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spending plans.
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The Health and Community Care Committee

25 October 2000

Winter Bed Planning

1. Introduction

The purpose of this report is to provide a background to the discussion with the
Minister for Health and Community Care to take place at the meeting on the
provisions being made to deal with the winter bed situation in Scottish hospitals.

2. Background

At the meeting on 12 January 2000 the Committee considered the pressures on
beds being experienced by Scottish hospitals and in particular the pressures
being caused due to the increased numbers of influenza cases during Winter
1999/2000.

It was agreed at this meeting to invite the Minister to appear before the
Committee later in the year to report on plans being made to deal with any winter
bed pressures in 2000/2001.

It was also agreed to appoint Dr Richard Simpson as reporter to the Committee
to examine the issues surrounding the influenza vaccination and the impact this
would have on winter bed pressures.

3. Developments

The Scottish Executive published a report, Lessons from Winter 1999/2000,
Report of the Winter Performance Group on 14 August 2000.  It is attached
(Annexe B).

The Health and Community Care Committee’s Report on the Influenza
Vaccination (13th Report 2000, SP Paper 192) was published on 5 October 2000
and a response has been requested from the Scottish Executive to the
recommendations in the report by 7 December 2000.  The recommendations
made in this report are attached (Annexe A).

4. Next Step

The Minister will be appearing before the Committee to speak to the Report of the
Winter Performance Group and to outline the provisions being put in place by the
Scottish Executive to deal with winter bed pressures.

She has also been given the opportunity to respond to the recommendations
made in the Influenza Vaccination Report.  However Members should note that
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the Scottish Executive have been asked to respond formally by 7 December
2000.

5. Recommendations

Members are asked to note this  report and its Annexes.

Jennifer Smart
Clerk
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Annexe A

Health and Community Care Committee - Report on Influenza Vaccination
13th Report 2000 (Extract)

RECOMMENDATIONS

The Committee makes the following recommendations—

Supply and Distribution

• The Management Executive of the NHS in Scotland (NHSiS) and the Common
Services Agency (CSA) should be invited to consider whether alternative
methods of production, including a state owned or jointly owned facility would be
of any advantage to the NHS in Scotland. (Paragraphs  11-25)

• The Scottish Executive in discussions with the CSA and the Health Boards
should consider alternative methods of supply particularly whether bulk
purchasing of influenza vaccine would achieve economies. (Options on
preferredsuppliers should take into account the recommendations with respect to
possible supply in the event of a pandemic). (Paragraphs 11-25)

• The Management Executive of the NHSiS, the CSA and Health Boards should
examine whether for the winter of 2001/2 alternative methods of distribution to
those currently employed would be of any advantage to the NHS in Scotland. For
the current season Primary Care Trusts should ensure that waste of stock is
minimised. (Paragraphs 11-25)

Miscellaneous

• The UK wide arrangements for the registration and quality assurance of Influenza
vaccines is satisfactory and should not be altered. (Paragraphs 11-25)

• The Scottish Executive should continue the present arrangements for policy
advice from the UK Joint Committee on Vaccination and Immunisation (UKJCVI).
(Paragraphs 11-25)

• The UKJCVI should keep under review the evidence for introducing
pneumococcal vaccination for at risk groups and those over 65 years.
(Paragraphs 99-102)

• The UKJCVI be asked to keep the role and relevance of RSV under review and
make early recommendation on a vaccine if and when it becomes available.
(Paragraphs 103-106)

Management

• Closer links should be established between SCIEH and
♦ Bed managers/winter pressure managers in all NHS  Trusts
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♦ Local health care co-operatives (LHCC).
♦ Out of hours co-operatives.

(Paragraphs 39-59)

• In the event of supply difficulties the public campaign should particularly
encourage uptake in the new target age group 65-75 and should be targeted at

♦ high-risk groups
♦ institutional groups

(Paragraphs 61-77)

• In the event of supply difficulties a modified set of target payments to GPs should
be agreed, for this year only, before the vaccination programme commences.
(Paragraphs 61-77)

• In the light of research showing low uptake of high risk groups below the age of
65 this group should now be targetted to encourage uptake of the vaccination.
(Paragraphs 61-77)

• Support should be provided for voluntary vaccination of staff in hospitals, nursing
homes and residential homes and consideration of vaccination in sheltered
housing units. (Paragraphs 61-77)
[This recommendation has already been acted upon by the Scottish Executive
see HDL (2000) 9 Influenza Immunisation Programme 2000-2001]

• Depending upon the outcome of research consideration should be given as to
whether or not influenza vaccination should be added to the list of vaccinations
and immunisations which are mandatory for health professionals. (Paragraphs
61-77)

• Consideration should be given to setting realistic collective targets for the LHCCs
with some form of incentive. (Paragraphs 61-77)

Campaign and Management Advice

• The vaccination  campaign should be both national and local and must be closely
co-ordinated into the supply and distribution of vaccine. (Paragraphs 61-77)

• The campaign should be locality specific and should involve community
pharmacies. This partnership with community pharmacists should be particularly
aimed at high risk groups with literature encouraging uptake dispensed along with
repeat prescriptions. (Paragraphs 61-77)

• There should be an earlier national publicity campaign for the self-management
of influenza symptoms with reference to advice from community pharmacists.
[These discussions should be the springboard for a full re-evaluation of the
corporate role of community pharmacists as partners in the NHSiS]. (Paragraphs
61-77)
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• The self management campaign should commence initially on a low-key basis
with increasing output tied to the early warning systems made available via
SCIEH. (Paragraphs 61-77)

• Consideration should be given to the establishment of an independent influenza
helpline or one linked through NHS Direct and/or the out-of-hours co-operatives.
(Paragraphs 61-77)

• The Scottish Executive should require the Health Boards in consultation with
Primary Care Trusts and Local Authorities (Community Care) to establish plans
for the provision of augmented community and out-of hours services in the
community in the event of an above average or epidemic level of influenza.
(Paragraphs 81-82)

Data Collection and Research

• Any Scottish equivalent to the NHS Direct helpline service should have a
surveillance reporting system built-in from the outset. (Paragraphs 37-60)

• Such a surveillance scheme should be integrated with  the out of hours co-
operatives in Scotland. (Paragraphs 37-60)

• The Scottish Executive in consultation with SCIEH/CMR*/ISD** should introduce
a laboratory based community  monitoring scheme in Scotland.      [The Scottish
Executive have reported that this is already under discussion]
*CMR =Community Morbidity Recording
**ISD = Information Services Division of the CSA
(Paragraphs 37-60)

• The Scottish Executive should "buy in" to the newly created scientific post in
England established to co-ordinate surveillance through NHS Direct rather than
creating a separate Scottish post. (Paragraphs 37-60)

