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FOREWORD BY THE MINISTER OF STATE FOR PUBLIC HEALTH

It gives me great pleasure to present the Annual Reports for 2007 of the Medicines Act Advisory Bodies:
Commission on Human Medicines; Advisory Board on the Registration of Homoeopathic Products; the
Herbal Medicines Advisory Committee, and British Pharmacopoeia Commission, along with a record of
Members’ interests in the pharmaceutical industry and code of practice. Also included in this volume are
reports from the Independent Review Panel on the Advertising of Medicines and Independent Review
Panel for Borderline Products.

It is of particular note that the first annual reports of the Commission on Human Medicines and the Herbal
Medicines Advisory Committee are included in this publication.

On behalf of all Health Ministers | would like to thank the Chairmen and Members for their hard and

invaluable work, ensuring that the medicines we take continue to meet the highest standards of safety,
quality and efficacy.

Rt Hon Dawn Primarolo MP
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COMMISSION ON HUMAN MEDICINES
REPORT COVERING THE PERIOD
1 JANUARY 2007 TO 31 DECEMBER 2007

TERMS OF REFERENCE

1.

The Commission on Human Medicines was established in
October 2005 under section 2 of the Medicines Act 1968 (as
amended) and replaced both the Medicines Commission and
the Committee on Safety of Medicines.

The functions of the Commission on Human Medicines are:

. to advise the Health Ministers and the Licensing Authority
(LA) on matters relating to human medicinal products,
including giving advice in relation to the safety, quality and
efficacy of human medicinal products, where either the
Commission thinks it appropriate or where it is asked to
do so;

. to consider those applications that lead to LA action as
appropriate (i.e. where the LA has a statutory duty to refer
or chooses to do so);

. to consider representations made (either in writing or ata
hearing) by an applicant or by a licence or marketing
authorisation holder in certain circumstances;

i to promote the collection and investigation of information
relating to adverse reactions to human medicines for the
purposes of enabling such advice to be given.

The Commission is of course similarly involved in respect of
medicinal products to which relevant EC legislation applies.

MEMBERSHIP

3.

The Commission wishes to extend its congratulations to
Professor Martin Kendall on the award of the OBE, a well
deserved award for his long service in promoting the use of safe
and effective medicines for the population of the United Kingdom.

Commissioners details are listed at Appendix I. There are 15
Expert Advisory Groups that report to the Commission. Their
remits and membership are also listed at Appendix Il

The Commission wishes to record its gratitude and appreciation
of the valuable work of its Expert Advisory Groups and ad hoc
groups:

Anti-Infective, HIV & AIDS chaired by Dr Barbara Bannister
Biologicals & Vaccines (BVEAG), chaired by Dr Angela Thomas

Cardiovascular, Diabetes and Renal Medicines chaired by
Professor Henry Dargie

Commission on Human Medicines
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Chemistry, Pharmacy and Standards (CPSEAG), chaired by
Professor Derek Calam

Clinical Trials (CTEAG), chaired by Professor Robert Lechler
Dermatology (DEAG) chaired by Professor David Gawkrodger

Gastrointestinal & Hepatology (G&HEAG) chaired by Professor
Michael Farthing

Medicines for Women'’s Health (MWHEAG), chaired by Dr Mary
Armitage

Neurology and Pain Management (NPMEAG), chaired by Dr
Michael Donaghy

Oncology and Haematology (OHEAG), chaired by Professor John
Smyth

Paediatric Medicines (PMEAG), chaired by Professor Rosalind
Smyth

Patient Information (PIEAG), chaired by Ms Joanne Rule

Pharmacovigilance (PVEAG), chaired by Professor Munir
Pirmohamed

Psychiatry & Old Age Psychiatry (P&OAPEAG) chaired by
Professor Ken Woodhouse

Respiratory & Allergy (RAEAG), chaired by Professor Peter
Helms

Rheumatology & Immunology (R&IEAG), chaired by Professor
Stuart Ralston

Bioequivalence ad hoc group (BioEq AHG), Chaired by Professor
lan V D Weller

Pseudoephedrine ad hoc group (PseAHG), chaired by Professor
Roger Walker

The Commission wishes to record its gratitude to those members
of the External Advisory Panel who attended meetings or provided
written advice to the Commission and Expert Advisory Groups
during the course of the year. Members’ names are listed at the
end of this report in Appendix IIl.

MEETINGS

7.

The Commission held 11 meetings during the period 1 January
2007 to 31 December 2007; two day meetings were held in
February, March, June and July. One day meetings normally
lasted between five and six hours. Meetings are held at the
Medicines and Healthcare products Regulatory Agency,
Market Towers, 1 Nine Elms Lane, London SW8 5NQ.

Summary Minutes of the meetings of the Commission on
Human Medicines and its Expert Advisory Groups can be
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found on the MHRA website (www.mhra.gov.uk/Committees/
Medicinesadvisorybodies/index.htm).

9. During the year the Commission welcomed visitors from the
Czech and Taiwanese Regulatory Authorities and officials from
the Department of Health, ACPO and SOCA.

SECRETARIAT

10. The Commission’s secretariat is based at the Medicines and
Healthcare products Regulatory Agency (MHRA). Alist of the
support staff is at Appendix IV. The Commission also wishes
to place on the record its indebtedness and gratitude to the
excellent professional and administrative staff of the MHRA
concerned with the business of the Commission, with special
acknowledgement of the contribution of Mr Leslie Whitbread,
Secretary to the Commission, who heads the secretariat and
support team.

COSTS

11. Foreach meeting that they attend, Commissioners are entitled
to claim a fee of £275 per day (Chairman’s fees are £400 per
day). Inrespect of the Expert Advisory Groups, Members receive
£150 per day and Chairman £275 per day. Travel and subsistence
is also payable within Department of Health guidelines.

12. The Commission considered, and advised on, a total of 112
applications for marketing authorisations. The table below shows
the outcome for national/mutual recognition applications for new
active substances and abridged applications at first consideration
(i.e. before appeals).

FIRST CONSIDERATION BY THE COMMISSION

Commission Advice on Applications for National Marketing
Authorisations/ Mutual Recognition/ Decentralised and
Centralised Applications

_ Grant advised Grant not advised

New Active Substances 2 19

Abridged Applications 7 84

13. In addition the Commission was extensively involved in
applications made through the European centralised procedure.
Included in the total number in the table above of applications
seen by the Commission were 14 new active substances
covering 21 centralised marketing authorisations.

APPEALS

14. The Commission considered a total of 20 pre-hearings covering
45 applications. Of these, eight applications were approved
provided the product particulars were amended. Of the remaining
12 pre-hearings two received oral hearings and both applications
were rejected. The remaining pre-hearings remain outstanding.

Commission on Human Medicines
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Gadolinium containing
contrast agents - Risk of
nephrogenic systemic fibrosis

15.

The Commission considered an average of 10 applications at
each of its 11 meetings in this period, in addition to clinical trial
applications, appeals, reclassifications, pharmacovigilance data
and other matters.

CONSIDERATION OF OTHER MATTERS

16.

In addition to the consideration of applications and appeals, the
Commission also considered, and advised on, matters of medical
and pharmaceutical relevance as follows:

PROPOSALS TO EXTEND ACCESS TO MEDICINES AND MAKE
BEST USE OF PROFESSIONAL SKILLS

17.

During 2007, the Commission considered a range of further
proposals to extend patient access to medicines and to make
the best use of professional skills in offering improved services
to patients. One example included offering advice on the
introduction of independent prescribing by optometrists. An
informal Working Group of Commissioners was established to
meet with the General Optical Council (GOC), the Royal College
of Ophthalmologists and the College of Optometrists to consider
proposals in detail and to aid consideration by the full
Commission. The Commission supported the Working Group’s
recommendation that independent prescribing responsibilities
should be extended to optometrists. The Commission advised
that optometrists accredited as prescribers by the GOC should
be able to prescribe any licensed medicine (with the exception
of controlled drugs) for ocular conditions, affecting the eye and
adnexae, within the recognised area of expertise and competence
of the optometrist. That advice was accepted by Ministers.

The Commission advised the Home Office’s Advisory Council
on the Misuse of Drugs (ACMD) on proposals concerning the
prescribing of controlled drugs by Nurse Independent Prescribers
and Pharmacist Independent Prescribers and on further proposals
to expand the supply and administration of certain controlled
drugs by nurses and pharmacists under Patient Group Directions.

SAFETY OF MARKETED MEDICINES

18.

The Commission and its Pharmacovigilance Expert Advisory
Group (EAG) considered the risk of nephrogenic systemic fibrosis
(NSF) with gadolinium containing contrast agents (used to
increase contrast in Magnetic Resonance Imaging) in patients
with renal failure on a number of occasions as evidence
accumulated. The Commission advised that the risk of NSF
appeared to be different with different agents depending on their
physico-chemical properties; and that a proportionate regulatory
approach was required, with those products which carried the
highest risk being contraindicated in severe renal impairment
and those with lower risk carrying warnings about the possibility
of NSF. The advice of the Commission was put forward in
discussions at the European Pharmacovigilance Working Party
(PhVWP) and subsequently resulted in similar Europe-wide
regulatory action across the class of gadolinium containing
contrast agents. Health professionals were informed of the new
advice and emerging safety information in messages sent through
the Chief Medical Officer’s Public Health Link in February and
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Linezolid (Zyvox) - Excess
mortality compared to
vancomycin in catheter-
related infections

Telithromycin (Ketek) -
risk:benefit review

Dexamethasone and
psychiatric reactions

Rosiglitazone and
pioglitazone — balance of
risks and benefits

June 2007 and through an article in the August edition of the
bulletin Drug Safety Update. A public assessment report
summarising the basis for the Commission’s advice was added
to the MHRA website alongside questions and answers for
patients and health professionals.

The Commission and its Pharmacovigilance EAG considered
the results of a study comparing the antibiotics linezolid and
vancomycin in catheter-related infections, in which excess
mortality was seen in the linezolid-treated patients compared
with those treated with vancomycin. The Commission advised
that the mortality results in this study were unlikely to be a
chance finding. The Commission’s advice was put forward in
discussions at the European PhVWP, which agreed that the
indication for linezolid should be restricted to treatment of those
patients with blood or skin infections known to be susceptible to
linezolid. Regulatory action to this effect was taken Europe wide
in February 2007 and health professionals were informed via a
letter from the marketing authorisation (MA) holder. This was
backed up with an article in the first edition of the bulletin Drug
Safety Update in August 2007.

The Commission and its Pharmacovigilance EAG considered
an assessment of the balance of risks and benefits of the
antibiotic telithromycin (Ketek) conducted by Sweden as
rapporteur member state. This had been prompted by concerns
about reports of serious liver toxicity, worsening of myasthenia
gravis and blurred vision associated with its use. The Commission
noted that there was currently very little use of telithromycin in
the UK and advised restriction of the indications to second line
(in the case of pneumonia) or where the organism responsible
for the infection was proven to be resistant to alternative
treatments (in the cases of tonsillitis, pharyngitis and
exacerbation of bronchitis). The outcome of European
discussions was consistent with the Commission’s advice in
restriction of the less serious indications. The new prescribing
advice was communicated to health professionals by way of the
letter from the MA holder in April 2007 and via an article in Drug
Safety Update.

The Commission considered the risk of psychiatric reactions
with systemic steroids following the suicide of a 16 year-old
who had been treated with dexamethasone following surgery to
remove a brain tumour. The Commission advised that the risk of
psychiatric reactions with steroids was an established one,
however there was scope for a more detailed description of the
risks in product information, including recommendations that
healthcare professionals should warn patients and carers about
the risk of psychiatric adverse effects. An article on this issue
was published in Drug Safety Update and the British National
Formulary (BNF) was amended accordingly. The Commission’s
Expert Advisory Group on Patient Information advised on an
update to the patient leaflet to communicate the risk of psychiatric
adverse reactions with dexamethasone more effectively.

A Europe-wide review of the risks and benefits of rosiglitazone
and pioglitazone, which are used in the treatment of Type Il
diabetes, was completed in October 2007. This review had been
initiated following concern about cardiovascular adverse effects

Commission on Human Medicines
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Risks and benefits of epoetins
in renal and oncology
indications

Lumiracoxib (Prexige) and
liver toxicity

Suspension of the marketing
authorisation for aprotinin
(Trasylol)

and increased fracture risk. Advice from the Commission informed
the UK position during EU discussions. The Commission
concluded that the balance of risks and benefits of the glitazones
remained positive; however the rosiglitazone Summary of Product
Characteristics (SPC) should be updated to include warnings
about use in patients with current ischaemic heart disease and
to clarify the circumstances under which concurrent use of insulin
(previously a contraindication for rosiglitazone due to an increased
risk of cardiac failure) could be considered. A press release was
issued by the European Medicines Agency (the EMEA) following
this decision. An article to inform UK health professionals of the
latest position was published in the December 2007 edition of
Drug Safety Update and the risk:benefit of glitazones remains
under review as evidence accrues.

The Commission considered assessments of the balance of risks
and benefits of epoetins which are used to treat anaemia in
renal failure patients and chemotherapy induced anaemia in
cancer patients. This followed concern about their cardiovascular
safety when used in renal failure patients and concern about a
possible adverse impact on progression free survival and survival
in cancer patients. Their advice was put forward in discussions
atthe EMEA in July 2007. The final outcome of these discussions
was consistent with the advice from the Commission i.e. to
maintain haemoglobin in a target range of 10-12 g/dL and
strengthened warnings and precautions. This was communicated
to health professionals in Drug Safety Update. A public
assessment report outlining the basis for this advice was added
to the MHRA website.

In September 2007 the Commission considered reports of
hepatotoxicity associated with the COX-2 inhibitor lumiracoxib.
Action in Australia to remove lumiracoxib from the market due
to the risk of hepatotoxicity had prompted urgent implementation
of restrictions and monitoring requirements. The UK led a
risk:benefit review as reference member state for the product.
This issue had been closely monitored and the latest information
was presented to the Commission in November 2007. On the
basis of accumulating cases of hepatotoxicity associated with
lumiracoxib, some after only a short duration of use, the
Commission advised that the MA should be suspended. The
MA was suspended on 19 November and health professionals
were informed via a message through the Chief Medical Officer's
Public Health Link and information on the MHRA website. Further
to the UK action, the Committee on Medicinal Products for
Human Use (CHMP) advised that lumiracoxib should be
withdrawn throughout EU.

Aprotinin (Trasylol) was indicated for the prevention of major blood
loss during coronary artery bypass graft surgery. In October 2007
aclinical trial (the BART study) being conducted in North America
was stopped early due to a possible excess number of deaths
in patients being treated with aprotinin compared with patients
being treated with the alternative agents, epsilon aminocaproic
acid or tranexamic acid. The BART study was conducted by
independent researchers. Commission considered the available
information in the context of previous observational studies and
advised that the MA for aprotinin should be suspended, pending
full consideration of the final results of the BART study. The
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Tighter pharmacy controls for
Pseudoephedrine/ ephedrine

Commission advised that supply should remain available in case
of particular need in individual patients. Health professionals were
informed of the suspensions through the Chief Medical Officer's
Public Health Link and information on the MHRA website.
European wide suspensory action was subsequently taken.

There has been increasing concern that pseudoephedrine and
ephedrine can be extracted from over-the-counter (OTC) remedies
relatively easily and used in the manufacture of
methylamphetamine (commonly known as “crystal meth” or
“ice”). Methylamphetamine is a highly addictive, potent stimulant
which affects the central nervous system. It can cause serious
physical and psychological harm. Methylamphetamine was
reclassified on 18 January 2007 by the Home Office as a
Class A controlled drug, based on the recommendation of the
Advisory Council on the Misuse of Drugs (ACMD).

On 18 January 2007, the Commission first considered the
evidence of a risk to public health from availability of the precursors
to methylamphetamine, pseudoephedrine and ephedrine in OTC
medicines. The Commission advised that there should be a
public consultation on proposals to reclassify pseudoephedrine/
ephedrine containing products from P (supply under supervision
of a Pharmacist) to POM (Prescription Only Medicine) together
with a restriction in pack size. The Commission considered the
outcome of consultation and advised that pharmacy measures
to control the supply of OTC medicines containing
pseudoephedrine and ephedrine should be putin place as soon
as possible; including a pack size restriction and a restriction
on sale to one pack per transaction. They also advised that the
legal status of products containing pseudoephedrine and
ephedrine should be reclassified from P to POM in two years
time (July 2009) unless the risk of misuse of these
OTC medicines in the illicit manufacture of methylamphetamine
is contained by the tighter pharmacy measures; or at any time
before then should evidence emerge that misuse has not been
contained. The Commission also advised that a full review of
risks and benefits of all decongestants in the class should be
carried out and this is underway.

In order to underpin in legislation the Commission’s
recommendations to restrict the pack size for medicines
containing pseudoephedrine/ephedrine and to restrict the sale
to one pack per transaction, a further consultation on proposals
to amend the POM Order was conducted. In December 2007
the Commission considered the outcome of this consultation
and was also informed of new intelligence of methylamphetamine
manufacture in the UK at separate locations, involving
OTC medicines. In view of the further intelligence on
methylamphetamine manufacture from OTCs, the Commission
advised that the amendments to the POM Order should be
implemented by 1 April 2008. A Commission Working Group
has been set up to monitor the impact of the pharmacy controls
and has met three times in 2007.

RECLASSIFICATION OF MEDICINES

19. New medicines are usually authorised for use as prescription

only medicines (POM). After some years’ use, if adverse

Commission on Human Medicines
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20.

reactions to the medicine are relatively few and minor, and the
medicine has been used appropriately, it is possible that the
medicine may be considered for supply without a doctor’s
supervision. If there is sufficient evidence of safety, a medicine
may be reclassified for sale or supply under the supervision of a
pharmacist (P). Pharmacy medicines which have been safely
used for several years may be suitable for general sale and may
be reclassified as general sale list (GSL).

The Commission considered a number of applications for change
of legal status, and approved for consultation three medicines
for pharmacy availability (including diclofenac potassium and
naproxen) and seven P to GSL applications (including loperamide
hydrochloride, sodium cromoglycate eye drops, paracetamol 5%
in sachets, paracetamol 5% in a combination product, and a
nicotine inhalator). The Commission also considered the results
of the consultation exercise on the POM-P reclassification of
tranexamic acid. The Commission advised against the P-GSL
availability of fluconazole 150mg, following consultation. The
Commission also advised against one application for P availability
and one application for GSL availability.

Tablel: Summary of new products considered for
reclassification by COMMISSION during 2007

Product Substance Indication Legal status
change
Naproxen 250mg Naproxen Primary dysmenorrhoea POM-P
EC tablets in women aged
15- 70 years

Voltarol Paineze Diclofenac Short term pain relief POM-P
Tablets 12.5mg potassium

12.5mg
Imodium Capsules Loperamide Symptomatic treatment P-GSL
2mg, Imodium hydrochloride of acute diarrhoea
Instants 2mg 2mg associated with doctor

diagnosed IBS

Galpharm Hayfever  Sodium Eye symptoms of P-GSL
Eye Drops cromoglicate hay fever

2%
Calpol Six Plus Paracetamol Pack size increased P-GSL
Sugar free 5% to 12 sachets
Suspension
Galpharm Four in Paracetamol Symptoms of colds P to GSL
One Flu Relief 5% (plus and flu

Phenylephrine

HCI 0.06%;

guiaphenesin

1%;

cetylpyridinium

Cl 0.015%)
Nicorette Inhalator ~ Nicotine 10mg Relief of nicotine P to GSL

withdrawal symptoms
as an aid to smoking
cessation

REPORTING OF SUSPECTED ADVERSE DRUG REACTIONS

21. Suspected adverse drug reactions (ADRs) to medicinal products
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22.

23.

24.

are reported to the Commission and the Medicines and
Healthcare products Regulatory Agency (MHRA) on a voluntary
basis by healthcare professionals, HM Coroners and, as of
January 2005 in a pilot programme, from patients through the
Yellow Card Scheme. Reports are also submitted as a legal
requirement by pharmaceutical companies holding MAs.
Information collected through the scheme is an important means
of monitoring drug safety in clinical practice, acting as an early
warning system for the identification of previously unrecognised
adverse reactions and increasing knowledge of known adverse
drug reactions.

In 2007, reporting of ADRs remained in line with volumes received
in 2006 with 21,875 compared with 21,857. There was an
increase in the number of ADR reports received from community
pharmacists, pharmacists (speciality not specified on report),
general practitioners, hospital doctors, and nurses. The
percentage of serious reports as a total of all reports, received in
the same period, has remained at 83%.

The Commission and the MHRA continue to monitor intensively
products carrying a black triangle w. Healthcare professionals
are asked to report all suspected adverse drug reactions for
these products as opposed to focusing on only serious reactions
for established products. In 2007, 231 products were on the list
for intensive monitoring, 27 were removed from the list during
the course of the period, and 42 new products were added.
Alist of medicines under intensive monitoring is regularly updated
on the MHRA's website (www.mhra.gov.uk >Safety information
>Reporting safety problems >Medicines >Reporting suspected
adverse drug reactions >Healthcare professional reporting
>Black Triangle Scheme) and is also available by post on request.

In selecting products for intensive monitoring, the following criteria
have generally been applied:

New active substance

ii.  New combination of active substances

ii.  Administration via a new route, which is significantly different
from existing routes

iv. ~ Noveldrug delivery system

V.  Significant new indication, where this is likely to resultin a
significantly different population being exposed to the drug,
or where there are potential safety concerns associated
with the new indication.

Table 2 lists the number of Yellow Card reports received from
healthcare professionals and patients in the period 1 January
2003 to 31 December 2007.

Table 3 provides details on the speciality of the reporters
for reports received in 2007 with 2006 figures included for
comparison.

Commission on Human Medicines
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Year No. of registered Reports during period

2003 19,224
2004 19,984
2005 21,946
2006 21,875
2007* 21,857
* Of the total number of UK spontaneous suspected ADR reports

received in 2007, 51% of reports were received via Industry and
49% directly from healthcare professionals and patients.

Type of reporter No. during period | Percentage of
all reports

Community pharmacist 622 (602) 2.8(2.8)
Hospital pharmacist 1,736 (1,960) 7.9 (9.0)
Pharmacist (speciality 992 (699) 4.5 (3.2)
not specified)

General practitioner 4,301 (4,009) 19.7 (18.3)
Hospital doctor 2,737 (2,209) 12.5(10.1)
Nurse 2,701 (1,995) 12.4(9.1)
Other Healthcare

Professionals (including
unspecified professions,
coroners, paediatricians,
psychiatrists, neurologists,

dentists, optometrists) 7,073 (6,786) 32.4(31.0)
Patients 1,695 (3,615) 7.8(16.5)
TOTAL 21,857 (21,875)
25. The ‘Report of an Independent Review of Access to the Yellow

26.

Card Scheme’ was published on 4 May 2004. One
recommendation was that direct patient reporting of suspected
adverse drug reactions (ADRSs) be introduced after conducting
pilots of reporting arrangements to gauge their effectiveness.

Following a review of patient reports received during the first 6
months of a limited pilot exercise, a nationwide pilot scheme for
patient reporting was announced on 25 October 2006; this was
supported by the distribution of paper report forms for patients
to all GP surgeries and community pharmacies across the UK.
The patient electronic yellow card can be accessed via their
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Anti-Infectives, HIV & AlDs
(AIHAEAG)

Biologicals & Vaccines
(BVEAG)

27.

28.

website (www.yellowcard.gov.uk). In 2007, we have received
1,695 suspected ADR reports from patients. In general patient
reports are of an equivalent level of seriousness as those of
healthcare professionals, and provide greater detail, in particular
on the impact of an adverse reaction on daily life and activities.
Based upon the overall positive response from patients since
the launch of the Pilot Scheme, the Yellow Card Scheme will
formally accept patients as established reports from February
2008 when a new electronic system and updated reporting forms
will be made available. A communication campaign via
community pharmacies will raise awareness of the scheme and
promote the new online system to increase reporting levels to
those seen in the first year of the pilot.

Independent research is underway in order to evaluate formally
the patient reporting component of the Yellow Card Scheme.
The research will evaluate the patient experience of Yellow Card
reporting as well as investigating the pharmacovigilance impact
of patient reports.

The Commission is grateful for the co-operation of those
healthcare professionals and patients who submit reports of
suspected ADRs and encourages the reporting of all suspected
reactions to newly introduced drugs, as well as serious
suspected reactions to established medicines.

THE COMMISSION’S EXPERT ADVISORY GROUPS (EAGS)
AND AD HOC GROUPS

29.

The remit and membership of the Expert Advisory Groups (EAG)
and ad hoc groups are listed in Appendix 1.

The Anti-Infectives, HIV & AIDs EAG did not meet in 2007.
However, because of European deadlines, were consulted and
provided written comments on specific issues in their therapeutic
areas of expertise.

