases.

Q Wasiit possible to confirm diagnosis of CJD without a post mortem?

A In humans there was an accepted set of criteriawhich, if fulfilled, would deem CJD as the probable
cause of death. It was more difficult in cases, such as might occur in elderly people, that did not exhibit
typical symptoms. In these cases a post mortem was necessary to identify the cause of death and to
increase knowledge, in general, of the epidemic.

Q Wasit intended to issue any guidance to clinicians to assist early diagnosis?

A It was recognised that early diagnosis was difficult, if not impossible, in practice. It was felt that
media reporting not been helpful. Given the similarity of the early symptomsto psychiatric disordersit
was not unreasonabl e for a doctor to make a psychiatric referral in the first instance, given that much
psychiatric illnessis treatable but CJID is not.

Q Given that the early perception was of psychiatric iliness, was there a case for providing public
information on the early symptoms?

A Public education campaigns were effective when there was action the public could take to improve
their health or prevent illness, athough, even then, such campaigns could have unanticipated
consequences. It was not clear that there were such specific actions in the event of CJD and much
anxiety could result among awider public. Once diagnosis had been made, however, information needed
to be made available to families as quickly as possible.

Q What research had been done on linked cases and clusters? What was the progress of the disease to
date?

A The Department of Health had issued the latest numbers of known cases of vCJD disease on 4
December. The number of definite and probable cases in the UK was 87. The number of cases this year
represented a significant advance on last year and the expectation was that it may increase further next
year. It was known beyond any reasonable doubt that the infection in humans was the same as in cattle
and cats but it was not clear how it actually got from one to the other. The investigation of clusters
would provide an opportunity to examine what might be the relevant links between cases.
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Q Was there any significance in the increase of cases this year and the fact that cases now existed
outside the UK.
A Theincrease in cases had been the subject of an article in the Lancet on 5th August. The first French

case had been reported in 1996/97. It was understood that there was no evidence that the victim had been
aregular visitor to the UK, athough alot of British offal had been exported to France during the early
1990’ s so that did not preclude alink to the UK. One of the vacuums in understanding CJD was alack

of detailed knowledge of the transmission route from cattle to humans and this made arational approach
to prevention very difficult.

Q Early on, vCJD had been portrayed as a young person’ s disease. Could it now be assumed that the
whole population was at risk?

A It was Dr Salmon'’ s opinion that the whole population was at risk and CJD was not just a young
person’ s disease, although the fact that predominantly young people had been victims of vCID might
produce some interesting insights into how it was acquired. Whilst it was clear that genetics played a
part in susceptibility to the disease, there was no reason to assume that the rest of the population would
not be susceptible.

Q What should the Assembly’ s approach be to public health and prevention?

A Dr Salmon felt that the way in which the Assembly conducted its business was encouraging, with
open Committee debate and publication of documents. However, he pointed out that many believed that
in government, generally, at all levels there was even more emphasis on information management
(something criticised by Lord Phillips) than there was in the early 1990s. He was critical of the role
played by the media in informing the public of the details of the issue so that the public could engagein
the wider debate. He also questioned the lack of effective democratic scrutiny at the time and hoped this
would no longer be the case.

Q Would the Welsh Office have been more likely to have issued a statement cautioning against the
safety of beef if there had there been an Assembly in 1990, and had the Welsh office applied good
public health principles?

A There had been a great deal of concern amongst officials in the Welsh Office at the categorical nature
of the advice being issued by Whitehall. Welsh Office advisers had considerable, relevant professional
experience. It was possible that the existence of an Assembly might have altered how the issue was
handled.

Q Concern was expressed about the protection of healthcare workers,
A The Advisory Committee on Dangerous Pathogens had |ooked at occupational protection several
times over the last ten years and had issued advice which would eliminate most of the risk.

Q Incidence of vCJID was increasing, what was the likely outcome and what was happening to rare and
sporadic forms?