• Current data collection systems should be continued by SCIEH until a new
system is fully established and can be correlated to the long-term influenza
pattern database. The new scheme should be managed by SCIEH. (Paragraphs
37-60)

• The primary care-based Continuous Morbidity Recording data system (CMR)
should be expanded to ensure adequate cover of the whole of Scotland. The
frequency of reporting should be increased to weekly for the purposes of
identifying influenza. This will provide

♦ a contemporary link with age and sex
♦ a link with other illnesses again contemporary
♦ a link which will provide the opportunity for a retrospective analysis connecting to

SMR data.
(Paragraphs 37-60)
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• The Area Health Board reporting of influenza levels should be reviewed to ensure
that they are valid. If it is not possible to validate figures for individual Board
areas then figures should not be issued. (Paragraphs 37-60)

• Research should be continued into alternative methods of vaccine production
including cell cultured vaccines, and purified neuroaminidase vaccines, improving
efficiency of vaccines with possible adjuvants and alternative routes of
administration e.g. intra-nasal.  (Paragraphs 11-25)

• Research into nasal or oral route of administration should be continued and
funding sought from the European Community for this purpose. (Paragraphs 83-
98)

• Further research should be undertaken to ensure that the antibody response is
adequate in all groups for whom vaccination is recommended. (Paragraphs 26-
36)

• Research on the minimum effective dosage of vaccine should be continued to
determine whether a monovalent 10 microgram dose would suffice at least for
first wave vaccination of all 'emergency' personnel. (Paragraphs 83-98)

• Further clarification on the efficacy of dose level in different groups of vaccinees
should be sought both in the interests of economy and in preparation for a
possible pandemic. (Paragraphs 11-25)

• A major study should be undertaken in the United Kingdom to assess the
effectiveness of mass annual vaccination of staff. This should be undertaken over
more than one year. (Paragraphs 61-80)

• Any community laboratory data surveillance system should be extended to
include RSV. (Paragraphs 103-106)

Pandemics

• The Scottish 1997 guidelines on pandemics should be up-dated to take account
of both the changes in the NHS in Scotland and the WHO phasing (1999) and
published as soon as possible.  The updated version should take into account the
lessons learned from the Hong-Kong chicken virus scare of 1997/8.  The partners
in any such update should include the STUC and the CBI (Scotland) and
representatives of the vaccine manufacturers as well as COSLA and all NHS
partners. (Paragraphs 83-98)

• Until and unless new methods of producing a vaccine are found which do not
involve eggs Ministry for Agriculture and Fisheries (MAAF) should be prepared in
an emergency to commandeer sufficient egg production to allow adequate
vaccine production. (Paragraphs 83-98)
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• Plans by the SCIEH/PHLS and others for scientific aspects of studying a
pandemic should be incorporated into any up-dated guidelines.  This should be
co-ordinated with the UK Department of Health to achieve cost efficiencies.
(Paragraphs 83-98)

• Scotland's emergency planning procedures for pandemics should be updated
locally in each Health Board area. (Paragraphs 83-98)

• Any such up-dated planning should involve not only the potential opening of
hospital emergency beds but also the utilisation of beds in residential and nursing
home accommodation.  The role of NHS Direct in Scotland and the out-of-hours
co-operatives in the event of a pandemic should be addressed.  The increasing
dispersal into small group homes of individuals with learning disability and mental
illness should be taken into account.  Also the role of carers and home care staff
in the increasing levels of support in the community should be reviewed in
considering the need for vaccination. (Paragraphs 83-98)

• Lists of inactive but available personnel in the medical, nursing, paramedical,
social services and other emergency services should be kept by the joint health
board/local authority emergency co-ordinator. These individuals should be
utilised in any early vaccination or treatment programmes(Paragraphs 83-98)

• Emergency simulation exercises should be undertaken in each health board
periodically. (Paragraphs 83-98)]

• Consideration should be given to the creation of a strategic reserve of
Amantidine*.  The proportion of such a reserve which would expire in any given
year should be used for treatment of emergency staff by the NHS in Scotland
each winter.  Alternatively consideration should be given to an emergency supply
agreement with the manufacturers of  Relenza** and  Tamiflu***.
*Amantidine is an antiviral agent inexpensive with moderate effect lifespan five
years
** *** Relenza and Tamiflu are newer antiflu agents much more expensive but will
moderate the length and intensity of influenza.
(Paragraphs 83-98)

• The role of pneumococcal vaccination and if it becomes available Respiratory
Syncitial Virus vaccine in the early warning phase of a pandemic should be
determined. (Paragraphs 83-98)]

• The dangers for the national interest, particularly in the event of a pandemic, of
having only one production unit in the UK should be reassessed. (Paragraphs 11-
25)

• Agreement be reached with UK manufacturers of vaccine on the methods of
supplying pandemic vaccine on an emergency order basis.  Alternatively
consideration should be given to the establishment of either a National
Laboratory based production unit or a joint venture production unit which is part
state owned (as in Holland). (Paragraphs 83-98).



providing research and information services to the Scottish Parliament

1

Research Note for the Health and
Community Care Committee

00/85
18 October 2000

HEPATITIS C VIRUS IN BLOOD AND BLOOD PRODUCTS

MURRAY EARLE

This Research Note provides information for the Health and Community
Care Committee on Hepatitis C infection by contaminated blood and blood
products.  It is intended to serve as background information prior to the
release of the Executive's Report on the matter.  It will also consider Petition
PE185 on the same issue.

BACKGROUND

Petition PE 185:

The petition was made by Thomas McKissock and called 'for the Scottish
Parliament [to] take the necessary steps to establish a scheme of compensation
to assist people in Scotland who have contracted Hepatitis C infection as a
consequence of infected blood transfusions.'

Petition PE45 was brought by Mr P Ferguson and called, 'for the Scottish
Parliament to hold an independent inquiry into Hepatitis C and other infections of
people with haemophilia.'  The Parliament's Public Petitions Committee met on
Tuesday 9 May 2000 and noted that, '[t]he issue is similar to that which was
addressed by petition PE45.'  The Petitions Committee agreed with the
suggestion that the Health and Community Care Committee be asked to consider
both petitions together with their response to the Executive inquiry.

Agenda item 4
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On 21 June 2000 the Health and Community Care Committee considered the
issue and the petition and sought further information on when it was established
that Hepatitis C was a problem in blood products as well as 'questions
surrounding the treatment and examination of blood and whether it was done
timeously.'1  Background information was also sought on Hepatitis infection itself,
factor VIII, the processes of screening and sterilisation of blood products, the
importation of blood and blood products and the issue of compensation.
Information was also sought on the extent to which the Executive Inquiry set out to
address these issues.