The Biologicals & Vaccines EAG met on six occasions and
advised on applications for new medicines and vaccines
submitted through the European and national procedures together
with variation applications. These included medicines to be used
in the treatment of rejection episodes with organ transplants
and of aplastic anaemia, a human albumin used as an ancillary
medicinal substance in a medical device which consists of a
range of media solutions for use in Assisted Reproduction
Techniques, three insulins for the treatment of patients with
diabetes mellitus, a vaccine for primary immunisation of infants
against diphtheria, tetanus, pertussis, hepatisis B, invasive
disease caused by Haemophilus influenzae type b and Neisseria
meningitides serogroup A and C and for booster immunisation of
young children during second year of life, a vaccine for influenza
in an officially declared pandemic situation in individuals from 18
years of age, a treatment of known or strongly suspected, life-
threatening or potentially life-threatening digoxin toxicity; where
measures beyond the withdrawal of the digitalis glycoside and
correction of any serum electrolyte abnormality are felt to be
necessary, for the reduction in the duration of neutropenia and
the incidence of febrile neutropenia in patients treated with
established cytotoxic chemotherapy for malignancy and reduction
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Cardiovascular, Diabetes and
Renal (CDREAG)

Chemistry, Pharmacy &
Standards (CPSEAG)

in the duration of neutropenia in patients undergoing myeloablative
therapy followed by bone marrow transplantation considered to
be at increased risk of prolonged severe neutropenia, adjuvant
treatment for patients with Stage Ill melanoma as evidenced by
microscopic, non-palpable nodal involvement.

The BVEAG also considered and advised on issues relating to
blood donations after trials with biological products, a Concept
Paper on the development of a Guideline on clinical monitoring
and follow-up of patients exposed to gene therapy/gene transfer
medicinal products, a viral vaccine, a prothrombin complex
concentrate containing product composed of Factors Il, VII, IX
and X, limb swelling with DTaP-containing pre-school boosters.

It also advised on a clinical trial application for a lentiviral vector

cell vaccine. The BVEAG considered the latest evidence on an
on-going gene therapy clinical study in X-SCID patients. The
BVEAG also reviewed and advised on vaccine safety and efficacy
issues and updates. In addition, the BVEAG commented on
European guidelines such as human cell-based medicinal
products, Guidelines on Production and Quality Control of
Monoclonal Antibodies and Related Substances and discussed
the use of the GPRD database for signal generation.

The Cardiovascular, Diabetes and Renal EAG met twice and
considered and advised on medicines proposed for the treatment
of the following: stop blood clotting, lower levels of cholesterol
and keep heart rhythm regular. The CDREAG also considered
and advised on the safety and efficacy of a class of cholesterol
lowering medicines, the effects of a class of cholesterol lowering
medicines on haemorrhagic stroke and Amyotrophic Lateral
Sclerosis (ALS), a form of motor neurone disease and the safety
and efficacy of a medicine for the treatment of Type Il diabetes
mellitus, which reduces insulin resistance.

Members, because of European deadlines, were consulted and
provided written comments on specific issues in their therapeutic
areas of expertise.

The Chemistry, Pharmacy & Standards EAG met seven times
and considered and advised on issues for new drug, abridged,
variations, pre-hearing applications for medicines to be used for
the following conditions: prophylaxis and allergic rhinitis (including
hay fever) and perennial rhinitis, diagnostic agent indicated for
the characterisation of lymph nodes visualised with MRI in the
evaluation of tumour spread in pelvic cancers, asthma (5),
hypertension and benign prostatic hyperplasia, replacement
therapy forimmunodeficiency syndromes, diagnostic tool to be
used for identifying bronchial hyperresponsiveness and in the
diagnosis and control of asthma, an antidote for a poison, allergic
rhinitis and chronic idiopathic urticaria, reduction of blood
pressure, eye infections, nasal spray for use in seasonal and
perennial allergic rhinitis, vasomotric rhinitis and the treatment
of nasal polyps, respiratory failure, and respiratory distress
syndrome, and perioperative pulmonary hypertension,
prophylactic treatment of mild, moderate, or severe asthma in
adults and children, persistent bronchial asthma, human
immunodeficiency virus (HIV), opioid-induced constipation in
patients with advanced illness, bacterial infections, alcohol
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Clinical Trials (CTEAG)

Dermatology (DEAG)

dependence, headlice infestation, symptomatic relief of mild to
moderate pain and inflammation of muscles, joints, periarticular
structures and rheumatoid soft tissue disorders, hypertension
and heart failure, hereditary angiooedema (enlargement of the
heart), loss of vision and optic nerve damage, severe headaches,
severe high blood pressure, psoriasis and dermatitis, cystic
fibrosis and cholestatil, bacterial infections and atrial fibrillation
or atrial flutter to normal sinus rhythm.

The CPSEAG also considered and advised on reclassification
issues as follows: treatment of mild to moderate pain (including
teething pain), and as antipyretics to reduce fever and a request
to reclassify a medicine used for the short term relief of symptoms
of colds and influenza from Pharmacy to General Sales.

The CPSEAG also considered and advised on the following
issues: a solution used for sedation, a medicine used for
the treatment of Wernicke Encephalopahy (an acute
neuropsychiatric condition resulting from vitamin B deficiency),
a medicine used for the relief of cold and flu symptoms including
aches and pains, headache, fever, sore throat, blocked nose
and sinuses, chronic renal failure.

The Clinical Trials EAG met four times and considered and
advised on new applications and company responses to
guestions to treat the following conditions: immune system,
malaria, multiple sclerosis (2), advanced CEA positive tumours,
CD19 positive malignancy, systemic lupus erythematosus (SLE),
inflammatory conditions (including rheumatoid arthritis,
inflammatory bowel disease, psoriasis and transplant rejection),
acute myeloid leukaemia., rheumatoid arthritis, metastatic
hormone refractory prostate cancer, hepatitis C, platinum —
resistant advanced epithelial cancer or primary peritoneal cancer
and multiple myeloma.

The CTEAG also considered and supported a proposal that the
following applications for Clinical Trial Authorisations will not
routinely be referred to the Commission:

i Compounds which modulate angiogenesis and not
leukocyte trafficking

ii. Phase | Healthy Volunteer studies and Patient studies in
non-immunocompromised subjects with compounds which
modulate leukocyte trafficking. Provided all of the following
provisions are met in the protocol:

. A minimum of three months follow up
. SubjectAlert Card
. Neurological monitoring during the study

. MRI scanning where the patient population has a
neurological condition (patient studies only).

The Dermatology EAG did not meet in 2007. However, because
of European deadlines, Members were consulted and provided
written comments on specific issues in their therapeutic areas
of expertise.

Commission on Human Medicines




Commission on Human Medicines .

Medicines Act 1968 Advisory Bodies Annual Reports 2007

Gastrointestinal and
Hepatology (GHEAG)

Medicines for Women’s
Health (MWHEAG)

Neurology & Pain
Management (NPMEAG)

Oncology & Haematology
(OHEAG)

The Gastrointestinal and Hepatology EAG did not meet in 2007.
However, because of European deadlines, Members were
consulted and provided written comments on specific issues in
their therapeutic areas of expertise.

The Medicines for Women'’s Health EAG met four times during
the year. Members of the MWHEAG also participated in a
seminar hosted by the MHRA entitled ‘Widening Access to
Medicines — focus on Women'’s Health’. During the year two
new members and a Vice-Chair were appointed to the group.

The MWHEAG considered a review of new and existing data on
the long term safety of hormone replacement therapy (HRT)
and how these should be reflected in the core Summary of
Product Characteristics (SPC) for HRT products. The Group
also considered the risks and benefits of tibolone used for HRT
indications and the risks and benefits of mifepristone, a product
used for medical termination of pregnancy. The MWHEAG
reviewed the latest evidence on the risks of venous
thromboembolism (VTE) with a transdermal combined hormonal
contraceptive and made recommendations on the missed pill
advice for combined hormonal oral contraceptive products. The
MWHEAG raised the issue of effects of maternal codeine use
on breast-fed infants, which was then reviewed by the
Pharmacovigilance EAG. In keeping with their remit to consider
endocrinology products, the MWHEAG considered preliminary
information on potential loss of potency of levothyroxine over the
shelf life of the product

The MWHEAG considered and recommended on applications
for new medicines for the treatment of oestrogen deficiency
symptoms and the prevention of osteoporosis in postmenopausal
women; extended use combined hormonal contraception; and
luteal phase support for women undergoing in vitro fertilization
(IVF). The MWHEAG also advised on a protocol for a clinical
trial for a medicine for prevention of threatened miscarriage.

The MWHEAG considered an application for POM to P
reclassification for tranexamic acid for the reduction of heavy
menstrual bleeding in women and advised that this should be
subject to public consultation.

The Neurology & Pain Management EAG did not meet in 2007.
However, because of European deadlines, Members were
consulted and provided written comments on specific issues in
their therapeutic areas of expertise.

At its meeting in February the Oncology & Haematology
EAG considered and advised on issues relating to new drug
applications for the following conditions: lymph nodes in the
evaluation of tumour spread in pelvic cancers, maintenance of
remission in adult patients with acute leukaemia in first remission
to prolong the duration, advanced renal cell carcinoma, advanced
breast cancer whose tumours over express and who have not
received prior therapy and chronic myeloid leukaemiain chronic
or accelerated phase.

The OHEAG also considered and advised on a reclassification
of a medicine to be used for the reduction of heavy menstrual
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Patient Information (PIEAG)

Paediatric Medicines
(PMEAG)

bleeding in women with regular (21-35 day) cycles and gave
scientific advice on a medicine to be used in the treatment of
patients with advanced or metastatic non-small cell lung cancer
(NSCLC) in combination with chemotherapy

In addition, and because of European deadlines Members were
consulted and provided written comments on specific issues in
their therapeutic areas of expertise.

The Patient Information EAG met three times to advise the MHRA
on improving the quality of patient information leaflets (PILs) and
implementation of recommendations set out in the Committee
on Safety of Medicines Patient Information Working Group report,
Always read the leaflet.

Following a survey of user test companies, the PIEAG advised
the MHRA on further guidance to assist MA holders when writing
PILs and a report was published on the MHRA website. The
PIEAG also proposed that a ‘PIL of the month’ be published on
the MHRA website as an example of good practice and developed
PIL performance indicators (a scoring system used to
demonstrate improvements to PILs).

The PIEAG advised the Agency on signposting patients to PILs
as part of the Department of Health Information Prescriptions
pilot schemes and submitted a consultation response on its
Information Accreditation Scheme.

The PIEAG also advised the Agency on the review of the draft
EU readability guideline, the first PIL for traditional herbal
medicines under the new registration scheme and updated the
glossary of lay terms from Always read the leaflet.

Two additional meetings were convened to discuss specific
issues during the year. In June 2007 the PIEAG advised the
MHRA on the UK’s response to a European Commission
consultation on current practice with regard to information
provision for patients under article 88a of Council Directive
2001/83/EC. In July 2007 the MHRA and Commission invited
interested parties to a meeting following a psychiatric adverse
reaction with a fatal outcome associated with dexamethasone.
The PIEAG advised the MHRA on the updated PIL for
dexamethasone developed after the meeting.

The PIEAG also advised on the MHRA's strategy for
strengthening Yellow Card reporting which included ways to
facilitate and promote patient reporting and secure further patient
engagement in the patient reporting process. Several members
of the PIEAG also serve on the Working Group of the
Pharmacovigilance EAG set up to advise the MHRA on the
development and implementation of the Yellow Card strategy.

The Paediatric Medicines EAG met five times. The remit of the
group was revised in September 2007 to take into account
additional responsibilities as a consequence of the
implementation of the new EU Paediatric Regulation during the
yeatr, in particular consideration of the Paediatric Investigation
Plans (PIPs) now required for new medicines. The membership
of the EAG was extended and the frequency of meetings
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Pharmacovigilance (PEAG)

Psychiatry and Old Age
Psychiatry (P&OAPEAG)

increased to accommodate this new work. The EAG considered
24 PIPs, one application for a new medicinal product which
included paediatric indications and four submissions of paediatric
data requested under the European work-sharing scheme relating
to addition of indications or information concerning safe use of
products in children. It also advised on the paediatric development
of two products in relation to therapeutic use or age-appropriate
formulations. In addition, the PMEAG commented on a number
of draft European guidelines relating to paediatric medicines and
the implementation of the new legislation.

The Pharmacovigilance EAG met on 11 occasions and
considered papers on safety issues including:

. nephrogenic systemic fibrosis with gadolinium containing
contrast agents;

. termination of an ongoing study for aprotinin due to excess
mortality — aprotinin MAs have now been suspended
pending the results of a Europe-wide review;

. psychiatric disorders with corticosteroids including
dexamethasone;

. liver disorders with lumaricoxib — accumulating cases of
serious liver disorders resulted in suspension of the
lumaricoxib MAs;

. very rare risk of side-effects in breastfed babies whose
mothers are slow metabolisers of codeine;

. reports of seizures with herbal products containing St John’s
wort in patients on anticonvulsants;

. cardiovascular safety of rosiglitazone and pioglitazone in
diabetes — review of risk of cardiac failure and myocardial
ischaemia;

. the risk of serious allergic reactions with parental thiamine,
a treatment for severe vitamin B and C deficiency,
particularly in alcoholism;

. reports of liver disorders with moxifloxacin, an antibiotic.

The PEAG also gave its advice on 12 Risk Management Plans
for new medicines and two changes in legal status of medicines
from POM to P.

The Psychiatry and Old Age Psychiatry EAG met twice and
considered and advised the two variations for the following
indications: an atypical antipsychotic agent for the short term
treatment of depression in bipolar disorder and a drug for the
treatment of anxiety and insomnia.

The P&OAPEAG also advised on issues relating to a drug for
the treatment of behavioural disturbances in individuals (children,
adolescents and adults) with mental retardation and in patients
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Respiratory and Allergy
(R&AEAG)

Rheumatology & Immunology
(R&IEAG)

Pseudoephedrine Ad Hoc
Working Group

Bioequivalence Ad Hoc
Expert Working Group

with autism and one for the treatment of attention deficit
hyperactiviy disorder (ADHD).

In addition, and because of European deadlines Members were
consulted and provided written comments on specific issues in
their therapeutic areas of expertise.

The Respiratory and Allergy EAG met on four occasions and
considered and advised on several applications to be used in
the treatment of asthma, an inhaler containing a medicine to be
used for the prevention of breathing problems caused by asthma
and other chest illnesses.

The R&AEAG also considered and advised on safety issues
relating to several medicines used in the treatment of asthma,
considered and advised on therapeutic review on long-acting
beta, agonists in asthma and Chronic Obstructive Pulmonary
Disease (COPD), considered and advised on epidemiology of
asthma: morbidity and mortality in relation to usage of long acting
beta-agonists and considered and advised on the risk:benefit
analysis long-acting b2 agonists:

The R&AEAG was also made aware of a draft European guideline
on the Requirements for Clinical Documentation for Orally Inhaled
Products (OIP) including the Requirements for Demonstration
of Therapeutic Equivalence Between Two Inhaled Products for
Use in the Treatment of Asthma and COPD.

In addition, and because of European deadlines Members were
consulted and provided written comments on specific issues in
their therapeutic areas of expertise.

The Rheumatology & Immunology EAG did not meet in 2007.
However, R&IEAG Members were consulted on specific issues
in their therapeutic areas of expertise.

AD HOC GROUPS

The Pseudoephedrine Ad Hoc Working Group met three
times.

The Bioequivalence Ad Hoc Expert Working Group group was
established by the Commission under the Chairmanship of
Professor lan Weller in January to establish clear operating
principles and provide policy advice to the Commission which
would facilitate a consistent and robust approach to the evaluation
of bioequivalence that could be taken forward into Europe. The
remit is set out below:

i.  Toestablish clear operating principles for the evaluation of
bioequivalence

ii.  To provide policy advice to the Commission, compatible
with EU guidance, on the following issues:

. Acceptance criteria for Cmax and AUC range and
criteria for acceptance of a wider/narrower range for
these parameters
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. Highly variable drugs

. Measurement of parent compound/metabolites and
their relative merit in determination of bioequivalence.

o Bioequivalence criteria for drugs with long half-life.
o Exemptions from need to do bioequivalence studies

. Consider other bioequivalence issues as they arise.

iii. To provide advice on individual applications for Marketing
Authorisations as required.

The Commission also agreed that external experts together with
Industry be invited to give evidence as set out in the remit. To
date the group have met twice in April and June. Further meetings
are planned in 2008.
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APPENDIX |
MEMBERSHIP OF THE COMMISSION ON HUMAN MEDICINES
Chair

Sir Gordon Duff MA BM BCh PhD FRCP FRCPE FMedSci FRSE
Florey Professor of Molecular Medicine, Sheffield University

Commissioners

Professor Deborah Ashby BSc MSc PhD CStat Hon MFPHM Hon MRCR
Professor of Medical Statistics, Barts & the London, School of Medicine and Dentistry, Queen Mary,
University of London

Dr Barbara A Bannister* MB ChB MSc FRCP
Consultant in Infectious and Tropical Diseases, Royal Free Hospital, London

Professor Derek H Calam?® 7”6 OBE MA DPhil HonDSc CChem FRSC FRSA Hon MRPharmsS (Term
ended 31% of October 2007 and reappointed 1t November 2007)
Visiting Professor of Pharmaceutical Sciences at the University of Strathclyde

Professor Janet H Darbyshire OBE MB ChB FRCP FFPM FMedSci
Professor of Epidemiology and Director of the MRC Clinical Trials Unit, Royal Free and University
College London Medical School; Co-Director of UK Clinical Research Network

Professor Henry J Dargie!®* MB ChB FRCP FESC FRSE
Consultant Cardiologist, Western Infirmary, Glasgow, Director of the Scottish National Advanced Heart
Failure Service, and Hon Professor of Cardiology, University of Glasgow

Dr Michael J Donaghy'®* MA BSc MB ChB D Phil FRCP (Co-Vice Chair)
Reader in Clinical Neurology, Oxford University & Consultant Neurologist, Radcliffe
Infirmary, Oxford.

Professor Peter J Helms® MB BS PhD FRCP FRCPCH FFSEM
Professor of Child Health and Head of the Academic Department of Child Health, University of Aberdeen

Ms Amanda Hoey
Director, Consumer Health Consulting Ltd; Lay representative

Professor Jennifer Hunt BA MPhil RGN FRCN Hon DSc (term ended 31 October 2007)
Research Consultant and Visiting Professor, Institute of Health Research, University of Bedfordshire

Emeritus Professor Martin J Kendall OBE MB ChB MD FRCP
Professor of Clinical Pharmacology, Birmingham University Medical School

Mr Anthony J Nunn*s BPharm FRPharmS Hon FRCPCH

Industrial Professor, School of Pharmacy and Chemistry, Liverpool John Moores University; Clinical
Director of Pharmacy, Royal Liverpool Children’s NHS Trust; Associate Director Medicines for Children
Research Network, University of Liverpool

Professor B Kevin Park BSc PhD Hon MRCP FMedSci
Professor of Pharmacology & Head of Department of Pharmacology and Therapeutics, Liverpool
University

Professor Maggie Pearson MA PhD HonMFPHM
Deputy Vice-Chancellor, Keele University; Lay representative
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Professor Munir Pirmohamed*”°1° MB ChB PhD FRCP
Professor of Clinical Pharmacology, Liverpool University

Dr Rosalind Ranson MB BS MA MRCGP (Appointed 15t November 2007)
General Practitioner & Council Member of General Medical Council

Carolyn Lady Roberts® 12 MSc RGN RHV (Appointed 15t November 2007)
Chair, The Ethox Foundation-Oxford Centre for Ethics and Communication in Healthcare Practice.

Dr Ross J Taylor?1 MB ChB DCH MD FRCPE FRCGP (Term ended 31% of October 2007)
Senior Lecturer in General Practice, University of Aberdeen & General Medical Practitioner Principal,
Grampian Health Board.

Dr Angela E Thomas® MB BS PhD FRCPE FRCPath FRCPCH
Consultant Paediatric Haematologist, Royal Hospital for Sick Children, Edinburgh

Professor Roger Walker BPharm PhD FRPharms FFPH
Consultant in Pharmaceutical Public Health, National Public Health Service for Wales and Professor in
Pharmacy Practice, Cardiff University

Professor lan V D Weller MB BCh MD FRCP
Professor of Sexually Transmitted Diseases, University College London, Co-Vice Chairman

Professor Faith M Williams BSc MA PhD
Professor of Toxicology, Toxicology Unit, The Medical School & Institute for Research in Environment &
Sustainability, University of Newcastle-upon-Tyne

Chair of the Anti Infective, HIV & AIDS Expert Advisory Group
Member of the Anti Infective, HIV & AIDS Expert Advisory Group
Chair of the Chemistry, Pharmacy & Standards Expert Advisory Group
Chair of the Pharmacovigilance Expert Advisory Group

Chair of the Biologicals & Vaccines Expert Advisory Group

Member of Biologicals & Vaccines Expert Advisory Group

Member of Clinical Trials Expert Advisory Group

Chair of the Respiratory & Allergy Expert Advisory Group

Member of the Bioequivalence Ad Hoc Group

Member of the Pseudoephedrine Working Group

Member of the Patient Information Expert Advisory Group

Member of the Medicines for Women’s Health Expert Advisory Group
Member of the Cardiovascular, Diabetes and Renal Medicines Expert Advisory Group
Chair of the Neurology and Pain Management Expert Advisory Group
Member of the Paediatric Medicines Expert Advisory Group
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Invited Experts to Commission meetings

Dr Keith Beard FRCPE FRCP (Glas) (attended February meeting)
Consultant Physician in Geriatric Medicine, Victoria Infirmary, Glasgow, Vice Chair of Patient Information
and Pharmacovigilance EAGs

Professor Philip Bonhoeffer MB BS MD FRCS FSCAI (attended November Meeting)
Chief of Cardiology, Great Ormond Street Hospital

Mrs Alison Bowser (attended July, September, October, November and December meetings)
Independent lay representative Royal College of General Practitioners, Cornwall and Isles of Scilly PCT,
NICE medicines concordance guidelines development group

Dr Muriel S Buxton-Thomas MD FRCP (attended January and May meetings)
Consultant in Nuclear Medicine, Kings College Hospital

Dr Paul Dargan MRCP (attended March meeting)
Consultant Physician and Clinical Toxicologist, Guy’s & St Thomas Poison’s Unit

Professor John Forrester MD FRCSE FRCSG FRCOphth FRSE (attended June meeting)
Professor of Ophthalmology, Institute of Medical Sciences, Aberdeen University

Professor E C Gordon-Smith MA MSc FRCPath FRCP FRCPE FMedSci (attended September
meeting)
Professor of Haematology, St George’s Hospital, University of London

Professor Robert | Lechler MB ChB PhD FRCP FRCPath FMedSci (Chair of Clinical Trials EAG)
(attended October and December meetings)
Vice Principal (Health), King's College

Carolyn, Lady Roberts MSc RGN RHV (attended September meeting)
Chair, The Ethox Foundation-Oxford Centre for Ethics and Communication in Healthcare Practice.

Dr Tony Whitehouse MD FRCA (attended November Meeting)
Consultant Critical Care and Anaesthesia, University Hospital Birmingham, Queen Elizabeth Hospital

The following Expert Advisory Groups’ Chairs attend the February meeting as observers

Professor Michael J G Farthing MD FRCP — Gastrointestinal & Hepatology
Principal, St George’s Hospital Medical School University of London

Professor David Gawkrodger MB ChB MD FRCP — Dermatology
Professor of Dermatology, University of Sheffield

Professor Stuart Ralston MD FRCP FMedSci FRSE — Rheumatology/Immunology
Head of School of Molecular and Clinical Medicine & ARC Professor of Rheumatology Molecular
Medicine Centre, Western General Hospital, Edinburgh

Professor John F Smyth MD FRCP FRCS FRCR FRSE — Oncology & Haematology
Professor of Medical Oncology & Director of the CR UK Cancer Research Centre, University of
Edinburgh

Professor Rosalind L Smyth MA MBBS MD FRCPCH — Paediatric Medicines
Brough Professor of Paediatric Medicine, Institute of Child Health, Alder Hey Children’s Hospital,
Liverpool
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APPENDIX I

EXPERT ADVISORY GROUPS

ANTI-INFECTIVE, HIV & AIDS EXPERT ADVISORY GROUP

REMIT
To advise the Commission on the safety and efficacy of medicines for use as anti-infectives, HIV and AIDs.