A Although the incidence of Sporadic CJD had increased this was due to an increase in diagnoses
among the elderly, believed to result from better ascertainment. It did not appear that the disease was at
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substantially different levels from those known in the past. GSS (Gertsmann-Straussl er-Scheinker)
disease was predominantly genetic and only found worldwide in certain family groupings. It would
remain rare. For vCJD it was too soon to know how it would progress. Predictions were based on
mathematical models and estimates of the eventual epidemic size ranged from hundreds to hundreds of
thousands of cases. Scenarios that gave very large numbers tended to be based on mathematical models
that incorporated in their calculations long average incubation periods, which appeared, to Dr Salmon,
improbable. If so, and it was too early to relax our vigilance, the figures would, hopefully, be at the
lower end of those estimates."

"2.15 The Chair welcomed Dame Deirdre Hine, now Chairman of the Commission for Health
Improvement, to the meeting. Dame Deirdre had been Chief Medical Officer for Wales from 1990-97
and gave a brief account of the events that had taken place during that period.

2.16 In response to questions from members, Dame Deirdre made the following comments:

. It had been purely lack of evidence to challenge DOH and MAFF that had prevented her
recommending to Ministers that they make a public statement on the safety of British beef.

. With regard to the statement at Chapter 9, section 5.16 of the Philips' report, it was not normal
for the Welsh Office to endorse, or otherwise, statements made by the Chief Medical Officer in
England but it was expected that Directors of Public Health in Wales would ask and it wasin that
context that the suggestion was made not to directly endorseit.

. Therelationship with DoH had always been good and they had always been receptive to the
Welsh perspective. The DoH partnership with MAFF may have led to the different attitude over
BSE.

. It would not have been helpful to have brought the concerns into the public domain as there had
been no hard evidence to corroborate them.

. The establishment of the FSA was welcomed and it was believed that the difficulties encountered
would not have occurred in the context of the FSA, with its climate of openness.

. It was believed that the Health Professional Group asit had existed prior to the Hart report had
been an extremely valuable source of multi-disciplinary support and advice and consideration
should be given to restoring it.

. The public health approach was very important, as was having a sufficient cadre of trained public
health professionals to safeguard the health of the people of Wales.

2.17 The Minister thanked Dame Deirdre for sharing her experiences and views with the Committee."
Extract From HSS-02-01(p.1) Submitted to the Committee on 24 January 2001
"Annex A

BSE



Maria Eagle: To ask the Minister of Agriculture, Fisheries and Food what action heistaking to
implement the recommendations of the BSE inquiry report. [142346].

Mr Nick Brown: | intend to publish at the end of January the Government’ s interim response to the
report. Lord Phillips' findings go to the heart of what is good governance, including properly informed
policy-making; joined-up Government; best use of advisory committees and expert advice; timely
decision-taking; a consistent and proportionate approach to risk management and precaution-especially
when dealing with uncertainty; and effective implementation of policy decisions. The report’s
conclusions also emphasi se the need for openness and better communication with the public about
scientific knowledge and risk to inform consumer choice.

The interim response will focus on actions already taken on these key themes, as well as addressing how
we will deal with the 160 plus detailed lessons that the report identifies. It will form the basis of
consultations and discussions, enabling all those interested to contribute to the final response that the
Government will make later next year.

In my statement on 26 October, | said that | and my right hon. Friend the Secretary of State for Health
would commission an independent assessment of current scientific understanding, including emerging
findings, of the origins of the BSE epidemic. We have now asked Professor Gabriel Horn to chair this
review."

HSS-02-01(pld) - Paper Submitted to the Committee by the Spongiform
Encephal opathyAdvisory Committee on 24 January 2001

"1. Before the establishment of the devolved administrations in the United Kingdom, SEAC’ srole was
to provide advice to the Ministry of Agriculture, Fisheries and Food, the Department of Health and the
then territorial Departments. SEAC’ s terms of reference have now been amended and are as follows:

‘To provide scientifically based advice to the Ministry of Agriculture, Fisheries and Food,
the Department of Health, their counterpartsin Northern Ireland and devolved
administrations and the Food Standards Agency on matters relating to spongiform
encephal opathies, taking account of the remits of other bodies with related
responsibilities.’