It was anticipated that this Research Note would follow the publication of an
Executive Inquiry.  However, in the absence of the release of that Report,2 much
of the above background information has now been gathered for the purposes of
this Research Note.  There have also been several Parliamentary Question on the
matter, as set out in Annex A, which should further remind members of the
background to this Research Note.

THE EXECUTIVE INQUIRY

The Inquiry set out to produce a Report on Hepatitis C and Heat Treatment of
Blood Products for Haemophiliacs in the mid 1980s.  It was undertaken following
media speculation that 'a Hepatitis C inactivated Factor VIII product had become
available in England in 1985 through the Bio Products Laboratory (BPL), whereas
it had taken until late 1987 for the Scottish National Blood Transfusion Service
(SNBTS) to produce a comparable product in Scotland.'  This led to concern that
those in Scotland were at risk for longer than they ought to have been.

The remit if the inquiry was to
1. 'examine evidence about the introduction of heat treatment in Scotland for

Factor VIII in the mid 1980s, to assess whether patients in Scotland with
haemophilia were exposed to the risks of the Hepatitis C virus longer than
they should have been, given the state of knowledge at the time' and

2. to 'examine evidence about the information given to patients with haemophilia
in the 1980s about the risks of contracting the Hepatitis C virus from blood
products.'

The Inquiry received submissions from the Haemophilia Society, the Scottish
National Blood Transfusion Service, Scottish Haemophilia Directors and the
Department of Health in England, as well as taking evidence from members of the
Haemophilia Society.

1 Dr Richard Simpson MSP at the meeting of 21 June 2000, Col. 1068.
2 The Convenor, Margaret Smith MSP at the meeting of 21 June 2000, Col. 1072.
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GLOSSARY

Before considering the substantive issues in the present debate, it might be useful
to outline some of the medical terms used in this Research Note as well as within
the forthcoming Executive Report.

Hepatitis C: a virus which was first named in the late nineteen eighties, having
previously been known as non-A and non-B Hepatitis.  This is a virus which attacks
the liver and can be transmitted by the faeco-oral route, usually in outbreaks via a
contaminated water source, or through(transfused) blood products.  It is the most
common form of blood transfusion acquired Hepatitis.  It is also transmitted through
sexual contact, though this is considered rare.  Risk factors include recent blood
transfusion, intravenous drug use or occupational exposure to blood products.
There is no specific treatment, but there is a test for Hepatitis C antibody which
indicates prior exposure.

All blood products are screened for Hepatitis C.  The risk of transmission following
transfusion is small though not absent.  Most manufactures products (such as
cryoprecipitate, which contains the Factor VIII which haemophiliacs lack) are
produced in such a way that viruses are destroyed, for example using heat
treatment..

Blood and Blood Products

Blood: Considered a circulating tissue composed of a fluid portion (plasma)) with
suspended formed elements (red blood cells, white blood cells, platelets).
Blood Products: Biopharmaceutical products purified from human blood, such as
the blood clotting factor VIII used to treat haemophiliacs  (Recombitant factor VIII is
also on the market.)

Recombinant: a cell or an individual with a new combination of genes not found
together in either parent

Hepatitis C & Factor VIII: A coagulation or clotting factor, which is missing in
haemophiliacs due to a congenital deficiency in either the amount or activity of
factor VIII.

Factor VIII deficiency: an X-linked deficiency, such that females can be carriers
and males can be haemophiliacs, it results from a deficiency of clotting factor VIII, a
protein factor that is required for normal blood clotting.  Symptoms include easy
bruising, bleeding gums and nose as wella s bleeding into muscle tissue
(haematoma) or joint space (haemoarthrosis).  Treatment includes the infusion of
factor VIII to normalise blood coagulation.  Factor VIII is also available as a
recombitant factor VIII.

Autoclaving (and the surrounding controversy): a mechanical sterilisation process
using pressure and heat or pressurised steam.

Fractionation: a term used to describe any method for separating and purifying
biological molecules.
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Following the petitions and the remit of the Executive Inquiry, this Note refers
primarily  to blood products from which Hepatitis C virus have not been removed.

THE TWO SIDES OF THE ARGUMENT

The Department of Health position

The Department of Health (UK) emphasises that the difference between blood per
se and blood products is an important one, not least because in the case of the
latter, the applicability of the Consumer Protection Act 1987 (be discussed in due
course) is undisputed.

It is also noteworthy that England has never been self-sufficient in respect of blood
products (which are plasma based, such as clotting factors [factor VIII] and
immunoglobin).  While these products are acquired from the USA, Scotland's are
acquired from USA and Germany.  The same is not true of blood itself; it is not
logistically possible to import blood because it must come from a CJD-free state.

Considering the matter of elimination of Hepatitis C from blood products,
chronology is very important.  Prior to 1985, Hepatitis C did not technically exist
and was referred to as non A and non B Hepatitis.  The spur for development of
heat treatment in the early 1980s was HIV.  At the time, different manufacturers
used different time/temperature combinations in the autoclaving / fractionation
process.  There was no particular standardisation and use was made of dry heat,
wet heat and pasteurisation.  The processes employed are is not so straight-
forward as to be able to say which is the most effective.

At the time, Bioproducts Laboratories (England) used a time/temperature
fractionation which fortuitously in-activated Hepatitis C as well as HIV.  The
Protein Fractionation Centre (Scotland), on the other hand, used a different
time/temperature combination, which turned out to be effective against HIV (the
remit at the time) but ineffective for Hepatitis C.  At that stage (1985) neither
company was actively considering Hepatitis C.

At the same time, the NHS would have been importing blood products which
would have come with a range of time/temperature combinations favoured by
different pharmaceutical multinationals.

The discovery of Hepatitis C as an entity occurred in May 1988.  Before that there
was only non A non B Hepatitis.3  The Department argued that only after that was
it feasible to develop a test, then a screening process for Hepatitis C.  This was
first available in January 1990 and various countries introduced t subsequently
(France in March 1990, US early 1990).  Thereafter a so-called 'second

3 This is backed up by the medical literature: See Tabor et al 'Additional Evidence for more than one agent of
human non-A, non-B Hepatitis.  Transmission and Passage Studies in Chimpanzees.' (1984) 24
Transfusion 224-236:
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generation' test was developed in spring 1991.  This development was necessary
due to a high proportion of both false negative and false positive results.

This screening test was introduced in the United Kingdom in September 1991,
which made the UK one of the last countries in the Western world to introduce any
test at all.  Should it come to that, the question for any court will be at what point
should the UK [health authorities] have introduced a test for Hepatitis C?