Chair

Dr Barbara Bannister! MSc FRCP
Consultant in Infectious and Tropical Diseases, Royal Free Hospital, London

Members

Dr Graham P Easton MB BS JCPTGP MSc MRCGP (Resigned 28" of September 2007)
General Practitioner and Freelance Medical Journalist, BBC, BMJ

Professor Charles A Hart BSc MB BS PhD FRCPath FRCPCH (Passed away November 2007)
Professor of Medical Microbiology & Genitourinary Medicine, Liverpool University

Mr lan Hayes® BSc CPFA (Lay Representative)
Independent Consultant in Patient Involvement and Long Term Conditions Self Management; Board
Member of the CPPIH and the Terrance Higgins Trust

Professor George Kinghorn MB ChB MD FRCP
Consultant Physician, Royal Hallamshire Hospital, Sheffield

Dr Vas M Novelli* MB BS FRACP FRCP FRCPCH
Consultant and Lead Clinician in the Clinical Infectious Diseases Unit, Great Ormond Street Hospital

Professor Robert C Read®* MBChB BMedSci MRCP MD FRCP
Professor of Infectious Diseases, University of Sheffield and Hon Consultant

Dr Ross Taylor®”MB ChB MD FRCP (Edin) FRCGP DCH (Appointed 1% of November 2007)
Senior Lecturer in General Practice, University of Aberdeen & General Medical Practitioner Principal,
Grampian Health Board

Professor lan V D Weller> MD FRCP
Professor of Sexually Transmitted Diseases, University College London

Dr Jane N Zuckerman® MD FRCPath FFPHM FFPM FIBiol ILTM
Senior Lecturer/Hon Consultant and Director, Academic Centre for Travel Medicine & Vaccines, Royal
Free and University College Medical school

Member of Commission on Human Medicines

Co Vice Chair of Commission on Human Medicines

Member of Biologicals & Vaccines Expert Advisory Group

Member of Paediatric Medicines Expert Advisory Group

Member of Pharmacovigilance & Patient Information Expert Advisory Groups
Member of the Patient Information Expert Advisory Group

Member of the Dermatology Expert Advisory Group
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Invited Experts

Dr Mary Armitage BSc MB ChB (Hons) FRCP(Edin) FRCP DM (Chair of the Medicines for Women'’s
Health EAG)

Consultant Physician & Endocrinologist, Royal Bournemouth Hospital & Clinical Director of Medicine
and Honorary Clinical Senior Lecturer, Southampton University

Mrs Alison Bowser

Independent lay representative Royal College of General Practitioners, Cornwall and Isles of Scilly PCT,
NICE medicines concordance guidelines development group’ and member of Dermatology, Paediatric
Medicines, Patient Information, Pharmacovigilance and Pseudoephedrine EAGs

Dr Annabelle F Glasier MB ChB MD FRCOG (Member of the Medicines for Women'’s Health EAG)
Consultant in Sexual & Reproductive Health, Family Planning & Well Woman Services, Lothian Primary
Healthcare, Edinburgh

Dr Terence Maguire BSc PhD MCPP
Pharmacy Contractor, Northern Ireland

Dr Christine McCartney
Director, Regional Microbiology Network, Health Protection Agency
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BIOLOGICALS & VACCINES EXPERT ADVISORY GROUP

REMIT

To advise the Commission on the quality, and quality in relation to safety and efficacy of medicinal products
of biological or non-biotechnical origin including vaccines which are the subject of marketing authorisation
applications; and to advise on such other matters as are referred to it.

Chair

Dr Angela E Thomas! MB BS PhD FRCP(E) FRCPath FRCPCH
Consultant Paediatric Haematologist, Royal Hospital for Sick Children, Edinburgh

Members

Professor Christopher Bucke BSc PhD Fll Biotech
Professor of Biotechnology, Westminster University

Professor Derek H Calam*-2 OBE MA DPhil Hon DSc CChem FRSC FRSA Hon MRPharmS
Visiting Professor of Pharmaceutical Sciences at the University of Strathclyde

Professor Neva Haites BSc (Hons) FRCPPath FRCPE FRCP
Vice Principal University of Aberdeen, Professor of Medical Genetics

Professor Andrew Hall MBBS MSc PhD FRCP FFPHM
Professor of Epidemiology, London School of Hygiene and Tropical Medicine & Chairman of the Joint
Committee on Immunisation and Vaccinations

Professor Charles A Hart BSc MB BS PhD FRCPath FRCPCH (Passed away November 2007)
Professor of Medical Microbiology & Genitourinary Medicine, Liverpool University

Dr Stephen C Inglis BSc PhD
Director, National Institute for Biological Standards and Control (NIBSC)

Professor James W Ironside CBE BSc MBChB FRCPath FRCPE
Deputy Chair of the Human Tissue Authority, member of the ACDP TSE Working Group, and the CJD
Incidents Panel

Professor Elizabeth Miller OBE BSc MBBS FRCPath
Consultant Epidemiologist; Head of Immunisation Department, Centre for Infections, Health Protection
Agency

Professor Robert C Read® MBChB BMedSci MRCP MD FRCP (Appointed in May 2007)
Professor of Infectious Diseases, University of Sheffield and Hon Consultant

Carolyn Lady M Roberts®*5 RGN RHV MSc
Chair, of the Ethox Foundation, Oxford Centre for Ethics and Communication in Healthcare Practice;
Health visitor; Lay representative

Professor Nigel K H Slaters BA MA PhD CEng FIChemE
Professor of Chemical Engineering, University of Cambridge

Dr Robin Thorpe BSc PhD FRCPath
Head, Division of Biotherapeutics, National Institute for Biological Standards and Control (NIBSC)

Dr Jane Zuckerman® MD FIBiol FRCPath FFPHM FFPM FIBiol ILTM
Senior Lecturer/Hon Consultant and Director, Academic Centre for Travel Medicines & Vaccines, Royal
Free & University College Medical School, London
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Member of Commission on Human Medicines

Chair of the Chemistry, Pharmacy & Standards Expert Advisory Group
Member of the Anti-Infectives, HIV and AIDS Expert Advisory Group
Member of the Medicines for Women’s Health Expert Advisory Group
Member of the Patient Information Expert Advisory Group
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Invited Experts

Dr B Bannister MSc FRCP (attended February meeting)
Consultant in Infectious and Tropical Diseases, Royal Free Hospital, London

Professor Donald J Jeffries BSc MBBS FRCP FRCPath (attended February meeting)
Professor of Virology, St Bartholomew’s Hospital, London
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CARDIOVASCULAR/DIABETES/RENAL MEDICINES EXPERT ADVISORY GROUP

REMIT
To advise the Commission on the safety and efficacy of medicines for used for the treatment and prevention
of cardiovascular, diabetes and renal diseases.

Chair

Professor Henry Dargie! MB ChB FRCP FESC (Appointed as Chair in March 2007)
Consultant Cardiologist & Co-Director of CRI in Heart Failure, Glasgow University

Members

Professor Richard Donnelly MD PhD FRCP FRACP
Professor of Vascular Medicine, Derby City General Hospital & Nottingham University Graduate Medical
School

Professor Paul N Durrington BSc MD FRCP FRCPath FMedSci FAHA
Professor of Medicine, Department of Medicine, Manchester Royal Infirmary & University of Manchester

Dr J Colin Forfar BSc (Hons) MBChB PhD MD MA FRCP
Consultant Physician and Cardiologist, John Radcliffe Hospital, Oxford

Dr Michael D Gammage MB ChB MD FRCP (London), FESC
Reader in Cardiovascular Medicine and Honorary Consultant Cardiologist, University Hospital
Birmingham

Dr Andrew Grace MB BS (Hons) PhD FRCP FACC FESC
Consultant Cardiologist, Papworth Hospital, Cambridge & Senior Research Fellow, Dept of Biochemistry,
Cambridge University

Professor Philip D Home BA DPhil MA BM BCh MRCP DM
Professor of Diabetic Medicine/Consultant Physician, Newcastle

Dr Michael J Stewart MB ChB MD FRCPE FRCP
Consultant Cardiologist, James Crook University Hospital, Middlesbrough

Professor Allan D Struthers MD FRCP (Glas) FRCPE FRCP FESC FBPharmacolS
Professor of Cardiovascular Medicine and Therapeutics, Ninewells Hospital
& Medical School, Dundee

Dr Solomon Tesfaye MB ChB MD FRCP
Consultant Physician and Diabetologist, Royal Hallamshire Hospital, Sheffield

Professor Abdel Meguid El Nahas CFM PhD FRCP

Professor of Nephrology/Consultant Renal Physician, Sheffield Kidney Institute, Northern General
Hospital

1 Member of the Commission on Human Medicines
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CHEMISTRY, PHARMACY AND STANDARDS EXPERT ADVISORY GROUP (CPSEAG)

REMIT
To advise the Commission on the quality in relation to safety and efficacy of medicinal products which are
the subject of marketing authorisation applications; to advise on such other matters as are referred to it.

Chair

Professor Derek H Calam® 23 OBE MA DPhil Hon DSc CChem FRSC FRSAHon
MRPharmS
Visiting Professor of Pharmaceutical Sciences at the University of Strathclyde

Members

Professor Michael E Aulton BPharm PhD FAAPS FRPharmS
Emeritus Professor Pharmaceutical Technology, De Montfort University, Leicester

Ms Helen Barnett BPharm MSc LicAc MBAcC
Lay Representative

Professor Graham Buckton BPharm PhD DSc FRPharmS FRSC
Professor of Pharmaceutics, School of Pharmacy, University of London

Professor Donald Cairns BSc (Hons) PhD MRPharmS CSci CCHEM MRSC
Associate Head, School of Pharmacy, Robert Gordon University, Aberdeen

Professor Brian J Clark MSc PhD CChem FRSC
Professor of Pharmaceutical and Biomedical Analysis, Bradford University

Professor Gillian M Eccleston FRSC FRPharms
Professor of Pharmaceutics, Strathclyde University

Professor Roger J Griffin MRPharmS
Professor of Anticancer Drug Discovery and Development, University of Newcastle

Dr Gillian M Hawksworth MBE PhD FRPharmS (Hon) DSc FCPP (Hon)
Academic Community Pharmacist, Visiting Professor of Pharmacy, Huddersfield University & Past
President of the RPSGB

Mr Robert A Lowe BPharmS MRPharm$S
Practising Hospital Pharmacist, NHS Eastern Region

Professor Christopher Marriott BPharm PhD DSc FRPharmS CChem FRSC
Professor of Pharmaceutics, King’s College, London

Professor Anthony W Smith BPharm, PhD FRPharmS (Appointed January 2007)
Professor of Pharmaceutical Microbiology, Dean of the School of Pharmacy, University of London

Professor Kevin M G Taylor BPharm PhD MRPharmS
Professor of Cinical Pharmaceutics, University College London Hospital and School of Pharmacy,
University of London

Professor Peter York PhD BSc FRPharms CChem FRSC
Professor of Physical Pharmaceutics, Bradford University

1  Member of the Commission on Human Medicines (COMMISSION)
2  Member of the Biologicals & Vaccines Expert Advisory Group
3  Member of the Clinical Trials Expert Advisory Group

Commission on Human Medicines




Commission on Human Medicines .

Medicines Act 1968 Advisory Bodies Annual Reports 2007

CLINICAL TRIAL EXPERT ADVISORY GROUP

REMIT
To advise the Commission on:

o First Time in Man (FTIM) studies with new compounds acting (directly or indirectly) via the immune
system with a novel target or a novel mechanism of action or having a secondary potential effect on the

immune system via a mechanism of action which currently is not well characterised.
o FTIM studies with novel compounds acting via a possible or likely species specific mechanism.

o Any FTIM studies which are otherwise seen as requiring expert advice.

o Other clinical trials involving classes of compound where MHRA may wish to seek external expert

advice or COMMISSION may wish to have oversight.

o Provide expert advice on whether a product’s mechanism of action is novel and comes within the

scope of the EAG.

o Provide MHRA with expert advice on pre-meeting scientific advice documentation for within scope

compounds.

o Other clinical trials where MHRA may wish to seek advice or where there is a difficult risk benefit

balance.

o Other clinical trials involving products where a new class safety issue has been identified
Chair

Professor Robert Lechler MB ChB PhD FRCP FRCPath FMedSci (Appointed as Chair in Jan 2007)
Vice-Principal (Health), King’s College London

Members

Professor Derek H Calam®2® OBE MA DPhil DScHon CChem FRSC FRSA Hon MRPharmS Hon
MBIRA
Visiting Professor of Pharmaceutical Sciences at the University of Strathclyde

Professor James K Chipman BSc PhD F | Biol FRCPath
Professor of Cell Toxicology, Birmingham University

Professor Janet H Darbyshire! OBE MB ChB FMedSci FRCP FFPH
Professor of Epidemiology and Director of the MRC Clinical Trials Unit, Royal Free and University
College London Medical School; Co-Director of UK Clinical Research Network

Professor Andrew J T George BA PhD FRCPath FRSA
Professor of Molecular Immunology, Imperial College, London

Professor Andrew P Grieve BSc MSc PhD FRSS
Professor of Medical Statistics, School of Medicine, King’s College, London

Professor Neva Haites BSc (Hons) FRCPPath FRCPE FRCP
Vice Principal University of Aberdeen/Professor of Medical Genetics

Professor John D Isaacs BSc (Hon) MB BS PhD FRCP
Professor of Clinical Rheumatology, Medical School, Newcastle University
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Professor Andrew J McMichael MB BChir PhD CNAA FRCP FRS
Professor of Immunology, Oxford University

Professor B Kevin Park BSc PhD Hon MRCP FMedSci
Professor of Pharmacology & Head of Department of Pharmacology and Therapeutics, Liverpool
University

Mrs Vivienne Parry
Lay representative

Professor Munir Pirmohamed* 34 MC ChB PhD FRCP
Professor of Clinical Pharmacology, Liverpool University

Dr Stephen Poole PhD
Head of Parenterals Section, Biotherapeutics Group, National Institute for Biological Standards and
Control

Professor Stuart Ralston*” MD FRCP FMedSci FRSE
Head of School of Molecular and Clinical Medicine & ARC Professor of Rheumatology Molecular
Medicine Centre, Western General Hospital, Edinburgh

Professor Faith M Williams MA PhD
Professor of Toxicology, Toxicology Unit, The Medical School & Institute for Research in Environment
& Sustainability, University of Newcastle -upon-Tyne

Member of the Commission on Human Medicine

Member of Biologicals and Vaccines Expert Advisory Group

Member of Bioequivalence Ad Hoc Group

Member of the Clinical Trials Expert Advisory Group

Chair of the Chemistry, Pharmacy Standards Expert Advisory Group
Chair of the Pharmacovigilance Expert Advisory Group

Member of the Medicines for Women’s Health Expert Advisory Group
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DERMATOLOGY EXPERT ADVISORY GROUP

REMIT
To advise the Commission on the safety and efficacy of medicines for use in dermatological conditions/
diseases.

Chair

Professor David Gawkrodger MB ChB MRCP MD FRCP
Professor of Dermatology, University of Sheffield

Members

Mrs Alison Bowser23467
Independent lay representative Royal College of General Practitioners, Cornwall and Isles of Scilly PCT,
NICE medicines concordance guidelines development group

Dr Graham P Easton?®MB BS JCPTGP MSc MRCGP (Resigned 28" of September 2007)
GP and Freelance Medical Journalist, BBC, BMJ

Dr Clive Grattan BA MA MB BChir MRCP FRCP MD ILT
Consultant Dermatologist, Norfolk and Norwich University NHS Trust

Dr Richard Groves MB BS MRCP FRCP
Consultant Dermatologist, St John’s Institute of Dermatology, Guy’s and St Thomas Hospital

Emeritus Professor Martin J Kendall** OBE MB ChB MD FRCP
Professor of Clinical Pharmacology, Birmingham University Medical School

Dr Celia Moss BA MB BS MA MRCP DM FRCP MRCPCH
Consultant Dermatologist, Birmingham Children’s Hospital

Dr Ross J Taylort2¢MB ChB MD FRCP (E) FRCGP DCH (appointed November 2007)
Senior Lecturer in General Practice, University of Aberdeen & General Medical Practitioner Principal,
Grampian Health Board

Member of the Commission of Human Medicines

Member of the Anti-Infective Aids and HIV Expert Advisory Group
Member of the Patient Information Expert Advisory Group
Member of the Paediatric Medicines Expert Advisory Group
Member of the Bioequivalence Ad Hoc Group

Member of the Pseudoephedrine Working Group

Member of the Pharmacovigilance Expert Advisory Group
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GASTROINTESTINAL & HEPATOLOGY MEDICINES EXPERT ADVISORY GROUP

REMIT
To advise the Commission on the safety, quality and efficacy of medicines for use in gastrointestinal and
hepatic diseases.

Chair

Professor Michael J G Farthing MD FRCP
Vice Chancellor, University of Sussex

Members

Dr Alison L Jones MB ChB MD FRCP FRCPE
Clinical Toxicologist & General (internal) Medicine and Director of the Medical Toxicological Unit and
National Poisons Information Service, Guy’s & St Thomas NHS Trust

Professor Roger HJones FRCGP FRCP (Ed) FMed Sci (founder fellow) FRCP FFPHM
Head of Department of General Practice & Primary Care, School of Medicine at Guy’s, King's College &
St. Thomas’ Hospitals

Professor Kevin Moore BSc MB BS PhD FRCP
Professor of Hepatology, Royal Free Hospital London

Dr John C Mansfield MA MBBS MD FRCP
Consultant Physician and Senior Lecturer in Gastroenterology, Royal Victoria Infirmary and University of
Newcastle upon Tyne

Commission on Human Medicines
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MEDICINES FOR WOMEN'S HEALTH EXPERT ADVISORY GROUP

REMIT

To advise the Commission on the safety and efficacy of medicines related to endocrinology and women'’s
reproductive health from menarche to menopause and conditions related to the menopause, such as
osteoporosis. The medicines covered will include medicines for contraception, emergency contraception
and termination of pregnancy; medicines for infertility and assisted conception; HRT and non-hormonal
treatments for osteoporosis.

Chair

Dr Mary Armitage BSc MB ChB (Hons) FRCP(Edin) FRCP DM
Consultant Physician & Endocrinologist, Royal Bournemouth Hospital & Clinical Director of Medicine
and Honorary Clinical Senior Lecturer, Southampton University

Members

Dr Sarah R Atkinson MB BS (appointed November 2007)
General Practitioner, Parkstone Health Centre, Poole, Dorset

Professor Valerie Beral MB BS FRCP
Professor of Epidemiology, Radcliffe Infirmary, Oxford

Professor Juliet ECompston MD FRCP FRCPath
Professor of Bone Medicine & Honorary Consultant Physician, School of Clinical Medicine, Cambridge
University

Dr Annabelle F Glasier MB ChB MD FRCOG
Consultant in Sexual & Reproductive Health, Family Planning & Well Woman Services, Lothian Primary
Healthcare, Edinburgh

Dr Ailsa E Gebbie MB CHB FRCOG (Vice Chair)
Consultant in Community Gynaecology, Family Planning & Well Woman Services, Lothian Primary
Healthcare, Edinburgh

Dr Sally Hope MA BM BCh FRCGP DRCOG (appointed November 2007)
Principal in General Practice, Oxford

Professor Mary A Lumsden BSc MB BS MD FRCOG
Professor of Medical Education & Gynaecology, University of Glasgow

Professor Klim McPherson PhD FFPHM FMedSci
Visiting Professor of Public Health Epidemiology, Nuffield Dept of Obstetrics & Gynaecology, John
Radcliffe Hospital, Oxford

Mrs Julietta Patnick CBE Lay Representative
Director, NHS Cancer Screening Programmes Sheffield:

Professor Stuart H Ralston® > MD FRCP FMedSci FRSE
Head of the School of Molecular and Clinical Medicine & ARC Professor of Rheumatology, Molecular
Medicine Centre, Western General Hospital, Edinburgh

Carolyn, Lady Roberts?34 RGN RHV MSc
Chair of the Ethox Foundation, Oxford Centre for Ethics and Communication in Healthcare Practice; Lay
Representative

Dr Siobhan M Quenby BSc MD MBSC MRCOG CCST
Senior Lecturer Honorary Consultant in Obstetrics and Gynaecology, Liverpool Women'’s Hospital, Crown
Street, Liverpool
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Dr P C Connie Smith MB BS MFFP
Consultant in Family Planning and Reproductive Health Care, Raymede Clinic, St Charles Hospital,
London

Professor Martin P Vessey CBE MD FRCP FFPHM FRS
Emeritus Professor of Public Health, Oxford University

Chair of the Rheumatology and Immunology EAG

Member of the Biologicals & Vaccines EAG and the Patient Information EAG
Member of the Patient Information Expert Advisory Group

Member of the Commission of Human Medicines

Member of the Medicines for Women’s Health Expert Advisory Group
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NEUROLOGY AND PAIN MANAGEMENT EXPERT ADVISORY GROUP

REMIT
To advise the Commission on the safety and efficacy of medicines for use in neurological conditions and
pain management.

Chair

Dr Michael J Donaghy?* 2 DPhil(Oxon) FRCP
Reader in Clinical Neurology, Oxford University & Consultant Neurologist, Radcliffe Infirmary, Oxford

Members

Dr Richard J Coleman BSc MB MS MRCP (Edin) MD FRCP (Lon)
Consultant Neurologist, Aberdeen Royal Infirmary

Dr Beverley Jane Collett MB BS FRCA
Consultant in Pain Management & Anaesthesia & Assistant Medical Director, Leicester Royal Infirmary

Professor Alastair Compston MBBS (Hons) PhD FRCP (Lon) FRSA FMedSci FIBiol
Professor of Neurology and Head of the Department of Clinical Neurosciences, University of Cambridge

Dr Helen J Cross MB ChB PhD FRCP FRCPCH
Reader/Consultant in Paediatric Neurology, Institute for Child Health

Professor John Duncan BA BMBCh MA (Ox) DM (Ox) FRCP (Lon) FMedSci
Professor of Clinical Neurology, Head of Department of Clinical and Experimental Epilepsy, Institute of
Neurology, UCL

Dr Nicholas A Fletcher BSc MBBS MD FRCP
Consultant Neurologist Walton Centre for Neurology & Neurosurgery

Professor Karen Forbes MB ChB FRCP Dip Pall Med Cert Med Ed MILT
Consultant and Macmillan Professorial Teaching Fellow in Palliative Medicine, United Bristol Healthcare
Trust

Professor Peter Goadsby MBedSc PhD MB BS MD DSc FRACP FRCP (Resigned November 2007)
Professor of Clinical Neurology, Institute of Neurology, UCL

Professor Ralph P Gregory BM FRCP
Consultant Neurologist Royal Berkshire and Battle NHS Trust & Oxford Radcliffe Hospitals NHS Trust

Mr Michael J Harnor BSc BEd MEd
Lay Representative, National Vice Chair, British Epilepsy Association & Senior Lecturer in Applied
Community Studies, Manchester University

Ms Susan V Haydon BA (Hons)
Lay Representative, Helpline and Support Services Development Officer for Migraine Trust

Dr Anthony L Johnson BSc PhD FIS FSS CStat
Medical Statistican, Institute of Public Health, Cambridge

Dr Russell J M Lane BSc MB BS MD FRCP
Consultant Neurologist, Charing Cross Hospital

Professor Martin N Rossor MBBChir MA MD FRCP FMedSci
Professor of Neurology, Institute of Neurology, London
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Professor Peter M Rothwell MD PhD FRCP
Professor of Clinical Neurology, Radcliffe Infirmary

Dr Christopher M Verity MAFRCP FRCPCH, DCH, DRCOG

Consultant Paediatric Neurologist, Addenbrooke’s Hospital, Cambridge

1 Co Vice Chair of the Commission on Human Medicines
2  Member of the Pseudoephedrine Ad Hoc group
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ONCOLOGY & HAEMATOLOGY EXPERT ADVISORY GROUP

REMIT
To advise the Commission on the safety, quality and efficacy of medicines of use in the treatment of
malignant disease or blood disorders.

Chair

Professor John F Smyth MD FRCP FRCS FRCR FRSE
Professor of Medical Oncology & Director of the CRUK Cancer Research Centre, University of Edinburgh

Members

Mrs Eileen J Barrett BSc PGCE (appointed December 2007) (Lay Representative)
General Legal and HR Manager Medical Solutions plc, Nottingham

Professor J Cassidy MBChB MD MSc FRCP (G&E)
Professor of Oncology & Head of Dept of Cancer Research UK Dept of Medical Oncology, University of
Glasgow

Professor Jack Cuzick BSc MSc PhD
Professor of Epidemiology, Wolfson Institute of Preventive Medicine, London

Professor B W Hancock DCH MD FRCP FRCR
Professor of Clinical Oncology, University of Sheffield

Dr Alison Jones MB ChB MD FRCP
Consultant in Medical Oncology, Royal Free Hospital, London

Professor Jonathan A Ledermann BSc MB BS MD FRCP
Professor of Medical Oncology Royal Free and University College Medical School, & Hon Consultantin
Medical Oncology, UCL Hospitals NHS Foundation Trust

Professor David C Linch MA MB BChir FRCP FRCPath FMedSci
Professor of Haematology, Royal Free & University College Medical School

Emeritus Professor E C Gordon Smith MA MSc FRCPath FRCP FRCPE FMedSCi
Professor of Haematology, St George’s Hospital, University of London

Professor Michael C G Stevens MD FRCP FRCPCH FRCR
CLIC Professor of Paediatric Oncology, University of Bristol
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PAEDIATRIC MEDICINES EXPERT ADVISORY GROUP

REMIT

To advise the Commission on the safety, quality and efficacy of medicines for paediatric use, and on the
implementation of the DH/MHRA paediatric strategy, the recently implemented EU paediatric work-sharing
project, and the European regulation on medicines for paediatric use (when the latter is adopted).