2. The SEAC secretariat is provided jointly by MAFF, the Department of Health and the Food Standards
Agency. Although there are no specific Welsh representatives on SEAC or its secretariat, officials from
the National Assembly attend meetings of the committee as observers, receive papers and are involved
in its administrative procedures, such as the appointment of new members. The same istrue for the
Devolved Administrations in Scotland and Northern Ireland.

3. The new terms of reference enable the National Assembly to request advice direct from SEAC if this
Is appropriate, without consulting Government Departments in London first. In practice, though, it is



likely that most matters considered by SEAC will have application to the whole of Great Britain or the
United Kingdom rather than to the constituent countries.”

HSS-02-01(min) - Extract from minutes of meeting on 24 January 2001 (not yet ratified)

"4.4 In response to questions from members, Professor Peter Smith, Acting Chair of SEAC, made the
following points:

« SEAC had no financial resources other than the expenses needed to run the Committee, but did
have substantial resourcesin terms of scientific expertise. The Committee was able to secure
money for itswork and could commission risk assessments with resources provided by
sponsoring departments.

. SEAC was an independent Committee of experts and all new appointments followed the Nolan
procedures. Members were appointed for their expertise and some members were from outside
the UK. The Committee’ s advice was made public and members were asked to declare any
commercial or other interest prior to taking part in discussions.

. TheFood Standards Agency (FSA) was represented at meetings.

. Thedevolved administrations were able to seek advice from the Committee and observe at
meetings, although most of the issues addressed were of relevance across the UK.

. The Phillips Report related to the period up to March 1996 and substantial changesin
membership had taken place since that time, there was more expertise in epidemiology.

. The cause of thefirst case of BSE was not known but the most probable explanation for the BSE
epidemic was the feeding of infected cattle material to cattle.

. It wasbelieved that maternal transmission was the only route of infection since the ban on
feeding bovine meat and bone meal to cattle in August 1996. The incidence of BSE had declined
since 1992 to 1000 cases. All but one of these had been infected prior to 1996. If the number of
new cases increased significantly it would disprove this theory.

« Current estimates of the risk to humans ranged from 100 new cases of vCJD to over 100,000.
Thiswas based on a number of uncertain assumptions, for example it was not known what the
critical dose was for a human to become infected and what the average incubation period of the
disease was.

. It was estimated that last year one animal in the final year of the incubation period of BSE
entered the food chain, this year it would be less. All the material where it was thought infectivity
was concentrated was removed from those animals. The only remaining risk was dorsal root
ganglia

. Although it was circumstantial, the evidence that BSE and vCJID were caused by the same agent
was extremely strong. A lot of work had been undertaken to identify the strain typing and they
were virtually indistinguishable. How the agent got from cattle to humans was less clear. 1t had
not been possible to work out the definitive route of transmission, although eating infected beef
was the most plausible explanation.

. CJD could be contracted in other ways, such as use of infected growth hormones, but this was not
the same as vCJD and there was no known cases of vCJD having been contracted from growth
hormones.



. There had been concern about BSE in other species. Concern remained about sheep, as it was
known that sheep had been fed the same infected material as cattle. However, strain typing of
scrapie in sheep indicated that it was not caused by the same infective agent as BSE in cattle.
Research was, however, continuing and specified risk material controls were in place for sheep.

. It was considered extremely unlikely that organophosphates had contributed to the BSE epidemic.

. Itwas believed that the risk of BSE infecting the food chain had been reduced to alow level in
the UK athough concern remained about other European countries.

« Itwas known that sporadic CJD could be transmitted from person to person through
contaminated surgical instruments. Whilst there was no direct evidence to suggest that vCJID was
also transmissible from person to person, it was a potential risk that needed to be addressed.

4.5 When asked about the difficulties experienced by the Welsh Office in obtaining scientific advice
outlined in the Phillips Report, Dr Ruth Hall, Chief Medical Officer, said that the right of the devolved
administrations to access to advice had been built into SEAC’ s terms of reference and she and her
colleagues had already made use of this. She was content that a framework was in place that would
enable her to seek advice as necessary and that full co-operation would be forthcoming."
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