Not all aspects of this position are agreed with by the Haemophilia Sociaty.

The Haemophilia Society Position

The Haemophilia Society gave evidence to the Executive Inquiry. 4  In it the
Society argued that Scots manufactured blood products were not inactivated
against Hepatitis C until after those manufactured in England were inactivated.
This would appear to accord with the Department of Health position.  These
products were not fully in use in Scotland until 1988.

While the Department of Health would argue that because Hepatitis C did not
exist as such, there was therefore no test for it, the Haemophilia Society argues
that the test existed, but did not have a name.  This would appear to be backed by
the medical literature.  In particular, the society points to an article published in the
Lancet in 1985 which pointed to the transmission of non-A, non-B Hepatitis by
heat treated Factor VIII Concentrate.5

The society stressed the need for an independent inquiry into the issue,
expressing scepticism of the nature of the present inquiry (by the Executive into
the activities of one of its agencies,6 i.e. the Scottish National Blood Transfusion
Service, which is part of the National Health Service) and noting that 48 MSPs
have signed motion S1M 323 calling for an independent inquiry by the Scottish
Parliament.7

4 Response to the Scottish investigation into hepatitis C infection via contaminated blood within the
haemophilia community.  December 1999.

5 See Colombo et al, 'Transmission of Non-A, Non-B Hepatitis by Heat Treated Factor VIII Concentrate',
(1985 The Lancet ii: 1-4.

6  Haemophilia Society submussion paragraph 2.6
7 S1M-323 Brian Adam: Hepatitis C Inquiry—That the Parliament calls for an independent inquiry into hepatitis

C and other infections of people with haemophilia contracted from contaminated blood products in
Scotland.   Supported by: Hugh Henry, Margaret Jamieson, Ian Jenkins, Mary Scanlon, Mr John Swinney,
Ms Irene Oldfather, Mr John McAllion, Kay Ullrich, Tommy Sheridan, Alex Fergusson, Michael Russell,
Nick Johnston, Bristow Muldoon, Dorothy-Grace Elder, Dr Winnie Ewing, Richard Lochhead, Cathy
Jamieson, Lord James Douglas-Hamilton, Mrs Lyndsay McIntosh, Fiona Hyslop, Donald Gorrie, Roseanna
Cunningham, Alasdair Morgan, Colin Campbell, Michael Matheson, Patricia Ferguson, Mike Watson, Mr
Kenneth Gibson, Fergus Ewing, Karen Whitefield, Mr Brian Monteith, Mr Duncan Hamilton, Fiona McLeod,
Ben Wallace, Mr Keith Raffan, Mr David Davidson, Cathie Craigie, Kate Maclean, Shona Robison, Andrew
Wilson, Alex Neil, Trish Godman, Maureen Macmillan, Mr Kenny MacAskill, Tavish Scott, Ms Margo
MacDonald, Nicola Sturgeon, David McLetchie, Rhoda Grant, Robin Harper, Irene McGugan, Mr Gil
Paterson, Mr Adam Ingram, Phil Gallie, Janis Hughes, Mr John Munro, Mr Mike Rumbles, Pauline McNeill,
Alex Johnstone, Johann Lamont, Mr Murray Tosh, Ms Margaret Curran, David Mundell, Mr Duncan
McNeil, Christine Grahame, Dennis Canavan
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The main issues to which attention was drawn by the Society were:

• whether Scottish patients were exposed to risks longer than they ought to
have been given the extent of knowledge in the field

• why Scottish blood products were not made safe from Hepatitis C until two
years after the English equivalents

• which authority bore responsibility for decisions on importation and screening
of blood products

• it is a red herring to say that Hepatitis C was unknown, as it was known, but as
Non-A, Non-B Hepatitis

• Whether patients were given appropriate information on the risks inherent in
the use of the products in question (this was supported by anecdotal evidence
of adverse outcomes and insufficient information given to particular patients).

• The socio-economic issues surrounding infection with Hepatitis C and
haemophilia.

WESTMINSTER

The issues considered in this Research Note have also been debated at
Westminster, in both the House of Commons and the House of Lords.  Some
recent government responses germane to this Note have been appended as
Annex B.

THE ISSUE OF COMPENSATION

Petition PE185 calls on the Scottish parliament to offer compensation to those
who have contracted Hepatitis C from contaminated blood products.  This section
outlines current approaches to the issue of compensation in the medico-legal
context.

The Haemophilia Society, in its response to the Executive Inquiry pointed out that
that Hepatitis C infection causes stigmatisation, anguish, ill health, hardship and
may force sufferers to cut down on work obligations.  The Society argued that a
precedent in fact exists for financial assistance for those infected with HIV through
blood products administered as a result of NHS treatment, noting that, the
Conservative Government in 1987 accepted moral responsibility … and provided
£10 million for the Society to set up the MacFarlane Trust in 1988.8  The Society
recommended a similar regime for sufferers of HCV.

In the Scottish context, The Society strongly urges the Scottish Parliament to offer
a more equitable and just response to the tragedy the haemophilia community has
suffered by establishing a financial assistance scheme / hardship fund for those

                                                                                                                                              
.

8 Haemophilia Society Submission paragraph 4.6.
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with HCV to run alongside that available from the MacFarlane Trust to those with
HIV.9

As was pointed out in the House of Commons (see Annex B), compensation is
ordinarily paid in such circumstances only where the Health Authority or the
National Health Service has been negligent.  Other than the setting up of a trust
such as the MacFarlane Trust or the making of an ex gratia out of court payment
to claimants, there are a number of methods through which payments may be
sought

Parliament may enact legislation to that effect, similar to the Vaccine Payments
Damage Act 1979. but specific to Hepatitis C, such that recognised sufferers who
can prove a specified level of disability and an attributable cause, may receive
certain levels of compensation.

Alternatively, compensation could be sought through the courts in one of two
ways.  Claimants may allege that the Health Service was negligent in not
screening for Hepatitis C in blood products administered to sufferers.  This would
involve proving that the reasonably competent blood transfusion service would
have screened for the virus given the state of available technology and knowledge
at the time.  It also involved proving that infection with HCV was cause by the
transfusion administered by the defender.

Finally, pursuers may pursue a claim under the Consumer Protection Act 1987.
This is the method being employed in England at present.

Group Action in England10

Litigation commenced in the High Court on the 10th of October 2000, involving 112
patients who have allegedly been infected with Hepatitis C through contaminated
blood, blood products or transplanted organs in the course of medical treatment.
The case for the plaintiffs will use 6 test 'lead' cases, and will be brought against
the National Blood Authority in England and the Velindre NHS Trust in Wales.