Chair

Professor Rosalind L Smyth FMedSci (Chair)
Borough Professor of Paediatric Medicine & Head of Division of Child Health, School of Reproductive &
Developmental Medicine, University of Liverpool, Alder Hey Hospital, Liverpool.

Members

Ms Dea Birkett (appointed September 2007) (Lay representative)
Writer and Broadcaster

Mrs Alison Bowser? 3458 (appointed November 2007)
Independent lay representative Royal College of General Practitioners, Cornwall and Isles of Scilly PCT,
NICE medicines concordance guidelines development group

Professor Richard W | Cooke MD FRCP DCH
Professor of Neonatal Medicine, Liverpool Women'’s Hospital

Mr lan Costello BPharm MSc MRPharmS
Chief Pharmacist, The Royal Marsden NHS Foundation Trust

Dr Paul Ewings BSc MSc PhD CStat FRSS (appointed October 2007)
Head of Research & Development and Director of Peninsula and Taunton & Somerset R & D Units

Professor Ruth Gilbert MB ChB MSc MD FRCPCH (appointed October 2007)
Professor of Epidemiology, Institute of Child Health & UCL

Mrs Jane Houghton MSc RGN RSCN
Nurse Consultant, Child Health Directorate, Royal Preston Hospital

Professor Stuart G Logan MB CHB MRCP FRCPCH
Professor of Paediatric Epidemiology; Director, Institute of Health and Social Care Research, Peninsula
Medical School, Exeter & Plymouth University — Vice Chair

Dr Rebecca J Mann BMBS FRCPCH
Consultant Paediatrician, Taunton and Somerset Hospital

Dr Vas M Novelliz MB BS FRACP FRCP FRCPCH
Consultant and Lead Clinician in the Clinical Infectious Diseases Unit, Great Ormond Street Hospital

Dr Shirley C Price MSc PhD FBTS ERT FHEA (appointed November 2007)
Senior Lecturer in Toxicology and Pathology, University of Surrey

Dr George W Rylance MB CHB FRCPCH
Consultant Paediatrician & Paediatric Clinical Pharmacology, Royal Victoria Infirmary, Newcastle

Professor Michael C G Stevens MD FRCP FRCPCH FRCR (appointed November 2007)
CLIC Professor of Paediatric Oncology, University of Bristol

Dr Jane Tizard MBBS FRCP FRCPCH
Consultant Paediatric Nephrologist, Bristol Royal Hospital for Children

Commission on Human Medicines
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Dr Heather Wallace BSc PhD FRCPath FBTS ERT (appointed December 2007)
Senior Lecturer, University of Aberdeen

Mrs Madeleine Wang? (appointed November 2007)
Patient Advocate

Professor Andrew R Wolf MB BChir FFARCS
Paediatric Anaesthesiology, Intensive Care and Pain Management, Bristol Royal Infirmary

Dr Geoffrey Wong MAMB BS MRCGP ILTM
General Practitioner and Clinical Lecturer in Primary Care at Royal Free and University College Medical
School

Dr Edward Wozniak BSc MB BS FRCP FRCPCH
Consultant Peediatrician and Trust Associate Medical Director, Portsmouth Hospitals NHS Trust, (CMO
representative)

Observer

Mr Anthony J Nunn! BPharm FRPharmS Hon FRCPCH

Industrial Professor, School of Pharmacy and Chemistry, Liverpool John Moores University; Clinical
Director of Pharmacy, Royal Liverpool Children’s NHS Trust; Associate Director Medicines for Children
Research Network, University of Liverpool

Member of the Commission of Human Medicines

Member of Anti-Infective, AIDS and HIV

Member of the Patient Information Expert Advisory Group
Member of the Pharmacovigilance Expert Advisory group
Member of the Dermatology Expert Advisory Group
Member of the Pseudoephedrine Working Group
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PATIENT INFORMATION EXPERT ADVISORY GROUP

REMIT
To advise on communication with patients and the public about risk: benefit of medicines, in particular via
PILS and when risk: benefit changes.

To advise on the delivery and monitoring of the strategy to improve the quality of the patient information
set out in the CSM Patient Information Working Group report. Always read the leaflet.

To advise on the implementation of new European legislation concerning improvements to patient
information, and to advise on European initiatives in the area of patient information including the
European Commission’s commitment to report on patient information practice.

To advise on communications about patient reporting of suspected ADRs through the Yellow Card
Scheme.

Chair

Ms Joanne C Rule BA
Chief Executive, Cancerbackup

Members

Professor Dianne Berry DPhil C Psychol ACSS
Pro-Vice Chancellor Research & Professor of Psychology, Reading University

Dr Keith Beard” BSc MB ChB FRCP (E & G) FFPM (Vice Chair)
Consultant Physician, Medicine for the Elderly, Victoria Infirmary, Glasgow

Mr Andrew Boag BA ISTD
Independent Design Consultant, Boag Associates (nominated by the Design Council)

Mrs Alison Bowser2 4689
Independent lay representative Royal College of General Practitioners, Cornwall and Isles of Scilly PCT,
NICE medicines concordance guidelines development group

Dr Katherine Darton BA BSc PhD LGSM
Information Officer, MIND

Dr Graham P Easton?*MB BS JCPTGP MSc MRCGP (Resigned 28" of September 2007)
General Practitioner and Freelance Medical Journalist, BBC, BMJ

Dr Nicola Gray BSc PhD MRPharmS
Lecturer in Pharmacy Practice, The School of Pharmacy, University of Nottingham

Mr lan Hayes® BSc CPFA

Independent Consultant in Patient Involvement and Long Term Conditions Self Management and selfcare.
Board Member of the CPPIH and the Terrance Higgins Trust, Board Member Trustee of Haemophilia
Society; Lay Representative

Professor Jennifer Hunt BA MPhil RGN FRCN Hon DSc (Appointed in November 2007)
Research Consultant and Visiting Professor, Institute of Health Research, University of Bedfordshire

Mr lan Pearson
Disability Awareness Advisor/ Magistrate

Carolyn Lady Roberts!3*MSc RGN RHV
Chair of the Ethox Foundation, Oxford Centre for Ethics and Communication in Healthcare Practice;
Health visitor
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Dr Ross J Taylor24® MB ChB MD FRCPE FRCGP DCH (Appointed in November 2007)
Senior Lecturer in General Practice, University of Aberdeen & General Medical Practitioner Principal,
Grampian Health Board

Mrs Madeleine Wang®
Patient Advocate

Dr Bruce Warner BSc MSc DPharm MRPharmS
Senior Pharmacist, National Patient Safety Agency

Industry Observers

Mrs Helen Darracott LLB BPharm MRPharmS
PAGB Representative, Director of Legal & Regulatory Affairs, Proprietary Association of Great Britain

Mrs Janet Lewis
Head of Regulatory Affairs, Winthrop Pharmaceuticals, British Generic manufacturers Association
(BGMA)

Dr Richard Tiner
ABPI Medical Director, Association of the British Pharmaceutical Industry

Commission Observer

Professor Deborah Ashby! BSc MSc PhD CStat Hon MFPHM Hon MRCR
Professor of Medical Statistics, Barts & the London, School of Medicine and Dentistry, Queen Mary,
University of London

Member of the Commission on Human Medicines

Member of the Anti-Infective Aids and HIV Expert Advisory Group
Member of the Biologicals and Vaccines Expert Advisory Group
Member of the Dermatology Expert Advisory Group

Member of the Medicines for Women’s Health Expert Advisory Group
Member of the Paediatric Medicines Expert Advisory Group

Vice chair of the Pharmacovigilance Expert Advisory Group

Member of the Pharmacovigilance Expert Advisory Group

Member of the Pseudoephedrine Working Group
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PHARMACOVIGILANCE EXPERT ADVISORY GROUP

REMIT
To advise the Commission on Human Medicines on the following in relation to human medicines
including herbal products:

. The public health importance of potential new safety signals

. The confirmation and quantification of risks identified

. Appropriate risk minimisation measures including communications
. Design and progress of pharmacovigilance plans

. Methodologies for pharmacovigilance
Chair

Professor Munir Pirmohamed*®7.8 PhD FRCP
Professor of Clinical Pharmacology, Liverpool University

Members

Professor D Nick Bateman BSc MD FRCP FRCPE
National Poisons Information Service Edinburgh

Dr Keith Beard® FRCP (Ed) FRCP (Glas) (Vice Chair)
Consultant Physician in Geriatric Medicine, Victoria Infirmary, Glasgow

Mrs Alison Bowser®# 7210 (Appointed in April 2007)
Independent lay representative Royal College of General Practitioners, Cornwall and Isles of Scilly PCT,
NICE medicines concordance guidelines development group

Dr Robert Bracchi? FRCGP
General Practitioner and Honorary Lecturer, University of Wales

Miss Alison B Ewing BSc MSc MIPharmM FRPharmS
Clinical Director of Pharmacy Royal Liverpool and Broadgreen University Hospital NHS Trust

Professor Robin E Ferner MSc MD FRCP
Consultant Physician and Consultant Pharmacologist, City Hospital Birmingham

Professor David Gunnell MB ChB MRCGP PhD MSc FFPHM
Professor of Epidemiology, University of Bristol

Ms Jane Harris MSc, BN, RN, RM, RHV, DN (Appointed in April 2007)
Teaching Dean, School of Nursing and Midwifery, University of Dundee

Mr lan Hayes® BSc CPFA

Independent Consultant in Patient Involvement and Long Term Conditions Self Management and selfcare.
Board Member of the CPPIH and the Terrence Higgins Trust, Board Member Trustee of Haemophilia
Society; Lay Representative

Professor Alan Silman* MSc MD FRCP FFPHM FMedSci
Professor of Epidemiology and Honorary Consultant in Rheumatology, University of Manchester; Medical
Director Arthritis Research Campaign

Commission on Human Medicines
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Dr Simon Thomas BSc MB MD FRCP
Reader in Therapeutics, Wolfson Unit of Clinical Pharmacology, University of Newcastle

Professor Ken Woodhouse® MD FRCP Pro Vice-Chancellor for External Affairs and Professor of
Geriatric Medicine Cardiff University
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Member of the Commission on Human Medicines

Member of the Herbal Medicines Advisory Committee

Member of the Patient Information Expert Advisory Group

Member of the Dermatology Expert Advisory Group

Chair of the Psychiatry & Old Age Psychiatry Expert Advisory Group
Member of the Bioequivalence Ad Hoc Group

Member of the Pseudoephedrine Working Group

Member of the Clinical Trials Expert Advisory Group

Member of the Paediatric Medicines Expert Advisory Group
Member of the Anti-Infectives AIDS and HIV Expert Advisory Group
Member of the Rheumatology Expert Advisory Group
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PSYCHIATRY AND OLD AGE PSYCHIATRY EXPERT ADVISORY GROUP

REMIT
To advise the Commission on the safety and efficacy of medicines for use in psychiatric conditions.

Chair

Professor Ken W Woodhouse! MD FRCP ILTM
Pro Vice Chancellor, External Affairs, Cardiff University & Professor of Geriatric Medicine

Members

Dr lan M Anderson BA MA MBBS MD MRCP FRCPsych
Senior Lecturer in Psychiatry, University of Manchester

Professor Paul E Bebbington BA MA MB BChir MPhil FRCPsych FRCP
Head of Department of Mental Health Sciences, Professor of Social & Community Psychiatry, Royal
Free and University College Medical School

Professor Graham Dunn MA MSc PhD (appointed in February 2007)
Professor of Biomedical Statistics and Head of the Biostatistics Group, University of Manchester

Dr Simon Fleminger BA MA MB BChir PhD FRCPsych FRCP
Consultant Neuropsychiatrist South London and Maudsley NHS Trust

Professor lan M Goodyer MA MD FRCPCH FRCPsych FMedSci (appointed in February 2007)
Professor of Child & Adolescent Psychiatry, University of Cambridge

Professor Alan House BSc MBBS MRCP MRCPsych DM

Head of Academic Unit of Psychiatry and Behavioural Sciences School of Medicine, University of Leeds,
Acting Director — Institute of Health Sciences and Public Health Research, Faculty of Medicine and
Health

Dr Paul Kinnersley MB ChB (appointed in April 2007)
Reader, Department of General Practice, Cardiff University

Dr Anne R Lingford-Hughes BA PhD BM BCh MRCPsych
Reader in Biological Psychiatry and Addiction, University of Bristol

Professor lan G McKeith MD FRCPsych F MedSci
Professor of Old Age Psychiatry, University of Newcastle upon Tyne

Professor John T O’'Brien BA MA BMBCh DM FRCPsych
Professor of Old Age Psychiatry, University of Newcastle upon Tyne

Professor David G C Owens MD FRCP FRCPsych
Professor of Clinical Psychiatry, Edinburgh University

Mrs Meredith H Robson BSc MSc
Clinical psychologist

Mrs Pauline A Robson
Non Executive Director of Western Primary Care Trust; Sure Start Manager, General Social Care
Council; Committee Member of the Expert Advisory Panel, National Patient Safety Agency

Mrs Kay F Sheldon MSc (mental health research)
Mental Health Act Commissioner

Commission on Human Medicines
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Professor Eric A Taylor BAMA MB BChir MRCPsych FRCP FMedSci (appointed in February 2007)
Professor of Child & Adolescent Psychiatry, Institute of Psychiatry, London

1 Member of the Pharmacovigilance EAG
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RESPIRATORY & ALLERGY MEDICINES EXPERT ADVISORY GROUP

REMIT
To advise the Commission on the safety and efficacy of medicines for use in respiratory and allergic diseases.

Chair

Professor Peter J Helms MB BS PhD FRCP FRCPCH FFSEM
Professor of Child Health and Head of the Academic Department of Child Health, University of Aberdeen

Members

Dr I John Doull MRCP DM FRCPCH
Consultant Respiratory Paediatrician, Respiratory, Cystic Fibrosis Unit, Children’s Hospital for Wales,
Cardiff

Mrs Monica Fletcher BSc MSc PCGE RGN HVdip
Chief Executive, Education for Health (formerly the National Respiratory Training Centre)

Dr Philip W Ind BA MB BChir MA FRCP
Senior Lecturer & Consultant Physician in Respiratory Medicine, Imperial School of Medicine,
Hammersmith Hospital

Professor David A Lomas PhD ScD FRCP FMedSCi
Professor of Respiratory Biology and Honorary Consultant Physician, Department of Medicine University
of Cambridge

Dr Ann Millar MBChB MD FRCP
Reader/Senior Lecturer in Respiratory Medicine, Bristol University & Honorary Consultant North Bristol
NHS Trust

Professor Richard J Powell MBBS DM FRCP FRCPath
Professor of Clinical Immunology and Allergy, Queens Medical Centre, Nottingham

Professor Stephen G Spiro BSc MB ChB FRCP MD
Professor of Thoracic Medicine & Consultant Physician in General, Thoracic Medicine, University
College London Hospitals NHS Trust

Emeritus Professor Anne E Tattersfield OBE MD FRCP FMedSci
Professor of Respiratory Medicine, Nottingham City Hospital

Dr Michael Thomas MB BS FRCP
General Practitioner, Minchinhampton, Gloucestershire; Hospital Practitioner Respiratory Medicine,
Stroud Hospital; Asthma Research Fellow, Aberdeen Hospital

Dr Charles Twort MA BM BCh MD FRCP FRCPE
Consultant Physician in General & Respiratory Medicine & Postgraduate Dean of Medical Education,
Guy’s, King’s and St Thomas's School of Medicine

Commission on Human Medicines
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RHEUMATOLOGY & IMMUNOLOGY MEDICINES

REMIT
To advise the Commission on the safety and efficacy of medicines for use in rheumatology and immunology
diseases.

Chair

Professor Stuart Ralston'®* MB ChB MD FRCP FMedSci FRSE
Head of School of Molecular and Clinical Medicine & ARC Professor of Rheumatology Molecular
Medicine Centre, Western General Hospital, Edinburgh

Members

Dr Deborah Bax MB ChB MD FRCP
Consultant Physician in Rheumatology, Hallamshire Hospital, Sheffield

Mrs Caroline J Dore BSc
Medical Statistician, MRC Clinical Trials Unit

Professor David Gray BSc MSc PhD (appointed September 2007)
University Professor/Immunology, Institute of Immunology & Infection Research

Dr Michael Ehrenstein BSc MBBS PhD FRCP (appointed September 2007)
Consultant Rheumatologist / Reader in Rheumatology

Professor John S Hill Gatson MA BM BCh MRCP PhD
Professor of Rheumatology University of Cambridge

Professor David A Isenberg MD FRCP
ARC Diamond Jubilee Professor of Rheumatology, Middlesex Hospital, London

Professor Alan Silman? BM BS MSc MD MFCM FFPHM FRCP FMedSci
ARC Professor of Rheumatic Disease Epidemiology University of Manchester

Dr A G Wilson MB BCh BAO PhD DCH FRCP
Reader in Molecular Medicine and Rheumatology and Head of Academic Rheumatology, University of
Sheffield

Professor Patricia M M Woo FRCP FRCPCH FMedSci
Professor of Paediatric Rheumatology and Honorary Consultant, UCL

1  Member of the Clinical Trials Expert Advisory Group
2  Member of the Pharmacovigilance Expert Advisory Group
3 Member of the Medicines for Women'’s Health Expert Advisory Group
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THE COMMISSION’'S AD HOC GROUPS

MEMBERSHIP & REMIT OF THE BIOEQUIVALENCE AD HOC GROUP
The remit is set out below:
1. Toestablish clear operating principles for the evaluation of bioequivalence.

2. Toprovide policy advice to the Commission, compatible with EU guidance, on the following issues:

e Acceptance criteria for Cmax and AUC range and criteria for acceptance of a wider/ narrower
range for these parameters.

. Highly variable drugs.

. Measurement of parent compound/metabolites and their relative merit in determination of
bioequivalence.

. Bioequivalence criteria for drugs with long half-life.
. Exemptions from need to do bioequivalence studies.

. Consider other bioequivalence issues as they arise.
3.  Toprovide advice on individual applications for Marketing Authorisations as required.
Chair

Professor lanV D Weller! MD FRCP
Professor of Sexually Transmitted Diseases, University College London

Members

Professor Deborah Ashby! BSc MSc PhD CStat Hon. MFPHM Hon. MRCR
Professor of Medical Statistics, Barts & the London, Queen Mary’s School of Medicine & Dentistry,
London University

Professor Andrew P Grieve BSc MSc PhD FRSS
Professor of Medical Statistics, School of Medicine, King's College, London

Emeritus Professor Martin J Kendall*® OBE MB ChB MD FRCP
Professor of Clinical Pharmacology, Birmingham University Medical School.

Professor B Kevin Park! BSc PhD Hon MRCP FmedSci
Professor of Pharmacology & Head of Department of Pharmacology and Therapeutics, Liverpool
University

Professor Munir Pirmohamed* 234 MC ChB PhD FRCP
Professor of Clinical Pharmacology, Liverpool University

Professor James M Ritter DPhil FRCP FMed Sci
Professor on Clinical Pharmacology, St Thomas’ Hospital

Dr Glyn Taylor BSc PhD MRPharms MloD
Senior Lecturer, Welsh School of Pharmacy Cardiff University

Commission on Human Medicines
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Dr Alison H Thomson B Sc M Sc PhD
Area Pharmacy Specialist, Western Infirmary and Strathclyde Institute of Pharmacy and Biomedical
Sciences, University of Strathclyde

Professor Martin R Wilkins MD FRCP
Director of Experimental Medicine & Toxicology, Imperial College of Medicine, Hammersmith Hospital

Also COMMISSION Commissioner

Member of the Pseudoephedrine Working Group
Member of the Clinical Trials Expert Advisory Group
Chair of the Pharmacovigilance Expert Advisory Group
Member of the Dermatology Expert Advisory Group

gabhwnN -
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PSEUDOEPHEDRINE AD HOC GROUP
Chair

Professor Roger Walker! BPharm PhD FRPharmS Hon FFPH
Consultant in Pharmaceutical Public Health, National Public Health Service for Wales and Professor in
Pharmacy Practice, Cardiff University

Members

Mrs Alison Bowser#567.8
Independent lay representative Royal College of General Practitioners, Cornwall and Isles of Scilly PCT,
NICE medicines concordance guidelines development group

Dr Michael John Donaghy* 2 MA BSc MB ChB DPhil(Oxon) FRCP
Reader in Clinical Neurology, Oxford University & Consultant Neurologist, John Radcliffe Infirmary, Oxford

Mr Roy Gillman BSc MSc
Managing Director Gravitar Ltd (t/a Sheffield Pharmacy)

Professor Peter J Helms! MB BS PhD FRCP (L&E) FRCPCH
Professor of Child Health and Head of the Academic Department of Child Health, University of Aberdeen

Dr Terence A Maguire BSc PhD MCPP
Pharmacy Contractor, Northern Ireland

Mr Anthony J Nunn! BPharm FRPharmS Hon FRCPCH
Clinical Director of Pharmacy, Royal Liverpool Children’s NHS Trust, Liverpool University

Professor Munir Pirmohamed*? MC ChB PhD FRCP
Professor of Clinical Pharmacology, Liverpool University

Dr Kevin Solomons BSc (Hons) PhD (Appointed in October 2007)
Head of Medicines Mangement, Surrey Primary Care Trust

Dr Ross Jenkins Taylort MB ChB MD FRCP (Edin) FRCGP DCH
Senior Lecturer in General Practice, University of Aberdeen & General Medical Practitioner Principal,
Grampian Health Board

Dr Angela Timoney BSc MSc (Appointed in October 2007)
Director of Pharmacy, NHS Tayside

Member of Commission of Human Medicines

Chair of the Pharmacovigilance Expert Advisory Group

Chair of the Neurology and Pain Management Expert Advisory Group
Member of the Pharmacovigilance Expert Advisory Group

Member of the Dermatology Expert Advisory Group

Member of the Patient Information Expert Advisory Group

Member of the Paediatric Medicines Expert Advisory Group

Member of the Anti-Infectives, AIDS and HIV Expert Advisory Group

O~NO O WN PP
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APPENDIX I

MEMBERSHIP OF THE EXTERNAL COMMISSION/ MRHA EXPERT ADVISORY PANEL
Anaesthesia

Dr Thomas H Clutton-Brock MRCP FRCA
Senior Lecturer in Anaesthesia & Intensive Care, Queen Elizabeth’s Hospital, Birmingham

Dr Griselda M Cooper MBChB FRCA
Senior Lecturer in Anaesthesia, Queen Elizabeth Hospital, Birmingham

Dr Gordon B Drummond MB ChB FRCA FRCP
Senior Lecturer, Department of Anaesthetics, Royal Infirmary, Edinburgh

Dr Adrian R LIoyd-Thomas MB BS FFARCS
Consultant Paediatric Anaesthetist, Hospital for Sick Children, Great Ormond Street

Dr Jonathan J Ross
Clinical Senior Lecturer, Honorary Consultant, University of Sheffield

Dr Lindsey T A Rylah MBA FRCA
Consultant Anaesthetist, Basildon Hospital, Essex

Dr Neil Soni MB ChB FRCAFANZCAMD FFICANZCA
Consultant in Anaesthesia and Intensive Care, Chelsea and Westminster Hospital, London

Dr Robert C Tasker MAMBBS FRCP FRCPCH DCH
Consultant and University Lecturer (critical care & anaesthesia), Addenbrooke’s Hospital, Cambridge

Dr Carl S Waldmann MA MB BChir FFA RCS
Consultantin Intensive Care and Anaesthesia, Royal Berkshire Hospital, Reading

Dr Tony Whitehouse MD FRCA
Consultant Critical Care and Anaesthesia, University Hospital Birmingham, Queen Elizabeth Hospital

Cardiology

Professor Stuart M Cobbe MA MD FRCP FESC
Walton Professor of Medical Cardiology, Glasgow Royal Infirmary

Dentistry

Professor Robin A Seymour FDS RCS(Edin) PhD
Professor of Restorative Dentistry, The Dental School, Newcastle University

Diabetology / Endocrinology

Professor D John Betteridge BSc PhD MD FRCP FAHA
Professor of Endocrinology and Metabolism, University College London, London

Professor Edwin A M Gale MB FRCP
Professor of Diabetic Medicine, Medical School Unit, Southmead Hospital, Bristol