This is one of the first cases to be brought under the Consumer Protection Act
1987 and the first group action to be brought under the 1987 Act.  It will be
contested on the basis of actual liability rather than correct implementation of a
European directive by the UK.  The case is expected to last for three months.

The Consumer Protection Act 1987 was enacted following a 1985 European
Directive on Product Liability.11  For this reason, and under the act, claims will be
made for injuries sustained after 1988.  The Act itself set up a system of strict
liability to provide compensation to those injured by defective products - in this
case human blood.  To say that the Consumer Protection Act 1987 is an
instrument of strict liability means that negligence need not be established for a

9 Ibid. paragraph 4.10.
10 See The Guardian, October 11 2000:
http://www.guardianunlimited.co.uk/Archive/Article/0,4273,4074769,00.html.
11 85/374/EEC: http://www.europa.eu.int/eur-lex/en/lif/dat/1985/en_385L0374.html.
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claim to be successful, though a causal link between the blood or blood product
used and actual injury must suffered, must be established.  It is on this point that
claimants are usually likely to encounter difficulties, though less so in the case of
blood products containing Hepatitis C.

Litigants will first have to prove that the product was 'defective', the standard for
which is that the product in question failed to meet the standard that 'persons
generally are entitled to expect'.  To answer this question, courts will ask whether
it is reasonable in the circumstances to for 'persons generally' to expect blood and
blood products to be free of Hepatitis C virus.  This will entail a judicial
consideration of the date of transfusion and infection and the state of scientific
knowledge (in screening for and elimination of Hepatitis C) at the time.

It must also be established that the transfused blood was the most likely cause of
the infection with Hepatitis C (that is, ruling out intravenous drug use and other
possible causes.  This is necessary because in Kay v Ayrshire Health Board
[1987] 2 All ER417 (HL) it was held that where there was more than one possible
cause of the injury suffered, the law could not presume in favour of the pursuer.

The Consumer Protection Act 1987, however, also incorporates a very strong
defence known as the Development Risk defence.  Section 4(1)(e) stipulates that
it will be a defence that the state of scientific and technical knowledge at the
relevant time was not such that a producer of products of the same description as
the product in question might be expected to have discovered the defect if it had
existed in his products while they were under his control … '  This is a British
defence which is to be construed in the spirit of the directive.12

This Note will be updated as the case progresses.  The date of injury will be
important to the plaintiffs in establishing that the product was defective according
to the above definition.  It will also be important to the defence case, in rebutting
the pursuer's case and, failing that, in proving that the state of the art at the time
was such that it was not possible to avoid the injury.

CONCLUSION

This Research Note has considered the issues surrounding the transmission of
Hepatitis C Virus by contaminated blood or blood products administered to
haemophiliacs.  It has sought to cover the medical and the legal angles and to
inform Members of the current state of play both north and south of the border.  It
will be updated as and when further information comes to light.

If you have any comments or questions about this Research Note, please contact Murray Earle on
extension 85377 or Murray.Earle@scottish.parliament.uk .

Research Notes are compiled for the benefit of Members of Parliament and their personal staff.
Authors are available to discuss the contents of these papers with Members and their staff but
cannot advise members of the general public.

12 See, for example, European Commission v United Kingdom (re the Product Liability Directive) [1997] All ER
(EC) 481, [1997] 3 CMLR 923  (Case C-300/95), in which the European Court of Justice held that it had not
been established that Britain's section 4(1)(e) did not conflict with Europe's Article 7(1)(e), which the former
was set to incorporate into UK law.
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Annex A

Parliamentary Questions

Fergus Ewing (Inverness East, Nairn and Lochaber) (SNP):  To ask the
Scottish Executive whether it will set up a body, similar to the MacFarlane Trust
which exists to provide help to people in the haemophilia community who incur
extra costs of living arising from HIV or AIDS as a result of having received
contaminated blood products in the UK, to provide such support for those who
have contracted Hepatitis C in the same manner.

(S1W-823)
Fergus Ewing (Inverness East, Nairn and Lochaber) (SNP):  To ask the
Scottish Executive whether it will make representations to Her Majesty’s
Government recommending that the remit of the MacFarlane Trust be extended to
allow haemophilia sufferers in Scotland inflicted with Hepatitis C as a result of
receiving contaminated blood products in the UK to benefit from the work of the
Trust.

(S1W-854)
Susan Deacon: The circumstances surrounding those who may have contracted
Hepatitis C through treatment with blood products are tragic. I have met the
Haemophilia Society to hear their concerns at first hand and officials within my
Department are making enquiries into the circumstances surrounding this issue. I
will be better placed to consider whether any further action on the part of the
Scottish Executive is indicated when these enquiries are completed.

Mr John Swinney (North Tayside) (SNP):  To ask the Scottish Executive when
heat treatment procedures were introduced in Scotland to eliminate the Hepatitis
C virus in blood products.

(S1W-839)
Susan Deacon: The question is among a number of points which I have asked
my Department to look at in relation to the safety of blood products from Hepatitis
C. I also met with the Haemophilia Society to hear their concerns at first hand.
I have noted the question and the points also raised in S1W-840, S1W-841 and
S1W-842, and these will be taken into account in the Department’s enquiries. I will
keep you informed of the outcome of these enquiries as soon as they are
completed.

Mr John Swinney (North Tayside) (SNP):  To ask the Scottish Executive what
clinical indicators among Scottish haemophilia sufferers led to the introduction of
work on heat treatment of blood products with a view to sterilising the Hepatitis C
virus.

(S1W-840)
Mr John Swinney (North Tayside) (SNP):  To ask the Scottish Executive
whether blood products carrying the risk of Hepatitis C virus transmission were still
in use in Scotland in 1987, when the use of such products was discontinued in
England and Wales in 1985.

(S1W-841)
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Mr John Swinney (North Tayside) (SNP):  To ask the Scottish Executive how
many haemophilia sufferers have been infected with the Hepatitis C virus after
receiving contaminated blood products: (a) manufactured in Scotland, and (b)
imported from abroad.

(S1W-842)
Susan Deacon: I refer the member to the answer given to S1W-839.

Mr Kenneth Gibson (Glasgow) (SNP):  To ask the Scottish Executive what
action it is taking to improve standards of care and access to treatment for
Hepatitis C positive individuals.

(S1W-1644)
Susan Deacon: It is the responsibility of health boards to assess local needs for
patients with Hepatitis C, and arrange provision of appropriate treatment and care
services. Last year, the Scottish Office commissioned the Scottish Needs
Assessment Programme to establish a working group to consider all aspects of
Hepatitis C including epidemiology, prevention, investigations, and treatment, and
to estimate future implications for the Scottish population and for service needs.
This working group is expected to report early in 2000.

Mr Kenneth Gibson (Glasgow) (SNP):  To ask the Scottish Executive what its
plans are for the introduction of treatment guidelines for patients suffering from
Hepatitis C.

(S1W-1645)
Susan Deacon: There are no plans at present to introduce national guidelines. It
is for health boards to assess the local needs for patients with Hepatitis C, and
many health boards have developed local treatment guidelines and protocols.

Mr Kenneth Gibson (Glasgow) (SNP):  To ask the Scottish Executive what its
plans are for introducing Interferon and Ribavirin combination treatment for
patients suffering from Hepatitis C.

(S1W-1646)
Susan Deacon: The Scottish Health Purchasing Information Centre (SHPIC)
published a report on Hepatitis C in September 1998. This report was updated to
include recommendations on the use of combination treatment with interferon alfa
and ribavirin and disseminated to the NHS in Scotland in February 1999. The
working group set up under The Scottish Needs Assessment Programme will be
further considering interferon alfa and ribavirin treatment. The National Institute for
Clinical Excellence in England is also to consider the issue of antiviral combination
treatment for Hepatitis C early in 2000. The conclusions of these bodies will help
to inform decisions about the provision of this treatment within the NHS in
Scotland.

Fergus Ewing (Inverness East, Nairn and Lochaber) (SNP):  To ask the
Scottish Executive what the rate of Hepatitis was in whole blood recipients at the
time haemophilia treatment with blood products factors VIII and IX was
introduced.

(S1W-2377)
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Fergus Ewing (Inverness East, Nairn and Lochaber) (SNP):  To ask the
Scottish Executive whether there were any cases of undiagnosable Hepatitis
noticed in haemophiliacs in Scotland before 1987 and, if so, how many.

(S1W-2379)
Susan Deacon: This information is not held centrally. I have noted the question
however and the points also raised in S1W-2379 and S1W-2380, and these will
be taken into account in the Department’s enquiries into the circumstances
surrounding the safety of blood products from Hepatitis C. I will keep you informed
of the outcome of my enquiries as soon as they are completed.

Fergus Ewing (Inverness East, Nairn and Lochaber) (SNP):  To ask the
Scottish Executive what is the current recorded death rate of haemophiliacs from
Hepatitis C and up to what date was that number last reviewed.

(S1W-2380)
Susan Deacon: I refer to the answer given to question S1W-2377.
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Annex B

Recent Westminster Questions germane to the present Research Note.

11.01.2000
Lord Lester of Herne Hill / Lord Hunt of Kings Heath
Whether they will publish documents relevant to the death of haemophiliacs from
Hepatitis C after being given Factor 8, referred to in the Observer on 21
November; and if not, why not. [HL 69]. - Includes ref to a letter about
manufacturing practice dated 2 May 1979 from Dr Richard Lane and a paper
written by officials on 21 December 1979 in Library.

21.12.1999
Chris Ruane:  To ask the Secretary of State for Health, how many haemophiliacs
there are infected by blood containing Hepatitis C in each health authority area. -
Including figure and fact that do not hold this information centrally for individual
health authorities.
Mr. Denham:  We do not hold this information centrally for individual health
authorities. We estimate that 4,000 people with haemophilia were infected with
Hepatitis C before blood products were virally inactivated.

16.12.1999
Paul Marsden: To ask the Secretary of State for Health, if he will compensate
those haemophiliacs infected with Hepatitis C through contaminated blood
products; and if he will make a statement.
Mr. Denham:  It remains our policy that compensation or other financial help to
patients is given only when the National Health Service has been at fault. We do
not believe we should make an exception to that general rule in the case of people
with haemophilia infected with Hepatitis C.

29.11.1999
Betty Williams: That this House is concerned for the well-being of people who
contracted Hepatitis C from contaminated blood products given to them under
NHS treatment up until the mid-1980s; regrets that to date 113 such people have
died from Hepatitis C; supports the campaign of the Haemophilia Society to obtain
financial assistance for those affected in line with assistance received by those
infected with HIV; and while recognising that the NHS was not negligent, asks the
Government to consider how these people can be helped financially to enable
them to live normal lives.

13.10.1999
RtHon Lord Morris of Manchester / Lord Hunt of Kings Heath:  What
consideration they have given to the implications of the recent disclosure that,
while processes to eliminate the Hepatitis C virus through heat-treating NHS blood
products used by patients with haemophilia were introduced in England in 1985,
this did not happen in Scotland until 1987; and whether they will now review their
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policy in relation to new financial help from patients infected with the virus by NHS
treatment and the dependants of those who have since died. [HL 4115].

10.05.1999
Roger Godsiff:  To ask the Secretary of State for Health for what reason the study
tracing people who might have contracted Hepatitis C from blood transfusions did
not also trace those people with haemophilia who contracted Hepatitis C through
blood product treatments.   [82885]
Mr. Hutton: The study to trace people who might have developed Hepatitis C
following blood transfusion focused on those who were unlikely to have remained
under clinical care and who could benefit from treatment which had then become
available. As haemophiliacs are in constant contact with their clinicians, the need
to include them in the tracing exercise did not arise as they would have already
been known to the service. It was implicit in the Hepatitis C exercise that anyone
who was concerned about their Hepatitis C virus status could request a test.

06.05.1999
Roger Godsiff: To ask the Secretary of State for Health if he will assess the
benefits of providing financial assistance schemes for people who contracted
Hepatitis C through contaminated blood products as a result of NHS treatment.
[82860]
Mr. Hutton: We carried out a thorough assessment in 1998 of whether it would be
right to introduce a special payment scheme for people infected with Hepatitis C
through National Health Service treatment. We concluded that this would not be
appropriate and that such patients should continue to obtain support through the
benefits system in the same way as other NHS patients who have suffered non
negligent harm.

30.04.1999
Geoffrey Johnson Smith: To ask the Secretary of State for Health on what
number of people with haemophilia and Hepatitis C the assumptions are based on
which his estimate of the cost of a financial assistance scheme is founded; if his
estimate of the costs of such a scheme includes amounts of money for (a)
payments for all and (b) a hardship fund; and how much he has assumed would
be applied for each; over how many years such expenditure would be spread;
what are the estimated costs in the first year; and what figure for first year start up
costs he has included in his estimate.   [80463]
Mr. Hutton: The estimate was based on approximately 3,000 people and the
overall expenditure to date on the special payment scheme for those with
haemophilia infected with HIV through national Health Service treatment with
blood products. The estimates did not include start-up costs or the costs of
managing the process.