Professor David R Matthews MA Dphil BM BCh FRCP
Professor of Diabetes Medicine & Director, Oxford Diabetes Centre, Oxford



Medicines Act 1968 Advisory Bodies Annual Reports 2007

Professor Paul M Stewart MB ChB MD FRCP FmedSci
Professor of Medicine (Endrocrinology), Queen Elizabeth Hospital, Birmingham

Epidemiology / Statistics

Professor Richard F A Logan BSc MB MSc MFPHM FRCP FRCPE
Professor of Clinical Epidemiology/Consultant Physician, University of Nottingham Medical School

Gastroenterology

Dr Harriet C Mitchison MBBS MA MD FRCP
Consultant Gastroenterologist, District General Hospital, Sunderland

Dr Peter B Sullivan MA MD FRCP FRCPCH
Lecturer/Consultant Paediatric Gastroenterologist, John Radcliffe Hospital, Oxford

Gynaecology / Family Planning / Well Woman / Obstetrics

Professor Stephen K Smith MD FRCOG FIBiol FMedSci
Principal, Imperial School of Medicine

Dr Alistair R W Williams MD Ed MB ChB Ed MRCP FRCP
Gynaecological Pathology, Medical School, Edinburgh

Haematology / Transfusions

Professor Marcela Contreras MD FRCPath FRCPEdin FRCP
Professor of Transfusion Medicine, Royal Free and University College Medical School, London

Infectious Diseases / Tropical Medicine

Professor David A Warrell MA DM DSc FRCP FRCPE FMedSci
Professor of Tropical Medicine and Infectious Diseases, John Radcliffe Hospital, Oxford

Liver / Lipidology

Professor Elwyn M Stewart MD BSc FRCP
Professor& Consultant Physician, The Liver Unit, Queen Elizabeth Hospital, Birmingham

Medicine (general)

Professor Jayne A Franklyn MD PhD FRCP,
Professor of Medicine, Queen Elizabeth Hospital, Birmingham

Professor James H McKillop MB ChB PhD FRCP FRCR
Muirhead Professor of Medicine, Royal Infirmary, Glasgow

Professor Paul M Stewart MB ChB MD FRCP FmedSci
Professor of Medicine (endocrinology), Queen Elizabeth Hospital, Birmingham

Commission on Human Medicines
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Neurology

Dr Robin Grant MBChB MD FRCP(Glasg FRCP(Edin)
Consultant Neurologist & part-time Senior Lecturer

Dr Colin R Kennedy MD FRCP FRCPCH
Consultant Paediatric Neurologist & Senior Lecturer, Southampton General Hospital

Professor Pamela J Shaw MBBS MD FRCP
Head of Section of Neurosciences, Division of Genomic Medicine, Sheffield University

Professor lan Whittle MD PhD FRACS FRCSE(SN FRCPE)
Professor of Surgical Neurology &Honorary Consultant Neurosurgeon

Nursing

Ms Carol A Dealey BSc(Hons) RGN RCNT PgDIP
Research Fellow, Department of Nursing, Queen Elizabeth Hospital, Birmingham

Professor Karen A Luker BNurs PhD FMedSci
Professor of Community Nursing and Dean of the School of Nursing, Manchester University

Oncology

Professor R Hugh MacDougall MBChb DMRT FRCS FRCR FRCPE
Professor of Clinical Oncology

Ophthalmologists

Professor Roger J Buckley MA FRCS FRCOphth HonFCOptom
Consultant Ophthalmologist and Professor of Ocular Medicine, Moorfields Hospital, London

Ms Cecilla H Fenerty MD FRCOphth
Consultant Ophthalmologist, Royal Eye Hospital, Manchester

Professor lan Rennie MBchB FRCS FRCOPath
Professor of Ophthalmology

Palliative Medicine

Professor the Baroness Finlay of Llandaff FRCP FRCGP
Professor of Palliative Medicine, Velindre Cancer Centre, Cardiff

Paediatrics

Dr Eileen Baildam MBChb FRCP FRCPCH
Consultant Paediatric Rheumatologist

Dr Andrew J Cant BSc MBBS MD FRCP FRCPCH
Consultant in Paediatric Immunology & Infectious Diseases, Newcastle General Hospital

Professor Imti Choonara MD MRCP FRCPCH
Professor of Child Health (University of Nottingham), Derbyshire Children’s Hospital, Derby
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Dr Graham S Claydon MD FRCP FRCPCH
Reader in Paediatric Medicine, St Thomas Hospital

Dr David Heaf MB BS FRCP FRCPCH
Consultant Paediatrician, Alder Hey Children’s Hospital, Liverpool

Dr Peter C Hindmarsh BSc MD FRCP FRCPCH
Reader in Paediatric Endocrinology, Royal Free and University College Medical School, London

Dr Colin RKennedy MD FRCP FRCPCH
Consultant Paediatric Neurologist & Senior Lecturer, Southampton General Hospital

Dr Denise Kitchener
Paediatric Cardiologist

Dr Adrian R LIloyd-Thomas MB BS FFARCS
Consultant Paediatric Anaesthetist, Hospital for Sick Children, Great Ormond Street

Dr lan Peart
Paediatric Cardiologist, Alder Hey Hospital, Liverpool

Dr Shakeel Qureshi MB ChB FRCP
Consultant Paediatric Cardiologist, Guy’s Hospital, London

Dr Alan Smyth MA MBBS MRCP MD FRCPCH
Consultant in Paediatric Respiratory Medicine, Nottingham City Hospital

Dr Peter B Sullivan MA MD FRCP FRCPCH
Lecturer/ Consultant Paediatric Gastroenterologist, John Radcliffe Hospital, Oxford

Dr Robert C Tasker MAMBBS FRCP FRCPCH DCH
Consultant and University Lecturer (critical care & anaesthesia), Addenbrooke’s Hospital, Cambridge

Dr John H Walter MD FRCP FRCPCH
Consultant Paediatrician, Royal Manchester Children’s Hospital

Dr Christopher Wren
Consultant Paediatric Cardiologist

Pathologists / Histopathology /Biology /Immunobiology

Professor Peter G Isaacson DSc DM FRCPath
Professor of Morbid Anatomy, Royal Free and University College Medical School, London

Professor lan Lauder MBBS FRCPath FMedSci
Professor of Pathology, Honorary Consultant in Histopathology, Leicester Royal Infirmary
Professor of Pathology, Division of Genomic Medicine, University of Sheffield

Professor James O’D McGee MD PhD FRCPath FRCP FMedSci
Professor of Morbid Anatomy, John Radcliffe Hospital, Oxford

Dr Alistair R W Williams MD Ed MB ChB Ed. MRCP FRCP
Gynaecological Pathology, Medical School, Edinburgh

Professor Geraint T Williams BSc MD FRCP(Lond) FRCPath,
Professor of Pathology, University of Wales College of Medicine, Cardiff

Commission on Human Medicines
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Professor Nicholas A Wright MA MD PhD DSc FRCPath
Warden, Barts and the London School of Medicine and Dentistry, Queen Mary, University of London

Pharmacology / Pharmacognosy

Professor Peter J Houghton BPharm PhD FRPharmS CChem FRSC
Professor of Pharmacognosy, Department of Pharmacy, Kings College London

Professor Geoffrey Tucker BPharm PhD FFPM,
Professor of Clinical Pharmacology, Sheffield University

Renal Medicine / Nephrology

Dr Andrew Davenport MB BChir MA MD FRCP
Nephrology and transplantation consultant, Royal Free Hampstead NHS Hospital

Dr Liz Lightstone MA PhD FRCP
Clinical Senior Lecturer & Hon Consultant Renal Physician, Imperial College, London

Professor Stephen H Powis BSc (Hons) BM BCh PhD FRCP
Moorhead Professor of Renal Medicine and Transplantation, Royal Free and University College London,
London

Dr David C Wheeler MD FRCP
Senior Lecturer in Nephrology, Centre for Nephrology, Royal Free and University College Medical School

Respiratory Medicine

Dr Bartholomew R O’Driscoll MD FRCP
Consultant Physician, Respiratory Medicine, Hope Hospital, Salford

Dr Alan Smyth MA MBBS MRCP MD FRCPCH
Consultant Paediatrician (respiratory medicine), Nottingham City Hospital

Rheumatology

Dr Eileen Baildam
Consultant Paediatric Rheumatologist, Booth Hall Children’s Hospital, Manchester

Dr Terence Gibson MD FRCP
Consultant Physician, Guy’s Hospital, London

Professor Roger D Sturrock MD FRCP

McLeod/ARC Chair of Rheumatology, The Royal Infirmary, Glasgow
TSE

Mrs Christine F Farquhar BSc (Hons)

Transmissible Spongiform Encephalopathies (syn Prion Disease), Neuropathogenesis Unit, Institute of
Animal Health, Edinburgh
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Urology

Mr Chris R Chapple BSc MD FRCS (Url) FEBU
Consultant Urologist, Royal Hallamshire Hospital, Sheffield

Professor Freddie Hamdy MD FRCSEd (Urol FMedSci
Professor and Head of Urology, University of Sheffield

Mr David Tolley
Consultant Urology, Western General Hospital, Edinburgh

Commission on Human Medicines
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COMMISSION ON HUMAN MEDICINES EXPERT ADVISORY GROUP SECRETARIAT

COMMISSION ON HUMAN MEDICINES

Dr S S Singh (Principal Assessor, New Drugs/ Abridged)
Dr I Hudson (Principal Assessor, Centralised Licensing)
Ms S Wark (Principal Assessor, Pharmacovigilance)

Mr L R Whitbread (Secretary)

Mrs E Hughes (Assistant Secretary)

BIOLOGICALS/VACCINES EXPERT ADVISORY GROUP
Dr M Udell (Principal Assessor)

Mrs F Queen (Secretary)

CHEMISTRY, PHARMACY AND STANDARDS EXPERT ADVISORY GROUP
Dr L Anderson (Principal Assessor)

Mrs E Hughes (Secretary)

PHARMACOVIGILANCE EXPERT ADVISORY GROUP
Dr J Williams (Principal Assessor)

Mrs F Queen (Secretary)

APPENDIX IV
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ADVISORY BOARD ON THE REGISTRATION
OF HOMOEOPATHIC PRODUCTS ANNUAL
REPORT 2007

INTRODUCTION

1. The Advisory Board on the Registration of Homoeopathic
Products (‘the Board’) was established in 1994 by the Medicines
(Advisory Board on the Registration of Homoeopathic Products)
Order 1994 (S.1.1994/102) which was revoked and replaced by
the Medicines (Advisory Board on the Registration of
Homoeopathic Products) Order 1995 (S.1.1995/309), as amended
by the Medicines (Advisory Board on the Registration of
Homoeopathic Products) Order 2006 (S.1.2006/2386), pursuant
to the powers contained in section 4 of the Medicines Act 1968.

Its terms of reference are:

a) Togive advice on safety and quality in relation to any homeopathic
medicinal product for human use, in respect of which a certificate
of registration has been granted or applied for.

b)  To give advice on safety, quality and efficacy in relation to any
homeopathic medicinal product for human use:

i) in respect of which a marketing authorization has been
granted or has been applied for, or

i) inrespect of which a licence of right has been granted.
CHAIRMAN/ MEMBERS
2. Alist of the Board'’s current membership is at Appendix I.
SECRETARIAT

3. The Secretariat is based at the Medicines and Healthcare
products Regulatory Agency. A list of the Administrative
Secretariat is at Appendix Il

MEETINGS

4.  There were two meetings in 2007. Meetings were held at the
Medicines and Healthcare products Regulatory Agency, Market
Towers, 1 Nine EIms Lane, London SW8 5NQ.

5.  Summary minutes of the meetings of the Board can be found
on the MHRA website (www.mhra.gov.uk >Committees
>Medicines advisory bodies).

COSTS

6. Foreach meeting that they attend, Members are entitled to claim
a preparation/attendance fee of £275 (Chairman’s fee £400).
Travel and subsistence is also payable within Department of
Health guidelines.

Advisory Board on the Registration of Homoeopathic Products .
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SUMMARY

7.

No applications for registration certificates were considered by
the Board in 2007. One application for a homoeopathic marketing
authorisation was considered by the Board in 2007. Tables
showing the number of applications made for registration
certificates and homoeopathic marketing authorisations and the
number of those referred to the Board for advice since it was
established is at Appendix Il
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APPENDIX |

MEMBERSHIP OF THE ADVISORY BOARD ON THE REGISTRATION OF HOMEOPATHIC
PRODUCTS

Chair

Dr Timothy L Chambers MB BS FRCP FRCPE FRCPI FRCPCH (Chairman)
Consultant Paediatrician, Southmead Hospital; Nephrologist, Bristol Royal Hospital for Children; Senior
Lecturer in Child Health, Bristol University

Members

Professor Christopher Mark Castleden MD FRCP (Appointed 5 October 2007)
Emeritus Professor of Medicine, Leicester University

Dr Michael R Evans MB ChB
Principal in General Practice, St Lukes Medical Centre Stroud, Clinical Teacher in General Practice
University of Bristol & Faculty Member, British Postgraduate Training in Anthroposophic Medicine

Professor Andreas J Gescher BSc PhD DSc
Professor of Biochemical Toxicology, Department of Cancer Studies and Molecular Medicine, University
of Leicester

Ms Elaine Hamilton BSc MFHom CCNS (Resigned 5 September 2007)
Nursing Dean of the Faculty of Homeopathy, Glasgow Homoeopathic Hospital, Glasgow

Dr Nasir Hussain BPharm PhD MBA (Appointed 5 October 2007)
Senior Lecturer and Subject Area Leader in Pharmaceutics, School of Pharmacy & Chemistry, Kingston
University

Dr Steven B Kayne BSc PhD MBA LLM MSc DAgVetPharm FRPharmS FCPP MPS (NZ) FNZCP
FFHom
Community pharmacist and Honorary Consultant Pharmacist, Glasgow Homeopathic Hospital

Mrs Kiran Kumar BSc MSc (Homeopathy)
Lay Representative

Miss Felicity E Lee MSc MRPharmS FSHom
Homoeopathic Practitioner, Fairwater, Cardiff

Dr George T Lewith MA DM FRCP MRCGP (Resigned 12 April 2007)
Reader in Complementary Medicine and Hon Consultant Physician, Complementary Medicine Research
Unit, School of Medicine, University of Southampton

Professor Christopher Marriott PhD DSc FRPharmS CChem FRSC (Resigned 2 April 2007)
Professor of Pharmaceutics, King’s College, London

Professor David S Millson MD PhD FFPM (Resigned 4 March 2007)
Visiting Professor of Medicines Management, (Keele University) & General Practitioner

Dr George Brian Lockwood BPharm (Hons PhD MRPharmS (Appointed 5 October 2007)
Senior Lecturer in Pharmacy, Director of PIAT, School of Pharmacy & Pharmaceutical Sciences,
University of Manchester

Dr Frank Mulder
General Practitioner, Helios Medical Centre, Bristol

Advisory Board on the Registration of Homoeopathic Products .
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Professor Bhupinder K Sandhu MD MBBS FRCP FRCPCH
Consultant Paediatric Gastroenterologist, Professor of Paediatric Gastroenterology & Nutrition, Bristol
Royal Hospital for Children.

Dr Thomas Edward Whitmarsh MA MB BS (London) MRCP (UK) FRCP (London) MFHom FFHom
(Appointed 5 October 2007)
Consultant Physician, Glasgow Homeopathic Hospital & Western Infirmary

Ms Elizabeth Wincott MA
Manager & non Executive in health in the NHS Local Authority & the Voluntary Sector ; Lay Representative
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APPENDIX I
MEMBERS OF THE ADVISORY BOARD’S ADMINISTRATIVE SECRETARIAT

Miss Sue Harris
Principal Assessor

Dr Elizabeth Griffiths
Scientific Assessor

Mr Jasbinder Sumal
Pharmaceutical Assessor

Mr Leslie Whitbread
Unit Manager

Mrs Fran Queen
Secretary

Advisory Board on the Registration of Homoeopathic Products .




Year Applications Applications Referred to ABRH
Received Provisional Refusal GrantAdvised Conditional Grant

1994 25 0 0 0 0
1995 24 10 0 3 13
1996 54 2 0 0 2
1997 88 2 0 1 3
1998 70 0 0 0 0
1999 73 3 0 3 6
2000 9 0 0 0 0
2001 13 0 0 0 0
2002 u 0 0 0 0
2003 0 0 2 0 2
2004 30 0 0 0 0
2005 13 0 0 0 0
2006 0 1 0 1 2
2007 5 0 0 0 0
TOTAL 415 18 2 8 28
Applications Referred to ABRH
Received Provisional Refusal ~GrantAdvised Conditional Grant

2007 1 0 0 1 1

TOTAL 1 0 0 1 1
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BRITISH PHARMACOPOEIA COMMISSION
ANNUAL REPORT FOR 2007

INTRODUCTION

1.

The British Pharmacopoeia Commission, appointed under
Section 4 of the Medicines Act 1968, is responsible under
Sections 99(1) and 99(6) of the Act for preparing new editions of
the British Pharmacopoeia and the British Pharmacopoeia
(Veterinary), respectively, and for keeping them up to date. It
also provides advice to the United Kingdom delegation to the
European Pharmacopoeia Commission, of which the United
Kingdom is a member by virtue of its obligations under the
Convention on the Elaboration of a European Pharmacopoeia
(European Treaty Series No. 50; UK Treaty Series No. 32 (1974)
CMND 5763) as amended by the Protocol to the Convention
(European Treaty Series No. 134; UK Treaty Series No. MISC
16 (1990) CMND 1133). Under Section 100 of the Medicines Act
the Commission also selects and devises names to be used at
the head of monographs, which are subsequently published as
British Approved Names.

MEMBERSHIP

2.

A list of Commissioners during 2007, showing their terms of
appointment, is shown in Appendix |. The term of office of
three members ended on 31t December 2007. A review
of membership was carried out during the year by the
Appointments Commission, the body responsible for
appointments to all of the Medicines Act Advisory Bodies;
one member was re-appointed for a period of three years from
1st January 2008.

The Working Party on Unlicensed Medicines was replaced by a
new Expert Advisory Group on Unlicensed Medicines in order
to progress and expand the programme of work identified by
the former Working Party. A list of members of the supporting
Expert Advisory Groups, Panels of Experts and Working Parties
for 2007 is given in Appendix II.

CODE OF PRACTICE

4.

Members of the British Pharmacopoeia Commission are
required to comply with a Code of Practice on Declaration of
Interests in the Pharmaceutical Industry. This Code of Practice
differs from that applicable to the Commission on Human
Medicines and other Medicines Act Advisory Bodies in that,
with the exception of the Chairman, members may continue to
hold personal interests in the pharmaceutical industry. The
Code of Practice for chairmen and members of the British
Pharmacopoeia Commission is available on the MHRA's website
(www.mhra.gov.uk >Committees >Medicines advisory bodies
>British Pharmacopoeia Commission).

MEETINGS

5.

The British Pharmacopoeia Commission met four times during
2007. Fourteen meetings of the Expert Advisory Groups and
Panels of Experts and one meeting of the Working Party on

British Pharmacopoeia Commission .
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British Pharmacopoeia 2008

Unlicensed Medicines were also held during the year. These
meetings were held at the Medicines and Healthcare products
Regulatory Agency, 1 Nine EIms Lane, London SW8 5NQ.

Summary minutes of the meetings of the British Pharmacopoeia
Commission and its Expert Advisory Groups and Panels of
Experts can be found on the MHRA website (www.mhra.gov.uk
>Committees >Medicines advisory bodies).

SECRETARIAT

7.

The British Pharmacopoeia Secretariat is based at 1 Nine EIms
Lane, London SW8 5NQ. A list of its members is shown in
Appendix lll. During the year the processes and activities of
the Secretariat were successfully brought within the scope of
the MHRA's registration to the quality management system
standard ISO 9001:2000.

LABORATORY

8.

The British Pharmacopoeia Laboratory is based at the Laboratory
of the Government Chemist (LGC), Queen’s Road, Teddington,
Middlesex, TW11 OLY. The Laboratory is managed under a
collaboration agreement with LGC. The Laboratory Management
Board is shown in Appendix Ill.

COSTS

9.

For each meeting that they attend, members of the British
Pharmacopoeia Commission are entitled to claim a combined
preparation and attendance fee of £275 (Chairman’s fee, £400.)
Members of the Expert Advisory Groups and Panels of Experts
are entitled to claim a fee of £150 per meeting attended
(Chairman'’s fee, £275). Travel and subsistence is also payable
within MHRA guidelines. The costs during 2007 in terms of fees
and in terms of travel and subsistence for the British
Pharmacopoeia Commission and its supporting Expert Advisory
Groups and Panels of Experts were £30,050.00 and £19,912.43
respectively (total, £49,962.43).

PROGRESS AND PUBLICATIONS

10.

11.

12.

The British Pharmacopoeia 2008 was published in August 2007.
This new edition is now available as a package containing the
four volumes of the British Pharmacopoeia 2008, the one volume
of the British Pharmacopoeia (Veterinary) 2008 and the CD-ROM
version of both publications. For the first time the British
Pharmacopoeia 2008 is also available as an e-book.

This new edition contains over 3000 monographs for substances
and articles used in the practice of medicine and about 400
infrared reference spectra, together with the customary
appendices and supporting material. The effective date of the
British Pharmacopoeia 2008 is 15t January 2008.

All monographs published within the fifth edition of the European
Pharmacopoeia, as amended by Supplements 5.1 to 5.8, are
included either in this edition of the British Pharmacopoeia or,
where appropriate, in the associated edition of the British
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British Pharmacopoeia
(Veterinary) 2008

British Approved Names

CD-ROM

Prices and Availability

Future Publications

Unlicensed Medicines

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

Pharmacopoeia (Veterinary). Monographs of the European
Pharmacopoeia are clearly distinguished from those of national
origin by means of a chaplet of stars that appears alongside the
monograph title. Where appropriate, statements of relevance to
UK usage, such as Action and use and the list of BP
preparations, have been added to the European Pharmacopoeia
monographs.

A major review of Action and use statements was carried out for
the British Approved Names 2007 publication. The revised
statements were incorporated in the British Pharmacopoeia 2008
or British Pharmacopoeia (Veterinary) 2008, as appropriate.

A major review of the Supplementary Chapter on Dissolution
Testing of Solid Oral Dosage Forms (I E) was undertaken for
consistency with internationally harmonised guidance notes.

The British Pharmacopoeia Commission policy on Monograph
Initiation was included for the first time in the Supplementary
Chapter on Monograph Development: Mechanism (11l B).

Colour printing was included for the first time in Supplementary
Chapter VI C (Indicator Colour Changes), which formed part of a
new Supplementary Chapter on Pharmacopoeial Quantitative
Analysis.

The British Pharmacopoeia 2008 also contains 49 new
monographs of national origin which were not published in
previous editions.

The British Pharmacopoeia (Veterinary) 2008 was published as
a companion volume to the British Pharmacopoeia 2008 in August
2007. The effective date of the British Pharmacopoeia (Veterinary)
2008 is 1% January 2008.

The British Pharmacopoeia (Veterinary) 2008 contains a new
general monograph of national origin for Veterinary Oral Pastes.

Supplement Number 1 to British Approved Names 2007 was
published in July 2007, adding six new names not previously
published.

A new version (12.0) of the CD-ROM containing both the British
Pharmacopoeia 2008 and the British Pharmacopoeia (\Veterinary)
2008 was issued as a component of the British Pharmacopoeia
2008 package.

Details of the prices and availability of the above-mentioned
publications are shown in Appendix IV.

By the end of 2007 work was progressing on the preparation of
the next editions of the British Pharmacopoeia and British
Pharmacopoeia (Veterinary). These will be published during 2008
and will have an effective date of 1 January 2009.

OTHER PHARMACOPOEIAL MATTERS

24.

A new general monograph of national origin applicable to all
unlicensed medicines available in the UK was published in the

British Pharmacopoeia Commission .
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Traditional Herbal Medicines

Homoeopathic Preparations

BP Reference Materials

Nomenclature

European Pharmacopoeia

25.

26.

27.

28.

29.

30.

31

32.

33.

34.

British Pharmacopoeia 2008. Mandatory labelling requirements
for unlicensed medicines are now included in the General
Monograph. Nine individual monographs for unlicensed
formulations were also published. Monographs that only apply
to unlicensed medicines are identified as such in the British
Pharmacopoeia.

Information continues to be collected on widely used preparations
for which there are currently no published standards.

Seven monographs for herbal materials and processed herbs
used in Traditional Chinese Medicines were included in the
British Pharmacopoeia 2008 to support the European Directive
on Traditional Herbal Medicines.

Information continues to be collected on a number of substances
widely used in Traditional Chinese Medicine and in Ayurvedic
Medicine in the UK for which there are currently no European
standards.

Five monographs for homoeopathic stocks and mother tinctures
were included in the British Pharmacopoeia 2008 to support the
simplified registration scheme for the licensing of homoeopathic
preparations.

Twenty two new BP Reference Materials were established to
support the British Pharmacopoeia 2008 and British
Pharmacopoeia (Veterinary) 2008, 37 were replaced and 152
were re-tested to ascertain their continued stability. The collection
now comprises 531 reference materials.

The demand for these reference materials remained high
throughout the year. 11337 vials were sold within the UK and to
countries within Europe, Africa, North and South America,
Australasia and the Far and Middle East.

The Commission continued to provide advice and comments to
the WHO Committee on International Nonproprietary Names
(INN). Recommended INN for products licensed in the UK are
subsequently adopted as British Approved Names.

The BP Secretariat are also responsible for assessing proposed
trade marks for medicines in the UK and providing the UK input
to the EMEA Naming Review Group. During the year 430
proposed trade marks were assessed on behalf of the MHRA
and 373 on behalf of the EMEA.

The sixth edition of the European Pharmacopoeia was published
in July 2007 and came into effect on 1t January 2008. The first
supplement to the sixth edition (Supplement 6.1) was published
in September 2007 and came into effect on 1% April 2008. The
second supplement to the sixth edition (Supplement 6.2) was
published in December 2007 and will come into effect on 15t July
2008. The text of these publications will be included in the next
editions of the British Pharmacopoeia or British Pharmacopoeia
(Veterinary), as appropriate.

The UK continued to play a highly active role in support of
the work of the European Pharmacopoeia Commission and
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Liaison with other
organisations

35.

36.

37.

38.

39.

40.

its expert groups, providing Chairmen to two Groups of
Experts and experts to all of the principal Expert Groups and
Working Parties. In addition, Dr Gerard Lee, the Secretary
and Scientific Director, was elected as the Second Vice-Chair
of the European Pharmacopoeia Commission.

As provided for in Section 65(8) of the Medicines Act 1968,
supplementary lists of Approved Synonyms for names at the
head of monographs of the European Pharmacopoeia were
prepared and published on the recommendation of the
Commission on Human Medicines.

A list of the current membership of the United Kingdom
delegation, and the names of the UK members of Groups of
Experts and Working Parties during 2007, is included in
Appendix V.

Important contact was maintained on a wide range of topics
relating to pharmacopoeial matters and nonproprietary names
with various international bodies and overseas authorities,
including the World Health Organization, the United States
Pharmacopeia, the United States Adopted Names (USAN)
Council, the Australian Therapeutic Goods Administration
Laboratories and the Canadian Health and Food Protection
Branch.

Links are being developed with the Chinese State Food and Drug
Administration (SFDA), the Chinese Pharmacopoeia, the Hong
Kong Regulatory Authority and the Singapore Health Sciences
Authority that will facilitate development of monographs for
Traditional Herbal Medicines. AMemorandum of Understanding
was signed between the MHRA and China’s SFDA. lItis hoped
that this will facilitate the exchange of information on materials
used in Traditional Chinese Medicines and assist in the
authentication of reference materials.

Links are also being developed with the Drug Controller of India
and the Indian Pharmacopoeia.

Significant input to the work of the British Pharmacopoeia
Commission continued to be received from members of staff
from the Licensing, Vigilance and Risk Management of Medicines
and Inspection & Standards divisions of the Medicines and
Healthcare products Regulatory Agency, from the Department
of Health, from the National Institute for Biological Standards
and Control and from the Veterinary Medicines Directorate.

ACKNOWLEDGEMENTS

41.

The Commission wishes to express its gratitude to all Expert
Advisory Group and Panel members for the invaluable contribution
they have made towards the continuing improvement of
standards in the British Pharmacopoeia and to members of the
United Kingdom Delegation to the European Pharmacopoeia
Commission and to UK members of its Groups of Experts and
Working Parties who have unstintingly provided time, attention
and expertise to the work of that Commission. The Commission
also wishes to acknowledge the advice of the publishing
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team at The Stationery Office in the production of the British
Pharmacopoeia 2008 and the British Pharmacopoeia (Veterinary)
2008.

AWARDS

42.

The Commission was pleased to note the following: Dr Lincoln
Tsang, a member of the Commission, and Mr Thomas Chapman,
a member of the Expert Advisory Group (EAG) on Herbal and
Complementary Medicines, had been designated as Fellows of
the Royal Pharmaceutical Society of Great Britain; Dr Linda
Anderson, Vice-Chairman of the EAG on Herbal and
Complementary Medicines, had been awarded an Honorary
Fellowship of the School of Pharmacy for services to
pharmacognosy and the pharmaceutical regulation of medicines;
Dr Alistair Millar, a member of the Panel of Experts on Radioactive
Materials, had been awarded the 2007 Guild of Healthcare
Pharmacists Gold Medal for his contribution to the practice of
hospital pharmacy.

OBITUARIES

43.

It was with sadness and regret that the Commission learnt of
the death of Dr Derek Bangham. Dr Bangham had been a former
member of the British Pharmacopoeia Commission and had
served as Vice-Chairman of the former Committee on Biological
Materials. He had also acted as Chairman of the former Hormones
Panel and had served on the former Blood Products Panel.
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APPENDIX |
MEMBERSHIP OF THE BRITISH PHARMACOPOEIA COMMISSION DURING 2007
Chair

Professor David Woolfson! BSc PhD CChem FRSC MPSNI
Professor of Pharmaceutics, Queens University of Belfast

Members

Mr V’lain Fenton-May? BPharm MI PharmM FRPharmS (Vice Chair)
Specialist Quality Controller to the Welsh Hospitals

Dr Anthony HAndrews?® BVetMed PhD MBIAC DipECBHM FRSM MRCVS
Veterinary Consultant

Professor Graham Buckton® BPharm PhD DSc AKC FRPharmS CChem FRSC
Professor of Pharmaceutics, School of Pharmacy, University of London

Professor Donald Cairns' BSc PhD MRPharmS CSci CChem MRSC
Associate Head, School of Pharmacy, Robert Gordon University, Aberdeen

Mr Barry Capon? CBE (Lay representative)
Non-executive Director, Norfolk and Waveney Mental Health Partnership

Professor Alastair Davidson! BSc PhD FRPharmS CChem FRSC
Visiting Professor of Pharmaceutical Sciences, University of Strathclyde

Mrs Margaret A Dow! MSc PhC
Consultant in the registration of biological and biotechnological products

Dr Thomas D Duffy! BSc PhD FRPharmS CChem MRSC FIQA MRQA
Consultant in quality management systems, quality assurance and training in production, development
and QC Laboratories

Mr Christopher Goddard? BSc DIS CSci EurChem CChem FRSC
Quality Control Manager, Recipharm Limited

Dr Rodney L Horder? BPharm PhD MRPharmS
Vice President, Global Pharmaceutical R & D Quality Assurance, Abbott Laboratories

Dr Aileen M T Lee! BVMS PhD MRCVS
Member of the Veterinary Medicines Directorate
Specialism: Regulation of Veterinary Immunological Products

Professor Anthony C Moffat® BPharm PhD DSc CChem FRSC FRPharmsS FFIP
Head, Centre for Pharmaceutical Analysis, The School of Pharmacy, University of London

Dr Lincoln Tsang! BPharm LLB PhD FRSC FIBiol FRSA FRPharmS Solicitor
Life Sciences Lawyer; Partner, Arnold & Porter LLP

Mrs Josephine Turnbull* LLB (Lay representative)
Chairman of Tees, Esk and Wear Valley NHS Trust

Professor Elizabeth Williamson! BPharm PhD MRPharmS
Professor of Pharmacy, University of Reading

British Pharmacopoeia Commission .




British Pharmacopoeia Commission .

Medicines Act 1968 Advisory Bodies Annual Reports 2007

Professor Peter York! BSc PhD DSc FRPharmS CChem FRSC
Professor of Physical Pharmaceutics, University of Bradford

Dr Gerard Lee BPharm PhD FRPharmS MRSC CChem
Secretary and Scientific Director

1 1stJanuary 2006 to 31st December 2009
2 1stJanuary 2008 to 31st December 2010 (re-appointed)
3 1stJanuary 2006 to 31st December 2007
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APPENDIX I

MEMBERSHIP OF EXPERT ADVISORY GROUPS, PANELS OF EXPERTS AND WORKING PARTIES
OF THE BRITISH PHARMACOPOEIA COMMISSION DURING 2007

Expert Advisory groups

ABS: Antibiotics

HCM: Herbal and Complementary
Medicines

MC1: Medicinal Chemicals

MC2: Medicinal Chemicals

MC3: Medicinal Chemicals

NOM: Nomenclature

PCY: Pharmacy

ULM: Unlicensed Medicines
(formerly Working Party UM)
Panels of Experts

BIO: Biological and Biotechnological
Products

BLP: Blood Products

IGC: Inorganic and General
Chemicals

MIC: Microbiology

RAD: Radioactive Materials

R L Horder (Chairman), P York (Vice-Chairman), AAmbrose,
AH Andrews, J F Chissell, P Ellis, S Green, R Harryman,
A Livingstone, W Mann, S Patel, | R Williams

A C Moffat (Chairman), LAAnderson (Vice-Chairman),

M Berry, K Chan, T Chapman, A Charvill, K Helliwell, C Leon,
J D Phillipson, M Pires, J Sumal, E Williamson
(Corresponding member: B P Jackson)

A G Davidson (Chairman), D Cairns (Vice-Chairman),
M Ahmed, L Anderson, J C Berridge, M Broughton, AJ Caws,
P Fleming, W J Lough, D Malpas

T D Duffy (Chairman), C T Goddard (Vice-Chairman), M Cole,
B M Everett, S Jones, M A Lee, J Lim, K McKiernan, P Murray,
M Turgoose

V Fenton-May (Chairman), E Williamson (Vice-Chairman),
S Arkle, J F Chissell, C T Goddard, W K L Pugh, W H Smith,
R Tomlinson, R Torano, | R Williams

J K Aronson (Chairman), L Tsang (Vice-Chairman), M Ahmed,
D Cousins?, G Gallagher, P W Golightly, A McNaught, G P Moss,
R Thorpe, B Warner

(Corresponding members: R G Balocco Mattavelli,

E M Cortés Montejano, J Robertson)

R Horder (Chairman), A D Woolfson (Vice-Chairman),

M Aulton, E Baker, S Branch, G Buckton, G Davison,

G Eccleston, D Elder, R Lowe, B R Matthews, J F McGuire,
S C Nichols

V Fenton-May (Chairman), T D Duffy (Vice-Chairman),
| Beaumont, C Cable!, A Charvill, P Forsey, S Jones, A Lowey?,
A Nunn?, A Pandya, J Rothwell, J Smith, D Wallace!

M A Dow (Chairman), L Tsang (Vice-Chairman), A F Bristow,
D H Calam, J Cook, J Lawrence, B Mason, A Onadipe,

A M Pickett, S Poole, D Sesardic, P Sheppard, W J Tarbit,

J N ATettey, AH Thomas, R Thorpe

B Cuthbertson, AR Hubbard, S Jenkins, J Lawrence, P Varley

C T Goddard (Chairman), AC Cartwright, B M Everett,
P Henrys, D Malpas, C Mroz, | D Newton

V Fenton-May (Chairman), S Denyer, D P Hargreaves,
B R Matthews, P Newby

S R Hesslewood, D Luit, AM Millar, R D Pickett, S Waters

British Pharmacopoeia Commission .
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VIP: Veterinary Immunological
Products

Working Parties

CX: Excipients

1 Retired during the year

AMT Lee (Chairman), AHAndrews, K Redhead, J Salt,
P W Wells

G Buckton (Chairman), C Mroz (Vice-Chairman), E Anno,
R Cawthorne, B R Matthews, M | Robertson
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APPENDIX I

MEMBERS OF THE BRITISH PHARMACOPOEIA COMMISSION STAFF DURING 2007

SECRETARY AND SCIENTIFIC DIRECTOR

DrMG Lee

SECRETARIAT

Mrs M Vallender (Editor-in-Chief)
Mr S Young (Head of Science)
Mrs M Barrett

Mr A Bentley

Mr A Evans

Dr P Holland

Dr M O’Kane (until March)

Dr R APask-Hughes

Dr A Ruggiero (from October)
Dr FJ Swanson

Miss N Thomas

MrR L Turner

LABORATORY MANAGEMENT BOARD

Dr M G Lee (Secretary and Scientific Director, BP)
Mr S Young (Head of Science, BP)

Mr R Gaur (BP Laboratory Supervisor, LGC)

Dr R Ah-Sun (Director, Business Development, LGC)
Ms S Johal (Business Development Manager, LGC)

ADMINISTRATIVE

Mr B Delahunty

Mr W Jeffries

Miss J Paine (from October)
Ms L Phillips (until November)

British Pharmacopoeia Commission .
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APPENDIX IV
BRITISH PHARMACOPOEIA COMMISSION PUBLICATIONS DURING 2007

Publications may be purchased from TSO Publications Centre, from Government Bookshops or from the
Pharmaceutical Press.

British Pharmacopoeia 2008 package
Consisting of:-
* British Pharmacopoeia 2008
* British Pharmacopoeia (Veterinary) 2008
* CD-ROM (Version 12.0)

(Subscription price, £795.00)

British Pharmacopoeia 2008 (Electronic)
* The e-book

(Price £398, available to registered purchasers of the British Pharmacopoeia 2008 only)

British Approved Names
¢ British Approved Names 2007: Supplement No. 1

(Price £7.50)
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EUROPEAN PHARMACOPOEIA COMMISSION

UNITED KINGDOM DELEGATION:

APPENDIXV

D Woolfson (Head of Delegation),

V Fenton-May, M G Lee

Alternates:

A G Davidson,AMT Lee, M Vallender

MEMBERS OF GROUPS OF EXPERTS FROM THE UNITED KINGDOM DURING 2007

Group 1
Group 6
Group 6B
Group 7
Group 9G
Group 10A
Group 10B
Group 10C
Group 10D
Group 11
Group 12
Group 13A

Group 13B
Group 13H
Group 14

Specialist:

Group 15
Group 15V

Microbiology

Biological Substances

Human Blood and Blood Products
Antibiotics

Medicinal Gases

Organic Chemistry (Synthetic Products)
Organic Chemistry (Synthetic Products)
Organic Chemistry (Synthetic Products)
Organic Chemistry (Synthetic Products)
Organic Chemistry (Natural Products)
Galenical Products

Phytochemistry

Phytochemistry
Fatty Oils and Derivatives
Radioactive Compounds

Positron Emission Tomography
Radiopharmaceuticals

Sera and Vaccines

Veterinary Sera and Vaccines

V Fenton-May

A F Bristow

AR Hubbard

W Mann

P Henrys

J M Midgley (Chairman), B M Everett
S Arkle

A JCaws

C T Goddard

A G Davidson (Chairman), W H Smith
A D Woolfson

E Williamson, K Helliwell (Specialist),
M Milchard (Specialist)

K Helliwell

R Cawthorne
R D Pickett
S Waters

D Sesardic
AMT Lee

British Pharmacopoeia Commission .
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MEMBERS OF WORKING PARTIES FROM THE UNITED KINGDOM DURING 2007

Botulinum Toxin

Bovine Serum

Chromatographic Separation Techniques

Dialysis Solutions (ad hoc)
Functionality-related Characteristics
Gelatin

Gene Therapy Products
Homoeopathic Manufacturing Methods
Inhalations

Inorganic Chemistry

Modern Microbiological Methods
Monoclonal Antibodies
Mycoplasmas

Propellants

Reagents

Special Revision Programme
Standard Terms

Statistics

Water

D Sesardic

AMT Lee

S Young

V Fenton-May

C Mroz

R Parker

J Flatman

R APask-Hughes

S C Nichols, K Truman
C T Goddard

S Denyer, R Johnson
R Thorpe, P Varley

R A J Nicholas

S C Nichols, AR Rignall, G C Robinson
D Holcombe

M G Lee

M Ahmed

R Das

P Hargreaves, K Helliwell (Specialist)
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HERBAL MEDICINES ADVISORY
COMMITTEE ANNUAL REPORT 2007

INTRODUCTION/ BACKGROUND

1.

The Herbal Medicines Advisory Committee (‘the Committee’) was
established under the powers contained in section 4 of the
Medicines Act 1968 and the Committee was formally created
on 30 October 2005. The functions of the Committee are set
out in the Herbal Medicines Advisory Committee Order 2005.

The Herbal Medicines Advisory Committee advises on the safety,
quality and efficacy, in relation to human use, of:

(@ herbal medicinal products eligible for registration under the
simplified traditional use registration procedure established
under European Directive 2004/24/EC and

(b) unlicensed herbal medicinal products (unless it is subject
to an application for a marketing authorisation, product
licence or a homoeopathic certificate of registration).

The Committee may also advise on the safety, quality and
efficacy, in relation to human use, of herbal medicinal products
which have a marketing authorisation, product licence or
certificate of registration, or which are the subject of an
application for such authorisation, licence or certificate, if Health
Ministers or the licensing authority request such advice, or
provide the Committee with information relating to that product.

The role of the Committee will concern primarily issues relating
to safety and quality, since there is not a requirement for efficacy
to be separately demonstrated in relation to registered traditional
herbal medicines or unlicensed products sold under Section 12
of the Medicines Act. However, efficacy is still relevant. Under
the new traditional herbal registration scheme, the
pharmacological effects or efficacy of the medicinal product must
be plausible on the basis of long-standing use and experience.

CHAIRMAN/ MEMBERS

4.  Alist of the Committee’s current membership is at Appendix I.

SECRETARIAT

5. The Secretariat is based at the Medicines and Healthcare
products Regulatory Agency (MHRA). Alist of the Administrative
Secretariat is at Appendix Il

MEETINGS

6. There were four meetings in 2007. Meetings were held at the
Medicines and Healthcare products Regulatory Agency, Market
Towers, 1 Nine EIms Lane, London SW8 5NQ.

7. Summary minutes of the meetings of the Committee can be

found on the MHRA website (www.mhra.gov.uk >Committees
>Medicines advisory bodies).

Herbal Medicines Advisory Committee .
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COSTS

8.

For each meeting that they attend, Members are entitled to
claim a preparation/attendance fee of £275 (Chairman’s fee
£400). Travel and subsistence is also payable within Department
of Health guidelines.

SUMMARY

9.

10.

11.

12.

13.

The Committee were updated on the Traditional Herbal Medicinal
Products Directive, and received reports from European Herbal
Medicinal Products Committee (HMPC) meetings of January,
March, May, and October 2007.

A table showing the number of applications made for registration
certificates and the number of those referred to the Committee
for advice since it was established is at Appendix Ill.

The Committee considered safety papers on St John’s Wort
(Hypericum perforatum), and unlicensed products.

The Committee contributed to the development of the MHRA's
plans for improving the effectiveness of communications about
herbal medicines. A specific outcome during the year was the
launch on the MHRA website of information sheets on the safe
use of specific herbs.

The Committee were updated on the programme of policy reform
of s.12(1) of the Medicines Act 1968.
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APPENDIX |
MEMBERSHIP OF THE HERBAL MEDICINES ADVISORY COMMITTEE
Chair

Professor Philip A Routledge OBE MB BS MD FRCP FRCPE
Professor of Clinical Pharmacology, Wales College of Medicine, Cardiff University and Honorary
Consultant Physician, Cardiff and Vale NHS Trust

Members

Mr Anthony J Booker MRSC MRCHM MBAC
President of The Register of Chinese Herbal Medicine, Director of MSc Studies in Chinese Herball
Medicine, CICM, Reading; Chinese Medicine Practitioner

Dr Robert C G Bracchi' BSc MB Bch FRCGP
General Practitioner, Abergavenny, Monmouthshire

Ms Alison M Denham BA (Soc) FNIMH
Herbal Practitioner and Senior Lecturer in Herbal Medicine, University of Central Lancashire, Preston

Dr Michael R Evans? MB ChB
Principal in General Practice, St Lukes Medical Centre Stroud, Clinical Teacher in General Practice
University of Bristol & Faculty Member, British Postgraduate Training in Anthroposophic Medicine

Dr Shantha B W Godagama DAMS MBAcC MF (hom) MAcF FAMA(UK)
Practitioner, Ayurvedic Medicine/ Acupuncture, London President Ayurvedic Medical Association (UK)
Director Ayurvedic Medical Centre Hale Clinic London Board of Directors EHPAAMA (UK)

Mrs Christine A Gratus BA (Hons English) MBA
Lay representative

Mrs Agnes Grunwald-Spier JP BSc (Econ) MA
Lay Representative

Professor Gabrielle Hawksworth PhD (Vice Chair)
Professor of Molecular Toxicology, College of Life Sciences & Medicine, University of Aberdeen

Professor Michael Heinrich MA MSc PhD
Professor and Head of Centre for Pharmacognosy & Phytotherapy, The School of Pharmacy, University
of London

Mrs Vivienne J Hinks BSc (Hons)
Senior Lecturer, School of Health, University of Wolverhampton

Dr Steven B Kayne? BSc PhD MBA LLM MSc DAgVetPharm FRPharmS FCPP MPS (NZ) FNZCP
FFHom Community Pharmacist & Honorary Consultant Pharmacist, Glasgow Homeopathic Hospital

Mr Simon Y Mills MA MCPP FNIMH
Teaching Fellow, Peninsula College of Medicine and Dentistry / Herbal Practitioner, Exeter Devon

Professor J David Phillipson DSc PhD MSc FRPharms FLS
Emeritus Professor of Pharmacognosy, the School of Pharmacy, London University

Professor Raymond J Playford MB BS PhD FRCP
Professor of Medicine & Consultant Physician, Barts and the London Hospital Queen Mary, University of
London

Herbal Medicines Advisory Committee .
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Ms Deborah J Shaw BSc (Hons) PhD
Clinical Scientist/Research Scientist, Herbal Medicines, Medical toxicology Unit, Guy’s St Thomas NHS
Foundation Trust

Dr Jidong Wu® MB MSc MATCM
Senior Lecturer and Programme Advisor in Traditional Chinese Medicine at Middlesex University

1 Also member of the Advisory Board on the Registration of Homeopathic Products
2  Also member Pharmacovigilance Expert Advisory Group
3 Also member of the Independent Review Panel for Borderline Products
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APPENDIX I
MEMBERS OF THE COMMITTEE’'S ADMINISTRATIVE SECRETARIAT

Dr Linda Anderson
Principal Assessor

Mr Richard Woodfield
Policy

Mrs Leigh Henderson
Dr Susan Kenyon
Safety

Mr Leslie Whitbread
Unit Manager

Mrs Fran Queen
Secretary

Herbal Medicines Advisory Committee .
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2006
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Number of applications
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14

17
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THE INDEPENDENT REVIEW PANEL FOR
ADVERTISING ANNUAL REPORT 2007

INTRODUCTION

1. TheIndependent Review Panel for Advertising (‘the Panel’) was
established in 1999 as a result of a consultation in 1997 on the
proposed amendments to the Advertising and Monitoring of
Advertising Regulations 1994. The amendments were designed
to increase the effectiveness of these regulations, a move which
some saw as increasing the MHRA's regulatory powers. In
response to these concerns the MHRA introduced a procedure
allowing companies to make representations to an Independent
Review Panel. Where a company has requested a review, the
findings of the Panel have to be taken into consideration before
a final decision on a company promotion for a product can be
made.

CHAIRMAN/MEMBERS

2. Alist of the Panel's current membership is at Appendix I.

SECRETARIAT

3. The Secretariat is based at the Medicines and Healthcare
products Regulatory Agency. A list of the Administrative
Secretariat is at Appendix Il

MEETINGS

4.  There were no meetings held in 2007.

COSTS

5.  For each meeting that they attend, Members are entitled to claim
a preparation/attendance fee of £150 (Chairman’s fee £275).
Travel and subsistence is also payable within Department of
Health guidelines.

Independent Review Panel for Advertising .
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APPENDIX |
MEMBERS OF THE INDEPENDENT REVIEW PANEL FOR ADVERTISING
Chair

Mr James A A Watt
Formerly Senior Partner, Hempsons Solicitors, London, Manchester and Harrogate

Members

Mr John Ferguson OBE FRPharmS FPS(NZ) HonDSc
Former Secretary and Registrar of the RPSGB, Haywards Close, West Sussex

Dr Surendra Kumar MBBS DCH FRCGP
Principal in General Practice in Widnes, Cheshire; National President, British International Doctors
Association

Dr John Mucklow MD FRCP
Consultant Physician and Clinical Pharmacologist, University Hospital of North Staffordshire NHS Trust

Dr Jane Richards OBE MB BS FRCGP D(Obst)RCOG DCH
General Practitioner (retired)

Dr Nuala Sterling CBE FRCP
Consultant Physician Emeritus in Geriatric Medicine Southampton University Hospitals Trust

Dr Sheila Stevens PhD MRPharmS
Former Head of Scottish Department of the Royal Pharmaceutical Society of Great Britain; Independent
Pharmaceutical Consultant
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APPENDIX I
MEMBERS OF THE PANEL'S ADMINISTRATIVE SECRETARIAT

Mr Leslie Whitbread
Unit Manager

Mr Fred Huckle
Secretary

Independent Review Panel for Advertising .
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THE INDEPENDENT REVIEW PANEL FOR
BORDERLINE PRODUCTS ANNUAL
REPORT 2006

INTRODUCTION

1. The Medicines for Human Use (Marketing Authorisations Etc)
Amendment Regulations 2000 introduced a statutory procedure
for deciding whether a product is a “relevant medicinal product”
when the licensing authority gives notice that it “is minded” to
make a provisional determination that a product is a “relevant
medicinal product”. The statutory procedure provides an option
to a company to seek review of a provisional determination by
the Independent Review Panel (‘the Panel’). Where a company
has requested the review of a decision, the findings of the Panel
have to be taken into consideration before a final decision can
be made.