29.04.1999
Roger Berry:  To ask the Secretary of State for Health (1) what estimate he has
made of the number of people with haemophilia infected with Hepatitis C by
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contaminated blood products who are now suffering (a) chronic liver disease and
(b) other significant health problems as a result of their infection;   [80909]
(2) what estimates he has made of the number of people with haemophilia who
were infected with Hepatitis C as a result of their NHS treatment before 1986 and
the number of these who are alive today.   [80908]
Mr. Hutton: We estimate that 4,000 people with haemophilia were infected with
Hepatitis C through their National Health Service treatment with blood products
before the introduction of viral inactivation processes in 1985. The Haemophilia
Society assesses that more than ninety patients have died. We do not have
information on the number of people with chronic liver disease or other significant
health problems, but all identified cases of Hepatitis C infection through blood or
blood products are referred to a specialist for further assessment, and drug
therapy as appropriate. We believe that 6 or 7 people with haemophilia are on the
United Kingdom Transplant Support Service Authority's list of people awaiting liver
transplants.

13.04.1999
Andrew Stunell: To ask the Secretary of State for Health what further
representations he has received on help for patients with Hepatitis C since 28
July; and if he will make a statement.   [79719]
Mr. Hutton: Since 28 July 1998, hon. Members have asked 18 Parliamentary
Questions (in addition to this one) and we have received 140 letters about help for
people infected with Hepatitis C through National Health Service treatment.

12.03.1999
Dafydd Wigley:  To ask the Secretary of State for Health if he will make a
statement on the basis of the compensation entitlement for those suffering from
(a) the AIDS virus and (b) Hepatitis C through contaminated blood products.
[75559]
Mr. Hutton: As a general rule compensation or other financial assistance is only
paid when the NHS, or individuals working in it, has been at fault. This is not the
case with infection by HIV or Hepatitis C through blood products before viral
screening tests and inactivation processes were available. An exception to this
general rule was the special payment scheme for people infected with HIV
through NHS treatment with blood or blood products. This reflected the
widespread public fear of the disease at the time, when the infection was rapidly
fatal and associated with sexual transmission.
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2. Arbuthnott Report (in private):-The Committee considered the Final Report on
the National Review of Resource Allocation for the NHS in Scotland.  The Committee
also considered comments by Dr John Forbes contained in Annexe B.  The
Committee made the following points

Calculations are difficult to assess without fuller disclosure of data and the
methodology.  The data and methodology require to be published if the application of
the formula is to be transparent.  The lack of information makes it difficult to assess
how the formula will work in practice and whether or not the formula is stable.

The work carried out in relation to deprivation is welcomed but the Committee
considered that there could be further improvements in this area especially in
relation to joint working and the application of funding to tackle public health issues.

The new adjustment for remoteness appears to make little difference.  Clarification is
required regarding the methods for calculating the adjustment.

The report should still be considered to be work in progress.  The key issues of
inequality and deprivation mentioned in Chapter 15 of the original report remain
outstanding.  There remains a need to show how monies will be spent to tackle
inequalities.

The Executive requires an effective means of holding Health Boards to account for
targeting financial resources on health inequalities.

The report still deserves the scrutiny of formal peer review.

The amount of money being redistributed remains small, a total redistribution of
around 2.2% of the level of anticipated spending on hospital and community health
services in Scotland.



(Note - Dr Richard Simpson declared an interest in relation to his sons involvement
with the CMR project)



Confidential

Summary of key points

The Final Report of the National Review of Resource Allocation for the NHS in
Scotland1

• proposes a simpler and less ambitious formula for distributing NHS funds
• reports results and skims over many key methodological issues
• employs calculations that are not easy to assess without fuller disclosure of data

and methods
• adopts a population measure that reallocates £24m of funds to Health Boards

serving populations in the Central Belt and South East Scotland (Greater
Glasgow, Lanarkshire, Forth Valley, Lothian and Borders)

• uses the Community Health Index, despite its unreliability due to list size inflation,
as the population count for a General Medical Services allocation formula

• introduces revised age and sex adjustments that have little material effect on
budget shares

• claims that for the first time the needs of deprived areas are being taken into
account in the allocation formulae for NHS financial resources in Scotland

• adjusts population shares using a new single index of morbidity and life
circumstances (the Arbuthnott Index) constructed from an equal weight average
of the standardised mortality rate for people under the age of 65, the proportion of
people over the age of 65 claiming income support and the proportion of
households with two or more deprivation indicators

• argues that due to high inter-correlations between these four indicators,
alternative weighting schemes appear to have no significant effect on the overall
value of the Arbuthnott Index

• employs the Arbuthnott Index to justify significant changes in the adjustment for
morbidity and life circumstances in Grampian and the Island Boards yet reports
very little change in Greater Glasgow and other mainland areas that have above
average levels of poverty and deprivation

• introduces a new adjustment (derived from the number of road kilometres per
1,000 population) to capture remoteness that makes little difference to the
previous adjustment for the additional costs of providing hospital and community
services in remote and rural areas

• reveals that Shetland, Orkney, Dumfries and Galloway and Grampian are the
biggest losers due to the new overall adjustment for age and sex, morbidity and
life circumstances and remoteness (Shetland moves from a 10% increase to an
increase of only 1.4%, Orkney drops from a 20% increase to an increase of 7%,
Dumfries and Galloway moves from 12 % increase to a 9% increase whereas
Grampian moves from a 9% decrease to a 13% decrease)

• suggests no significant changes for Lothian, Borders, Argyll and Clyde and
Western Isles arising from the new formula

                                                
1 Scottish Executive Fair Shares for All: Final Report.  The National Review of Resource Allocation for the
NHS in Scotland. Edinburgh:2000



• identifies Greater Glasgow, Tayside, Highland, Ayrshire and Arran, Fife,
Lanarkshire and Forth Valley as recipients of relatively greater shares compared
to those calculated using the previous scheme

• highlights Tayside (5% to 7%), Highland (7% to 10%) and Ayrshire and Arran
(2% to 4%) as the top three Boards enjoying the greatest relative increase in their
share of funds

• considers that a start should be made on applying a formula to GMS services but
is silent about implementation

• ignores the key issue of inequalities in health and health care use
• places more emphasis on real growth in expenditure rather than on the

redistribution of resources in the NHS in Scotland
• suggest a total redistribution by 2003/04 of around £100m or 2.2% of the level of

anticipated spending (£4.5b) on hospital and community health services and GP
prescribing in Scotland