CHAIRMAN/MEMBERS
2. Alist of the Panel's current membership is at Appendix I.
SECRETARIAT

3. The Secretariat is based at the Medicines and Healthcare
products Regulatory Agency. A list of the Administrative
Secretariat is at Appendix Il

MEETINGS

4.  There were two meetings in 2007. The meetings were held at
the Medicines and Healthcare products Regulatory Agency
(MHRA), Market Towers, 1 Nine EIms Lane, London SW8 5NQ.

COSTS

5.  For each meeting that they attend, Members are entitled to claim
a preparation/attendance fee of £150 (Chairman’s fee £275).
Travel and subsistence is also payable within Department of
Health guidelines.

SUMMARY

6. A table showing the number of oral hearings and written
representations dealt with by the Panel for the last five years is
at Appendix lll.

WRITTEN REPRESENTATIONS

7. There was one written representation considered by the Panel
in 2007.

8. The Panel advised that Chlorohex Plus is a relevant medicinal
product and subject to the provisions of The Medicines for
Human Use (Marketing Authorisations Etc) Regulations 1994
(S.1.1994/3144) as amended by The Medicines for Human Use
(Marketing Authorisations Etc) Amendment Regulations 2000
(S.1.2000/292).

Independent Review Panel for Borderline Products .
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ORAL REPRESENTATIONS

9.

10.

There was one oral review heard by the Panel in 2007.

The Panel advised that Matron™ Bio Hand Wash Gel Balm
Mint & Matron™ Bio Hand Wash Gel are relevant medicinal
products and are subject to the provisions of The Medicines for
Human Use (Marketing Authorisations Etc) Regulations 1994
(S.1.1994/3144) as amended by The Medicines for Human Use
(Marketing Authorisations Etc) Amendment Regulations 2000
(S.1.2000/292).
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MEMBERSHIP OF THE INDEPENDENT REVIEW ON CLASSIFICATION OF BORDERLINE
MEDICINES

Chair

Mr James A A Watt
Formerly Senior Partner, Hempsons Solicitors, London, Manchester and Harrogate

Members

Professor Janet Bainbridge OBE BSc(Hons) PhD MiBiol CBiol FRSA
On secondment to the regional Development Agency, OneNorthEast as Senior Specialist Advisor
Government Europe

Dr David Clark OBE BsC PhD CBiol FIBiol (resigned 2 December 2007)
Honorary Senior Research Fellow at the University of Kent

Dr Paramijit Gill DM BM DCH MRCGP ILTM
General Practitioner, Clinical Senior Lecturer Department of Primary Care & General Practice, University
of Birmingham

Dr Shantha Godagama DAMS MBACC MF(HOM) MACF FAMA (UK)
President Ayurvedic Medical Association UIK President General Council for Ayurveda, Founder dean
College of Ayuverda UK, Director Ayurvedic Medicla Centre at the Hale Clinic, London

Mr Christopher Hedley AHG

Private Practice as Medical Herbalist in London, Lecturer and Clinic Tutor at Westminster University,
Lecturer at the Scottish School of Herbal Medicine, Advisor to London Community Herbalists, Member of
THEN, Member of the Herb Society

Professor Peter Houghton BPharm PhD FRPharmS FRSC Cchem
Professor of Pharmacognosy, Department of Pharmacy, Kings College London

Mrs Kiran Kumar BSc MSc
Lay Representative

Dr Surendra Kumar SB St J MBBS DCH FRCGP
Principal in General Practice in Widnes, Cheshire, National President, British International Doctors
Association

Dr Pamela Mason BSc (Hons) MSc PhD MRPharmS
Journalist & Freelance Pharmaceutical and Nutritional Writer and Consultant

Mr Michael McIntyre MA FINIMH FRTCHM MBAcC
Chairman of the European Herbal Practitioners Association; Trustee of the Prince of Wales Foundation
for Integrated Health: External Examiner for the University of Westminster

Dr Namasivayam Sathiyamoorthy DAMS DAc PhD FAMA(UK)

Consultant at Several Ayurvedic Medical Clinics and Director of the Eastern Clinic, Natural Medicine
Centre, Tooting; Consultant at Kankus Clinic, Harley Street; Founder General Secretary of the Ayuevedic
Medical Association UK

Mr lan Smith BSc MSc MIFPA
Aroma therapist and Former Chairman of the International Federation of professional Aroma therapists

Dr Jidong Wu MB MSc MATCM
Senior Lecturer and Programme Advisor in Traditional Chinese Medicine at Middlesex University

Independent Review Panel for Borderline Products .
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Mr Brian D Yates MA MSc FRSA
Chairman Consumers’ Association and Which?; Member General Medical Council Fitness to Practise
Panels; Member Immigration Appeal Tribunal
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CODE OF PRACTICE FOR CHAIRMEN AND
MEMBERS OF THE COMMISSION ON
HUMAN MEDICINES, CERTAIN SECTION 4
COMMITTEES AND EXPERT ADVISORY
GROUPS

1. INTRODUCTION

Purpose of the Code 1.1 This Code of Practice sets out the rules to be followed by
chairmen and members of advisory committees holding and
declaring interests in the pharmaceutical industry. The Code
of Practice also provides guidance on holding and declaring
other relevant interests, and on how interests that have been
declared will be managed. The Code applies to chairmen and
members of all the statutory committees and Expert Advisory
Groups (EAGS) established to contribute advice to the Licensing
Authority on the regulation of medicines available on the UK
market. Separate rules apply to the British Pharmacopoeia
Commission (BPC) because of their different role and remit.

Importance of impartiality 1.2 Ministers expect the advice they receive on matters relating to
the regulation of medicines to be impartial. Ministers also expect
to be able to seek such advice from a wide range of highly
skilled professionals who are senior and well regarded in their
respective fields. Many experts in the field of medicines have,
or have had, connections with the pharmaceutical industry and
other commercial organisations whose business may be
considered relevant to their work on the advisory bodies but
may have an impact on their impartiality. For example, the
University department for which an individual is responsible
may have received a research grant from industry, or the
individual may have shareholdings from previous industry
employment.

1.3  Toreassure Ministers and the public that the advice on which
decisions about medicines is based is impartial, it is important
to have in place a robust policy governing the declaration and
management of relevant interests. In the interests of
transparency and accountability, this Code of Practice, the
declarations made by chairmen and members of the various
committees, and the actions taken to manage potential conflicts
of interest are made public. In addition, where an individual has
declared in advance of a meeting an interest that would exclude
him or her from the relevant discussions, this information will
be used by the secretariat to ensure that, wherever possible,
the relevant committee papers are not sent to that individual.

2. SCOPE

Committees and groups to 2.1  The Code of Practice applies to the chairmen and members of
which this Code applies the following committees and groups:

o Commission on Human Medicines (CHM)

. The following Section 4 committees:

— Herbal Medicinal Products Committee (HMAC);

Code of Practice
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Pharmaceutical Industry

Immediate family

Summary of interests that
need to be declared

2.2

31

3.2

3.3

4,

4.1

— TheAdvisory Board on the Registration of Homoeopathic
Products (ABRH).

o The Expert Advisory Groups (EAGS) established by the
CHM and/or the Section 4 committees.

This Code of Practice does not apply to the British
Pharmacopoeia Commission (BPC), which is also a section 4
committee but does not advise Ministers directly. A separate
Code has been developed for the BPC to take account of their
different role and remit.

DEFINITIONS

For the purposes of this Code of Practice, the following
definitions apply:

“Pharmaceutical industry” means:

o Companies, partnerships or individuals who are involved
with the manufacture, sale or supply of medicinal products,
including herbal medicinal products and homoeopathic
products;

o Trade associations representing companies involved with
such products;

o Companies, partnerships or individuals who are directly
concerned with research, development or marketing of a
medicinal product, including herbal medicinal products
and homoeopathic products which is being considered
by the CHM or by one of the Section 4 committees or
Expert Advisory Groups.

References to “the pharmaceutical industry” include cases
involving a single company.

“Immediate family” means:

Spouse or partner and members of the family living in the same
household. Members of the family include dependent children,
any adult children or other relative (such as parent) living in the
same household.

INTERESTS WHICH NEED TO BE DECLARED

Itis the responsibility of each individual to identify and to declare
all relevant interests. The following types of interest must be
declared by chairmen and members of all committees and
groups:

i Their own financial interests in the pharmaceutical
industry; (financial interests are either personal or non-
personal, and either specific to the product being
discussed, or non-specific);

i Financial interests in the pharmaceutical industry held
by members of their immediate family;
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Personal interests

Personal interests — special
rules applicable to the CHM
and certain Section 4
committees

4.2
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4.4

o Any other matter that could affect their impartiality, or
that could reasonably be perceived as affecting their
impartiality. Some examples of interests that are relevant
in the context of this Code of Practice, not all associated
with the pharmaceutical industry, are set out in section
4.7 below.

The following paragraphs describe in more detail the types of
interests that must be declared. The procedures for handling
interests that have been declared are described in Section 7.

A personal interest in the context of this Code, involves the
payment, in any form, to an individual personally, by a
pharmaceutical company whose business may be directly
affected by the advice of the advisory body. At a meeting,
personal interests must be declared as specific (that is, payment
relates to a particular product under consideration), or as non-
specific (that is, not related to the particular product under
discussion). The following main examples of interests to be
declared should not be regarded as a definitive list, and the
Medicines and Healthcare products Regulatory Agency (MHRA)
secretariat to each committee will advise if a chairman or
member is in any doubt.

Consultancies: any consultancy, directorship, position in or
work for the pharmaceutical industry which attracts regular or
occasional payments in cash or kind;

Fee-paid work: any work commissioned by the
pharmaceutical industry for which the individual is paid in cash
or kind,;

Shareholdings: any shareholding in or other beneficial interest
in the pharmaceutical industry. This does not include
shareholdings through unit trusts or similar arrangements where
the individual has no influence on financial management;

Expenses/hospitality provided by a pharmaceutical
company: special rules apply to attendance at conferences
or similar events. These are covered in paragraphs 4.8 et seq.
below;

Unit trusts and similar: Assets over which chairmen and
members and/or theirimmediate family have no financial control
(such as holdings in a wide share portfolio, Unit Trust or similar,
where the Fund Manager has full discretion over the
composition of the portfolio) do not need to be declared.
However, funds held in a portfolio in which chairmen and
members and/or their immediate family have the ability to
instruct the Fund Manager as to the composition of the fund
must be declared.

Pension entitlement accrued pension rights from earlier
employment in the pharmaceutical industry do not need to be
declared.

The chairman and members of the CHM, HMAC and ABRH
serve on the committees that provide advice direct to the
Licensing Authority. For this reason, they are not permitted to

Code of Practice
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Non-personal interests

Other relevant interests

4.5

4.6
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hold any current personal interests in the pharmaceutical
industry. This policy also applies to the chairmen of
the Chemistry, Pharmacy and Standards EAG, the
Pharmacovigilance EAG and the Biologicals and Vaccines
EAG by virtue of their membership of the CHM. The chairmen
and members of the CHM and the chairmen and members of
the HMAC and ABRH, and the chairmen of the three EAGs
specified are required to make a declaration on appointment
that they are disposing or have disposed of any such current
personal interests.

The chairmen and members of these committees have three
months from the date of appointment to dispose of any current
personal interests in the pharmaceutical industry. During this
period, they are required to declare any relevant current personal
interests at meetings and to exclude themselves from
discussion on the relevant product(s) and abstain from any
vote.

A non-personal interest in the context of this Code, involves
payment that benefits a department for which an individual is
responsible, but is not received by the member personally. As
with personal interests, non-personal interests at a meeting
must be specific or non-specific. The main examples that follow
should not be regarded as a definitive list, and the advice of the
committee secretariat provided by the MHRA should be sought
if a chairman or member is in any doubt.

Fellowships: the holding of a fellowship endowed by the
pharmaceutical industry or any other relevant industry;

Support by the pharmaceutical industry or any other
relevant industry: any payment, other support or sponsorship
by the pharmaceutical or other industry that does not convey
any pecuniary or material benefit to the individual personally
but that benefits his/her position or department;

Grants from a company: for example, for the running of a
unit or department for which an individual is responsible;

Grants or fellowships to sponsor a post or staff member
in the unit for which the individual is responsible: this
does not include financial assistance given to individual
students;

Commissioning of research or other work or advice from
staff who work in a unit for which the individual is
responsible.

Itis not only financial interests in the pharmaceutical industry
that are relevant. A wide range of other matters may also be
considered to be relevant, depending on the circumstances
and matters under consideration by a committee on which an
individual serves, and could include non-financial interests. There
are no hard and fast rules concerning “other” interests that
need to be declared. In considering whether an interest is
relevant and therefore should be declared, the guiding principle
must be whether the matter might reasonably be perceived as
affecting a member’s impartiality. Some examples of matters
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Attendance at conferences,
scientific meetings and
similar

4.8

that might fall under this heading are set out below. These are
not exhaustive and individuals should always seek advice from
the MHRA Secretariat if they are in any doubt about whether or
not a matter is relevant:

o An individual, or his department, has done research work
relating to a particular product, or class of products.
Although the research has not been funded by any
particular pharmaceutical company, the research has
taken a particular line e.g. in relation to the safety of the
products, or their efficacy;

o An individual has made public statements (either
favourable or unfavourable) about a particular company,
or product, or class of products or about a competitor’s
product or class of product;

o The relevant committee is considering whether a product
should be reclassified e.g. from prescription only, to a
pharmacy medicine, and the individual has a particular
interest in the reclassification being made e.g. because
he is a retail pharmacist and he will benefit financially;

o An individual participates in, or is connected with, a charity
or pressure group that would have an interest in the
outcome of the advice being given;

o An individual has a family member who suffers from an
illness who would benefit from treatment if a product under
discussion were to be authorised;

o An individual has a family member who has suffered a
severe reaction or other problem as a result of treatment
with a product under discussion;

o Matters relating to persons who are not immediately family
members, but are closely connected with the committee
expert e.g. adult child no longer living in the same
household, or non-family member whose work or other
interests are closely associated with the pharmaceutical
industry and which could reasonably be perceived as
affecting the individual’s impartiality. An example might
be where a committee is giving advice in relation to a
product and a close family member or friend has had a
major development responsibility for that product;

o Interests in a company manufacturing the delivery system
(e.g. syringes or other medical equipment) for a particular
medicinal product;

Government recognises that it is usual for conferences,
scientific meetings and other events associated with healthcare,
medicines or related matters to receive some form of
sponsorship either directly, or indirectly via a special fund, from
the pharmaceutical industry. Government also recognises the
importance of being able to receive advice from leading experts
who are able to keep themselves up to date with developments

Code of Practice
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4.10

411

412

4.13

at the cutting edge of science, and that this is mainly done
through attendance at educational and scientific events and
meetings. Itis therefore essential to set out rules for attendance
at these and similar events as questions may be legitimately
raised as to whether participation in the event, or even mere
attendance, will compromise their impartiality in any way. This
is particularly important in respect of chairmen and members
of the CHM and Section 4 committees, (including the
chairmen of the Pharmacy and Standards EAG, the
Pharmacovigilance EAG and the Biologicals and Vaccines
EAG) who, as set out above, are not permitted to hold personal
interests in the pharmaceutical industry.

The nature of the events that fall within the scope of this Code
of Practice and the industry sponsorship received can vary
widely from, at one extreme, a conference sponsored by a
single company to launch a product to, at the other extreme, a
scientific meeting organised by a learned society that has
received some financial support from a number of companies
paid into a dedicated meeting fund. Between these extremes
there are many variations in events and funding that may occur.

In order that the chairmen and members of CHM, HMAC, ABRH

and the three EAG chairmen specified in paragraph 4.8 above,
should be able to attend appropriate scientific events to keep
their knowledge up to date, the MHRA has established a
discretionary fund to meet the reasonable expenses (e.g travel
and accommodation costs) incurred in their attendance. The
relevant MHRA committee secretariat will administer the fund,
and chairmen and members wishing to claim the costs of
attendance at such events must make an application in good
time to enable appropriate travel and other arrangements to be
made. The fund will cover educational events that are relevant
to maintaining the expertise of individuals serving on the CHM,
HMAC, ABRH and the three specified EAGs, where acceptance
of financial support from industry (for example a single
pharmaceutical company) would not be appropriate. Separate
guidance on the allocation of resources from the fund has been
developed for use by the MHRA secretariat.

In some cases it will permissible for members of CHM,
HMAC, ABRH and these three EAG chairmen to attend
events sponsored by the pharmaceutical industry (and accept
the payment of their expenses) without recourse to the MHRA
discretionary fund. For example, where a learned society holds
an international conference that is sponsored by a number
of different pharmaceutical companies, it will generally be
acceptable for the member to accept such an invitation and
to receive payment of expenses, although in such instances
declaration of attendance and receipt of funding must be
declared in the normal way.

If funding and/or expenses are paid specifically for an individual's
attendance but nevertheless paid to his department rather than
the individual himself, it will not normally be acceptable for the
individual to attend.

Benefits of this nature paid to an immediate family member
that also benefit the committee chairman or member (e.g. a
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company pays his or her flight costs so that the he or she can
attend a conference with a family member) must be declared
as the individual's own interest. However, there is no requirement
to declare educational conferences and similar events attended
by immediate family members.

If an individual attends an educational conference or similar, he
or she should avoid participation in, for example, “satellite”
meetings sponsored and arranged by specific companies or
focusing on specific products where involvement in discussions
might reasonably be perceived as affecting his or her
impartiality. If in doubt, this must be raised with the MHRA
Secretariat at the earliest possible opportunity, who will be
able to provide further guidance.

The rules for holding personal interest in the pharmaceutical
industry do not apply to chairmen and members of EAGs, apart
from chairmen of the three EAGS described at paragraph 4.8
above, and for the reasons set out in paragraph 4.4 above.
Therefore, these experts may attend meetings sponsored by
the pharmaceutical industry and accept funding of expenses,
but these must be declared.

Attendance at conferences, scientific meetings and other events
relevant to this Code must be declared at the first meeting of
the committee after the event has taken place. This declaration
may affect an individual’s participation in discussions over the
subsequent months. The declarations will be published annually
in the report of the work of the committees.

The situations described are not exhaustive and individuals
should always seek advice from the MHRA Secretariat if they
are in any doubt about whether or not they should attend, or
whether, having attended, they need to declare attendance as
an interest.

SPECIAL POSITION OF EXPERTS ATTENDING FOR THE
DAY AND EXPERTS CALLED TO ADVISE THE
COMMITTEES ON SPECIFIC ISSUES

Experts who are invited to attend committees for the day, for
example if a regular member cannot be available or cannot
participate in discussions because of his or her interests, are
known as “Experts for the Day”. They are co-opted as full
members of the committee for that day, may participate fully in
all discussions and may vote. They are therefore required to
make a full declaration of interests in the same way as is required
of a full member of that committee. Experts called to advise a
committee on particular issues may not hold interests in the
issue under discussion.

6. DECLARATION OF INTERESTS

6.1

Chairmen and members are required to make a full declaration
of interests on appointment and annually. They must also inform
the MHRA secretariat promptly of any changes or updates to
the terms of their declaration during the year. This includes
reporting promptly attendance at events described in paragraphs
4.8-4.17. If anindividual is uncertain as to whether or not an
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Annual declaration 6.2

6.3

6.4

6.5

6.6

Declarations at meetings 6.7

6.8

interest should be declared, he or she must seek guidance
from the MHRA secretariat. Chairmen and members are also
required to make further declarations of relevant interests at
meetings when they will be advised as to the procedure that

will apply.

The annual declaration must include all the financial (personal
and non-personal) interests in the pharmaceutical industry of
the chairmen and members currently held or held in the last 12
months and financial interests in the pharmaceutical industry
that they know of that are held by their immediate family.
Members and chairmen are also required to include in the
annual declaration details of any other matter which could
reasonably be regarded as affecting their impartiality.

The declaration of certain interests will not be restricted to the
last 12 months. For example, an individual’'s significant
involvement in the development of a particular product will need
to be declared each year as well as at relevant meetings, and
may restrict that individual’s participation in some discussions.

The chairmen and members’ declaration of their own interests
will identify them with the interests declared, but the interests
declared do not need to be quantified. For example, in declaring
a grant received by a department for which the individual is
responsible, only the company name is required, not the value
of the grant.

When the annual declaration includes matters relating to other
persons, names are not required, nor do the interests declared
need to be quantified. For example, in declaring shareholdings
only the company name is required, not the numbers or values
of shares held. Family members should be referred to simply
as: “immediate family member” and closely connected persons
as “other person”. In nearly all circumstances this will protect
the anonymity of those whose interests must be declared by
the serving committee member, although we recognise that in
very exceptional circumstances it may be possible for that
individual to be identified.

The annual declaration made by all chairmen and members of
all the CHM, the Section 4 committees and EAGs will be
published each year in the Annual Report of the Advisory Bodies.

Chairmen and members are required to declare relevant interests
at meetings, whether or not those interests have previously
been declared to MHRA. The type of interest must be declared,
thatis, whether it is personal or non-personal, specific or non-
specific or other.

If an issue arises for discussion and an individual is concerned
about a matter that could be regarded as affecting his or her
impartiality and this matter has not already been declared, he
or she must raise this with the MHRA secretariat in advance of
the meeting if possible. This will enable the secretariat, wherever
possible, to ensure that he or she is not sent any papers
concerning issues on which the individual cannot be regarded
as impartial. Where it has not been possible to identify such
issues in advance, the individual must raise the issue with the
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7.2

Personal Interests 7.3

7.4

7.5

Non-Personal Interests 7.6

MHRA secretariat or the chairman as early as possible before
the meeting takes place, and in any event before discussion of
the relevant agenda item. The chairman of the committee is
responsible for taking the decision on how declared interests
should be handled.

PARTICIPATION IN DISCUSSIONS WHEN AN INTEREST
HAS BEEN DECLARED

“Taking part in discussions” means speaking at meetings or
voting. Where an individual is not to take part in a discussion,
he or she should leave the room before the discussion
commences, and return only when that agenda item is
complete.

The following paragraphs describe, for each category of interests
declared, the actions to be taken.

A personal specific interest will have been declared if an
individual has worked on the product under consideration and
is receiving or has received payment for that work. As a general
rule, the individual will normally not be allowed to take part in
discussions as they relate to that product, except where the
Chairman exercises his discretion (which will be rarely
exercised) to answer questions from other members. A
significant involvement in the development of a product will
usually debar an individual from ever participating in discussion
on that product. A less significant involvement, or less specific
work with or on a product, may not permanently debar an
individual, but such decisions will need to be taken on a case
by case basis, taking account of the nature of the involvement,
its specificity and when the work was undertaken.

If an individual has declared a personal non-specific interest
the individual must take no part in discussions on that agenda
item, except at the Chairman’s discretion to answer questions
from other members. If the personal non-specific interest relates
to shares that have been disposed of, the individual will generally
be permitted to take part in discussions once three months
have elapsed from the date of the disposal of them. If the
personal non-specific interest relates to other matters, such
as a payment received from a pharmaceutical company, the
individual will generally be permitted to take part in discussions
once 12 months has elapsed from the date of receipt of payment.
However, in some cases it will not be appropriate for the
individual to take part even though 12 months have elapsed —
for example, where he has an ongoing consultancy or other
financial relationship with the pharmaceutical company.

If the individual has declared a personal interest in relation to

a member of his or her immediate family, he or she should
similarly take no part in discussions except at the Chairman’s
discretion to answer questions from other members. Such
interests may range from a family member’'s major role in the
development of a product under consideration to a family
member’s shareholdings.

A non-personal specific interest will have been declared if
the department for which the individual is responsible is currently
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Consideration of Classes of
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7.8

7.9

7.10

7.11
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7.13

receiving payment in respect of work done on the product. The
individual will generally not be able to take part in proceedings
where a department for which he has responsibility has carried
out specific work on the product under discussion.