RECOMMENDATIONS

The Committee recommends

Executive response (*poor   **fair    ***good   ****excellent)

that the Executive consider the development of more comprehensive formulae that
allow for the interdependence of NHSiS expenditure and the effective finance of
health policies across traditional service and agency boundaries**

that a plain language guide outlining methods and results be produced to explain any
formulae changes over time, and in view of the usefulness of the guide that all future
Executive reports be accompanied by similar short guides****

a fuller disclosure by the Executive of the strengths and weaknesses inherent in the
formulae and sharpened discussion of the limitations of the methods endorsed by
the Review**

that the current methods, including any further adjustments or revisions, be
subjected to independent peer review conducted by qualified experts drawn from
outside the Executive***

the discovery and application of more appropriate measures of the resources
required for delivery of effective health services to disadvantaged populations whose
health capabilities are not realised*

that in consistencies in the treatment of comparable areas and Health Boards be
corrected before implementation of the formulae**

that the excess cost adjustment be carefully re-examined**

that any special adjustments proposed for selected Island populations should be
used consistently across all Island communities irrespective of the current
administrative boundaries**



that until data acquisition is substantially improved and coverage becomes more
representative of the general population the corresponding formulae for Community
Health Services and General Medical Services should be deferred and not used to
set expenditure shares***

that the Executive urgently review the continuous morbidity recording data collection
system to ensure it meets the criticisms the Committee has received.  The review
should also seek to establish the existence of multiple morbidity**

that the Executive takes practical steps to ensure that the requirements of the
formulae have a proactive impact on data monitoring and updating*

that the Executive takes actin to produce a considerable reduction in the time lags
between data collection, analysis and eventual financial allocations, establishing a
group accountable for conducting analytical work with clear milestones for improving
the formulae over time and tracking successful progress towards target allocations in
an open and easily comprehensible way**

re-calculation of expenditure shares that are inclusive of the financial requirements of
putting the Acute Services Review into effect and fulfilling ongoing hospital
modernisation and service developments*

that all health policy and service initiatives are considered within the broader
financial context surrounding resource allocation*

strongly that outstanding methodological issues are resolved, the data set improved
and the scope of the allocation mechanism widened before full implementation***

that the implementation of the Arbuthnott Report be postponed until further
information and research is available and until the modifications suggested by the
Committee have been assessed and implemented***

Dr John Forbes
27 September 2000

g drive/arbuthnott/Summary by Dr John Forbes (final report – 5 October 2000)
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The Health and Community Care Committee

25 October 2000

The Food Irradiation Provisions (Scotland) Regulations 2000, (SSI 2000/309)

1. Background

The Health and Community Care Committee (H&CCC) considered The Food
Irradiation Provisions (Scotland) Regulations 2000, (SSI 2000/309) at its meeting on
27 September 2000.

In considering the instrument the Committee examined the report made by the
Subordinate Legislation Committee (SLC) to Parliament which raised a number of
points in relation to the instrument.  Both Committees expressed the view that these
issues had not been adequately answered in the response received from the Food
Standards Agency.  It was agreed at the H&CCC meeting to seek further explanation
and clarification before considering the instrument further.  The points within the
instrument that required clarification are summarised below—

• Point 1 – the defective drafting of the instrument in that it fails to identify who is to
be responsible for a breach of new regulation 6A and it fails to implement a
Community obligation by the imposition of an effective sanction for breach of this
regulation.

• Point 3 – the defective drafting of the instrument

• Point 4 – the defective drafting of the amendment as it creates an ambiguity

2. Developments

A response has been received from the Food Standards Agency (FSA) and is
attached (Annexe A).

Given that the FSA intends to bring forward an amending instrument this would meet
the points raised by the Health and Subordinate Legislation Committees’ reports.
Although the FSA says it doesn't agree with two of the SLC's points it is,
nonetheless, making changes in light of them to tighten up the drafting, which would
be satisfactory.  No motion to annul has been lodged.

3. Recommendation

That the Committee does not wish to make any recommendation in relation to the
instrument.

Jennifer Smart
Clerk

Agenda item 6

Health & Community
Care Committee

25 October 2000
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ANNEXE A

The Clerk to the Health and Community Care Committee
Scottish Parliament
Edinburgh

Dear Ms. Smart,

THE FOOD IRRADIATON PROVISIONS (SCOTLAND) REGULATIONS 2000

In its letter of 2 October, the Health and Community Care Committee indicated that it
had considered the above Instrument and that it wished to seek further explanation
and clarification of certain points before considering the instrument further. The
Committee enclosed a copy of the report made by the Subordinate Legislation
Committee on the Instrument; the Committee wished to have a response to the
following points outlined in annexe B of the report by the SLC—

Point 1 – the defective drafting of the instrument in that it fails to identify who is to be
responsible for a breach of new regulation 6A and it fails to implement a Community
obligation by the imposition of an effective sanction for breach of this regulation.

Point 3 – the defective drafting of the instrument

Point 4 – the defective drafting of the amendment as it creates an ambiguity.

The Food Standards Agency responds to these points as follows:

1. Point 1 –

The Agency has noted the SLC’s view that regulation 6A fails to identify who is
responsible for breach of these requirements. The Agency informs the Committee
that, in light of the criticisms which have been made, an opportunity has been
taken to re-consider the policy of this aspect of the Regulations and to review the
drafting. Whilst the Agency considers that the current drafting of the Regulations
is sufficient, it has been decided that an amendment will be brought forward in
the near future to make provision for failure to have the required documentation
for irradiated foods which are not to be sold to consumers or catering
establishments.

2. Point 2 –

The Agency does not consider that the drafting of the amendment creates an
ambiguity. It considers that it is clear that the requirement is that the irradiation
treatment itself must be of benefit to consumers, that treatment being for the
purpose stated. However, in view of the fact that the Agency is offering to bring
forward amendments in relation to point 1, this opportunity will be used to make it
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clear that an application must state how irradiating a given description of food for
a stated purpose will benefit consumers.

3. Point 3 –

The Agency considers that on any reasonable interpretation it is not possible to
interpret paragraph 9(2) of Part II of Schedule 1 as applying to the whole of
paragraph 9(1) as amended.  Only the second sentence of paragraph 9(1) is
qualified by the words ‘Subject to paragraph 9(2)’.  Therefore, when paragraph
9(2) is read in conjunction with paragraph 9(1), it is clear that paragraph 9(2) is
only referring to the prohibition in the second sentence of paragraph 9(1); this
interpretation is reinforced by the fact that paragraph 9(2) does not refer to
chemical treatment, which is the subject-matter of the first sentence of paragraph
9(1). However, in view of the fact that the Agency is offering to bring forward
amendments in relation to point 1, this opportunity will be used to clarify the
intention in this regard.

Yours sincerely,

for the Food Standards Agency
Date _______________