Anon-personal, non-specific interest will not normally debar
an individual from taking part in discussions, unless exceptional
circumstances arise in which it is not appropriate for them to
do so.

If an individual declares non-personal interests of an immediate
family member, this will not generally prevent him or her from
taking part in discussions.

If an individual has declared an interest which does not fall
within one of the categories described, but which he or she
considers could be perceived as affecting his or her impartiality,
whether that individual will be permitted to take part in
discussions will depend upon the circumstances. In some
cases, it will be sufficient for the individual to declare the
interest, so that others taking part in the discussion are aware
of his or her interests and can view his or her contribution in
that light. An example might be where a member owns retail
pharmacies and the discussion addresses the classification
of a product from prescription to non-prescription status. In
other circumstances it may not be appropriate for an individual
to take any part in discussions, except at the chairman’s
discretion to answer questions from other members. The
chairman and/or the MHRA Secretariat will advise on these
matters. The chairman of the committee is responsible for taking
the decision on how declared interests should be handled.

Itis important to remember that not only the company whose
application is being considered will be affected by the advice
that is given by advisory bodies — companies who make
competitor products may also be affected.

If a product is being discussed and an individual is aware that
he or she has an interest in a company which markets a rival
product, the business of which will directly benefit or suffer as
aresult of the advice that is given, the individual must declare
that interest at the meeting. An example might be where an
application for a generic product is being considered and the
individual holds an interest in the current brand-leader, or where
a new active substance is under consideration that will directly
affect the market of another company for a similar product in
which an individual has an interest. Whether the individual will
be permitted to take part in discussions will depend upon the
circumstances and the extent to which the business of the
competitor is likely to be affected

There is no requirement to carry out specific research to identify
issues such as these — individuals need only to declare
interests of which they are aware.

If an advisory body is considering issues relating to a class of
products, the issue of interests remains relevant. Individuals
must still declare interests in the usual way. Whether they will
be permitted to take part in discussions will depend upon the
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8.1

9.1

9.2

circumstances, including the class of products being
considered, the nature of the advice being given.

RECORD OF INTERESTS

Arecord is kept in the MHRA of:

. names of chairmen and members who have declared
interests on appointment, when an interest first arises or
through the annual declaration, and the nature of the
interest;

. names of chairmen and members who have declared
interests at meetings of the CHM, Section 4 Committees
and EAGs, giving dates, names of relevant products and
companies, details of the interest declared and whether
the individual took part in the proceedings.

PUBLICATION

Interests declared to the MHRA by chairmen and members of
all committees, including EAGs, are published each year as
an annex to these reports.

Interests of immediate family and other closely connected
people declared by chairmen and members are also included
in the annex. The information provides only the name of the
committee chairman or member and the source of the interest
(e.g. the company name). It does not provide any financial
information, numbers (e.g. for shares), nor identify the family
member (or other) holding the interest by name.

Code of Practice




Code of Practice .
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COMMISSION ON HUMAN MEDICINES: MEMBERS HAVE DECLARED CURRENT PERSONAL AND
NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS FOLLOWS:

MEMBER

Sir Gordon W Duff (Chair)
Professor D Ashby

Dr Barbara Bannister
Professor Derek Calam

Professor Janet Darbyshire

NAME OF COMPANY

None

None

None

None

None

PERSONAL INTERESTS

NATURE OF
INTEREST

Commission on Human Medicines Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

None

None

None

Cancer Group

AstraZeneca — Cediranib
(ICON®)

Roche —Bevacizumab
(ICON7) of CRO for
monitoring

Roche —Bevacizumab
(STO3)

Interferon, Liposomal

ITGI (Schering-Plough)
Wyeth

Merck — Cetuximab
Chiron — Interleukin (IL)2
Novartis — Zoledronic Acid

Pfizer — Celecoxib
Aventis — Docetaxel

Bayer — Sorafenib

NATURE OF
INTEREST

Drug and Placebo,
unrestricted grant

Drug unrescricted grant,
provision database and
drug distribution, grant

for TR sample collection
Drug and educational
grant

)Drug and unrestricted
)grant

Financial support

Drug and financial support
Drug and financial support
Drug and educational
grant

Drug and logistical support
Discounted drug and
educational grant

Drug, logistical support
and educational grant

WHETHER
CURRENT

L00¢ s1ioday |enuuy salpog AIOSIAPY 896T 10V SauldIpaiy



Commission on Human Medicines Declaration of Interests .

PERSONAL INTERESTS

MEMBER NAME OF COMPANY NATURE OF

INTEREST

Professor Janet Darbyshire
(cont)

Professor Henry Dargie None
Dr Michael Donaghy None
(Co-Vice Chair)

Professor Peter Helms None
Ms Amanda Hoey None
Professor J Hunt None

NON-PERSONAL INTERESTS

NAME OF COMPANY

HIV Group

Abbott

Boehringer Ingelheim
GlaxoSmithKline
Gilead Sciences
Boehringer Ingelheim,
Bristol-Myers Squibb,

Gilead, Tibotec, a division of

Janssen-Cilag Ltd, Roche

NATURE OF
INTEREST

No drug, financial support

for virology in DART

Drug and financial support
Drug and financial support
Drug and financial support
)Financial support for HIV

)resistance database

)

)

Other Disease Groups

Roche
Bayer

Insys Therapeutics Inc

None

None

None
None

None

Drug and Trial costs
Drug cost, possibly trial
costs

Drug and analysis of
safety blood samples,
salary and associated
expenses of a study
monitor

WHETHER
CURRENT

L00¢ suioday |enuuy saipog AIOSIAPY 896T 10V Sauldipai



MEMBER

Professor Martin Kendall
Mr Anthony J Nunn

Professor Brian K Park

Professor Maggie Pearson

Professor Munir
Pirmohamed

Dr Rosalind Ranson
Carolyn Lady Roberts
Dr Ross Taylor

Dr Angela Thomas
Professor Roger Walker

Professor lan V D Weller
(Co-Vice Chair)

PERSONAL INTERESTS

NAME OF COMPANY NATURE OF

INTEREST

None

None

None

None

None

None

None

None

None

None

None

Commission on Human Medicines Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

None

Pfizer
AstraZeneca
GSK

None

None

None
None
None
Novo Nordisk
None

Roche
GlaxoSmithKline
Merck

Pfizer

Boehringer Ingleheim
Gilead

Abbott

BMS

NATURE OF
INTEREST

Non-Specific
Non-Specific
Non- specific

Non-specific — symposium

speaker

Research Grant
Research Grant
Research Grant
Research Grant
Research Grant
Research Grant
Research Grant
Research Grant

WHETHER
CURRENT

Yes
Yes
Yes

Yes

Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes

L00¢ s1ioday |enuuy salpog AIOSIAPY 896T 10V SauldIpaiy



Commission on Human Medicines Declaration of Interests .

MEMBER

Professor Faith Williams

PERSONAL INTERESTS

NAME OF COMPANY

None

NATURE OF
INTEREST

NON-PERSONAL INTERESTS

NAME OF COMPANY

Proctor and Gamble
Astra Zeneca
Syngenta

Unilever

Nycomed

Pfizer

NATURE OF
INTEREST

Consultant
)Research support
)studentship
Consultant
Research support
Research support

WHETHER
CURRENT

Yes
Yes
Yes
Yes
No
No

£00z sHoday [enuuy salpog AIOSIADY 896T 10V SaUIdIpaN



ANTI-INFECTIVE, HIV & AIDS EXPERT ADVISORY GROUP: MEMBERS HAVE DECLARED CURRENT
PERSONAL AND NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS FOLLOWS:

MEMBER

Dr Barbara Bannister
(Chair)

Mr lan Hayes

Dr George Kinghorn

Dr Vas Novelli

Professor Robert C Read

Dr Ross Taylor

Professor lan V D Weller

PERSONAL INTERESTS

NAME OF COMPANY

None

None

None

Gilead

Bayer Pharma

None

None

NATURE OF
INTEREST

Travel expenses (refund)
to attend European
Congress in Clinical
Microbiology and
Infectious Diseases
(Munich, Germany)

Principal investigator
(clinical trial)

Anti-Infective, HIV & AIDS Expert Advisory Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

None

None

Tibotec (Johnson & Johnson)

None

None

Roche
GlaxoSmithKline
Merck

Pfizer

Boehringer Ingleheim
Gilead

Abbott

BMS

NATURE OF
INTEREST

Support for research study

Research grant
Research grant
Research grant
Research grant
Research grant
Research grant
Research grant
Research grant

WHETHER
CURRENT

No

Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes

L00¢ s1ioday |enuuy salpog AIOSIAPY 896T 10V SauldIpaiy



Anti-Infective, HIV & AIDS Expert Advisory Group Declaration of Interests .

MEMBER

Dr Jane Zuckerman

PERSONAL INTERESTS

NAME OF COMPANY

GlaxoSmithKline

NATURE OF
INTEREST

Consultancies; Travel
expenses; Lecture
fees

NON-PERSONAL INTERESTS

NAME OF COMPANY NATURE OF WHETHER
INTEREST CURRENT

GlaxoSmithKline Unrestricted educational Yes
grant

£00z sHoday [enuuy salpog AIOSIADY 896T 10V SaUIdIpaN



BIOLOGICALS & VACCINES EXPERT ADVISORY GROUP: MEMBERS HAVE DECLARED CURRENT
PERSONAL AND NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS FOLLOWS:

PERSONAL INTERESTS

MEMBER NAME OF COMPANY NATURE OF
INTEREST

Dr AThomas (Chair) None

Professor C Bucke Vernalis Shares
Professor D H Calam None

Professor N Haites None

Professor A Hall None

Dr Stephen C Inglis None

Biologicals & Vaccines Expert Advisory Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

Novo Nordisk

None
None
None
None

Amison Pharma
Angel Biotechnology
Artus Biotech

Baxter

Baxter/ Chiron/ Wyeth
Bayer

BBT Biotech

BD Pharmingen
Beckton Dickenson
Berma Biotech
Bharat

Biocon

Biofact

Biofarma

Biolegend Inc
Bioneedle Technology
Boots/ Wellcome

NATURE OF WHETHER
INTEREST CURRENT
Non-specific — symposium Yes
speaker

Contract No
Contract Yes
Contract No
Licence Yes
Contract Yes
Contract No
Contract No
Licence Yes
Contract No
Contract No
Contract Yes
Contract No
Contract Yes
Contract Yes
Licence Yes
Contract No
Grant Yes
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Biologicals & Vaccines Expert Advisory Group Declaration of Interests .

MEMBER

Dr Stephen C Inglis (cont)

PERSONAL INTERESTS

NAME OF COMPANY

NATURE OF
INTEREST

NON-PERSONAL INTERESTS

NAME OF COMPANY

BPL

BTG

CADILA

Cambridge Biostability
Celsus Labs

Chiron Behring

CSL Ltd

Dilafor

eBioscience

Encure / Pharmacia
Endell Veterinary Group
GeneMedix

Glycart

Glycoform Ltd
Grifols

GSK

GTC Biotherapeutics
Immunobiology plc
Insense

ISEAO

Kamada

LGC

Linkam Scientific Intruments

Miltenyi Biotec
Momenta

MTL

Novartis
Novocastra
Octapharma
Paion

Pfizer

Philogen

NATURE OF
INTEREST

Contract
Invention
Contract
Contract
Contract
Contract
Contract
Contract
Licence
Contract
Contract
Contract
Contract
Contract
Contract
Contract
Contract
Contract
Contract
Licence
Contract
Contract
Grant
Licence
Contract
Contract
Contract
Invention
Contract
Contract
Contract
Contract

WHETHER
CURRENT

Yes
Yes
No
No
Yes
No
Yes
Yes
Yes
No
Yes
Yes
Yes
No
No
Yes
Yes
Yes
Yes
Yes
No
Yes
Yes
Yes
No
No
Yes
Yes
Yes
No
Yes
No
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MEMBER

Dr Stephen C Inglis (cont)

Professor James W
Ironside

Professor Elizabeth Miller

Professor Robert C Read

Carolyn, Lady Roberts

PERSONAL INTERESTS

NAME OF COMPANY

Ark Therapeutics Ltd

None

Bayer Pharma

None

NATURE OF
INTEREST

Consultancy (limited to
a single product —
Cerepro™)

Principal investigator
(clinical trial)

Biologicals & Vaccines Expert Advisory Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

Plasso

Powdermed
Rhinopharma Ltd
Roche

Sanofi

Santa Cruz

Science Photo Labs
Seono

Serum Institute India
Solstice

South African NBS
Stago

Swiss Medic
Tepnel/MSD
Virantive

West Pharm
Wockhardt Ltd
Wyeth

Baxter Healthcare

Aventis Pasteur — ceased in
July 2007

None

None

NATURE OF
INTEREST

Contract
Contract
Licence

Contract
Contract
Licence

Contract
Contract
Contract
Contract
Contract
Licence

Contract
Contract
Contract
Contract
Contract
Contract

Financial support for
research

WHETHER
CURRENT

No
Yes
No
Yes
Yes
Yes
Yes
No
Yes
No
Yes
Yes
Yes
Yes
No
No
Yes
No

Yes

L00¢ s1ioday |enuuy salpog AIOSIAPY 896T 10V SauldIpaiy



Biologicals & Vaccines Expert Advisory Group Declaration of Interests .

MEMBER

Professor Nigel K H Slater

Dr Robin Thorpe

Dr Jane Zuckerman

PERSONAL INTERESTS

NAME OF COMPANY

Cobra Biomanufacuring Plc
Vivamer Ltd

Pfizer Inc

None

GlaxoSmithKline

NATURE OF
INTEREST

Director
Director
Consultant

Consultancies; Travel
expenses; Lecture fees

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

None

GlaxoSmithKline

NATURE OF
INTEREST

Unrestricted educational
grant

WHETHER
CURRENT

Yes

£00z sHoday [enuuy salpog AIOSIADY 896T 10V SaUIdIpaN



CARDIOVASCULAR, DIABETES, RENAL MEDICINES EXPERT ADVISORY GROUP: MEMBERS HAVE
DECLARED CURRENT PERSONAL AND NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL

INDUSTRY AS FOLLOWS:

PERSONAL INTERESTS

MEMBER NAME OF COMPANY NATURE OF
INTEREST
Professor Henry Dargie None
(Chair)
Professor Richard Donnelly  Servier Laboratories Consultancy
Takeda (UK) Consultancy
MSD Speaker fees
Novartis Speaker fees
Professor Paul N Durrington Unilever Foods Consultancy fee
Genzyme Consultancy fee
Pfizer Lecture fee
Solvay Consultancy fee
Professor Andel M El Pfizer Consultancy and lecture
Nahas fees
Novo Nordisk Consultancy fees
Boehringer Ingelheim Lecture fees
Speedel DSMB fees
Dr Colin Forfar Glaxo Smith Kline Shares
Dr Michael D Gammage Medtronic Inc CRDM Consultancy; Fee paid
(Cardiac Rhythm Device work; Travel expenses
Management) (relating to implantable

devices and leads only)

Cardiovascular, Diabetes, Renal Medicines Expert Advisory Group .
Declaration of Interests

NON-PERSONAL INTERESTS

NAME OF COMPANY NATURE OF WHETHER
INTEREST CURRENT

None

None
None
None
None

Pfizer Research grant Yes

None

None

None

L00¢ s1ioday |enuuy salpog AIOSIAPY 896T 10V SauldIpaiy



Declaration of Interests

Cardiovascular, Diabetes, Renal Medicines Expert Advisory Group .

MEMBER

Dr Andrew Grace

Professor Philip D Home

Dr Michael J Stewart

Professor Allan D Struthers

Professor Solomon
Tesfaye

PERSONAL INTERESTS

NAME OF COMPANY

Glaxosmithkline Research
and Development Ltd
Xention

None

Merck-Schering Plough

Glaxo SmithKline
Astra Zeneca
Novartis

Speedel

Wyeth

Stirling Medical

No interests declared

NATURE OF
INTEREST

Consultancy

Consultancy

Sponsorship to attend
scientific meeting (ACC
in New Orleans April 07)

Shares

Shares

Grants; Consultancy
Consultancy fees
Grants

Consultancy fees

NON-PERSONAL INTERESTS

NAME OF COMPANY

None
None

Sanofi-Aventis

Glaxo Smith Kline plc
Pfizer Inc

Merck Inc

Merck-Sante

Novo Nordisk A/S
Novartis

Research Groupe Servier
Roche Diagnostics

Servier

Roche

None
None
None
None
None
None

No interests declared

NATURE OF
INTEREST

)Continuing intermittent
)consultation and research
)grant support

N— N N N N N

Investigator (not principal)
for Beautiful study
(ivabradine in heart failure)
Educational grant for
audit/ research re echo
monitoring of Herceptin

WHETHER
CURRENT

Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes

2004 -
Dec 07

Dec 07 -
Dec 08
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CHEMISTRY, PHARMACY & STANDARDS EXPERT ADVISORY GROUP: MEMBERS HAVE DECLARED
CURRENT PERSONAL AND NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS

FOLLOWS:

MEMBER

Prof Derek H Calam (Chair)

Professor Michael E Aulton

Ms Helen K Barnett

Prof Graham Buckton

Professor Donald Cairns

Dr Brian J Clark

PERSONAL INTERESTS

NAME OF COMPANY

None

Napp
Elan
Novartis

None

Pharmaceuticals
Eli Lilly — wife employed

None

None
None
None
None
None

Lundbeck Pharmaceuticals

NATURE OF
INTEREST

None
Patent advice

Patent advice
Patent advice

Salary
Shares

Consultancy; Expert
witness

Chemistry, Pharmacy & Standards Expert Advisory Group Declaration of .
Interests

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

None

Allergan

Sosei

Panaceea Biotech
Alkerms

Astra Zeneca
Novartis

Pfizer

Astra Zeneca

Dow Chemicals
Glaxo Smith Kline

Lifescan Ltd, Inverness
Equazen Ltd

Pfizer plc

AAH Pharmaceuticals

GlaxoSmithKline

NATURE OF WHETHER
INTEREST CURRENT
Consultancy Yes
Consultancy Yes
Consultancy Yes
Consultancy No
Consultancy No
Consultancy No
Research funding Yes
Research funding Yes
Free samples of Methocel Yes
Sponsorship of honorary Yes
lecture (Dr M Ramsay)

Sponsor a prize (OSPAP) Yes
Hospitality for speakers Yes
Sponsor a prize (MPharm) Yes
Sponsor a prize (MPharm) Yes
PhD student funding support Yes

(wide ranging pharmaceuticals

L00¢ s1ioday |enuuy salpog AIOSIAPY 896T 10V SauldIpaiy



Chemistry, Pharmacy & Standards Expert Advisory Group Declaration of .
Interests

MEMBER

Dr Brian J Clark (cont)

Professor Gillian M
Eccleston

Prof Roger J Griffin

Dr Gillian M Hawksworth

Mr Robert A Lowe

PERSONAL INTERESTS

NAME OF COMPANY

None

KuDOS Pharmaceuticals
AstraZeneca Pharmaceuticals

Taylor Wessing
(Legal Company)

Agouron-Pfizer

De Novo Pharmaceuticals

None

Idis

NATURE OF
INTEREST

Milestone payments
and revenue
Milestone payments
and revenue
Consultancy — Various
pharmaceutical
companies
Milestone payments
and revenue
Milestone payments
and revenue

Consultancy work
(May 2007)
Consultancy work
(November 2007)

NON-PERSONAL INTERESTS

NAME OF COMPANY

AstraZeneca

Omron

Nektar Pharmaceuticals
Amarin Neuroscience
Thornton & Ross Ltd, UK
Starpharma Pty Ltd,
Australia

Astex Pharmaceuticals

UCB Pharma

Sienna Biotech

Merck Serono

Onyx Scientific

None

None

None

NATURE OF
INTEREST

PhD student funding
support (wide ranging
pharmaceuticals)
PhD materials funding

support (inhaled products)

Research project grant
(inhaled products)
PhD student funding

support (Neutraceuticals)

University consultancy
University consultancy
Research collaboration
Research collaboration

Research collaboration

Research collaboration

Research collaboration

WHETHER
CURRENT

Yes

Yes
Yes

Yes

No

No

Yes

Yes

Yes

Yes
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MEMBER

Prof Christopher Marriott

Professor Anthony
W Smith

Professor Kevin MG Taylor

Professor Peter York

PERSONAL INTERESTS

NAME OF COMPANY

Halation Ltd

Vectura Ltd

Remedica Ltd

MedPharm Ltd

Pfizer Inc

PharmaKodex Ltd

British American Tobacco

None

None

Pharmtech Ltd

Osat Ltd
Biostat

GlaxoSmithKline

NATURE OF
INTEREST

Shares; Fees
Shares; Consultancy
Directorship; Fees
Directorship; Fees;
Consultancy
Consultancy
Consultancy
Consultancy

Director; Shares;
Dividend

Director

Director; Shares;
Dividend

Shares (self and spouse)

Chemistry, Pharmacy & Standards Expert Advisory Group Declaration of

Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

Sir Halley Stewart Trust
GlaxoSmithKline plc
Sanofi-Aventis plc
MedPharm Ltd

Teva Ltd

Pharmovation Ltd

Therakind Ltd

GlaxoSmithKline
AstraZeneca

Sanofi Aventis
Nektar Therapeutics

Boehringer Ingelheim

NATURE OF
INTEREST

Research contract
Research contract
Research contract
Research contract

Research contract

Director — non-salaried,
manages IP on behalf of
School of Pharmacy,
University of London
Director — non exec,
non-salaried, School of
Pharmacy nominee on
board of spin-out company

Materials for research
Materials for research
Materials for research

University department
support
University department grant

WHETHER
CURRENT

Yes
Yes
No
No

Yes

Yes

Yes

Yes
Yes
Yes
Yes

Yes

L00¢ s1ioday |enuuy salpog AIOSIAPY 896T 10V SauldIpaiy



Chemistry, Pharmacy & Standards Expert Advisory Group Declaration of
Interests
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CLINICAL TRIALS EXPERT ADVISORY GROUP: MEMBERS HAVE DECLARED CURRENT PERSONAL AND
NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS FOLLOWS:

MEMBER

Professor Robert Lechler
(Chair)

Professor Derek Calam

Professor Kevin Chipman

Professor Janet Darbyshire

PERSONAL INTERESTS

NAME OF COMPANY

None

None

Bayer Healthcare
Sanofi-Aventis,
Boehringer-Ingelheim,
Merck, Nycomed,
GlaxoSmithkline

None

NATURE OF
INTEREST

Consultancy and travel
)Predtox —
)Collaborative project;
)Travel expenses

)

Clinical Trials Expert Advisory Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

None

AstraZeneca
GlaxoSmithkline

Cancer Group

AstraZeneca— Cediranib
(ICON®)

Roche —Bevacizumab
(ICON7) of CRO for
monitoring

Roche —Bevacizumab
(STO3)

Interferon, Liposomal

ITGI (Schering-Plough)
Wyeth

Merck — Cetuximab
Chiron — Interleukin (I1L)2
Novartis — Zoledronic Acid

Pfizer — Celecoxib

NATURE OF
INTEREST

Research support
Research support

Drug and Placebo,
unrestricted grant

Drug unrescricted grant,
provision database and
drug distribution, grant

for TR sample collection
Drug and educational
grant

)Drug and unrestricted
)grant

Financial support

Drug and financial support
Drug and financial support
Drug and educational
grant

Drug and logistical support

WHETHER
CURRENT

Yes
Yes
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Clinical Trials Expert Advisory Group Declaration of Interests .

PERSONAL INTERESTS

MEMBER NAME OF COMPANY NATURE OF

INTEREST

Professor Janet Darbyshire
(cont)

Professor Andrew George ~ Smart Targeting Ltd

Magnetic Attractions Ltd

Consultancy
Consultancy

Polytherics Scientific Advisory Board
RegenTherapeutics Consultancy (one-off)
Archimedes Consultancy (one-off)

NON-PERSONAL INTERESTS

NAME OF COMPANY

Aventis — Docetaxel

Bayer — Sorafenib

HIV Group

Abbott

Boehringer Ingelheim
GlaxoSmithKline
Gilead Sciences
Boehringer Ingelheim,
Bristol-Myers Squibb,

Gilead, Tibotec, a division of

Janssen-Cilag Ltd, Roche

NATURE OF
INTEREST

Discounted drug and
educational grant
Drug, logistical support
and educational grant

No drug, financial support

for virology in DART

Drug and financial support
Drug and financial support
Drug and financial support
)Financial support for HIV

)resistance database

)

)

Other Disease Groups

Roche
Bayer

Insys Therapeutics Inc

Imperial Innovations

Drug and Trial costs
Drug cost, possibly trial
costs

Drug and analysis of
safety blood samples,
salary and associated
expenses of a study
monitor

Scientific Advisory Board
(unpaid)

WHETHER
CURRENT

Yes
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PERSONAL INTERESTS

MEMBER NAME OF COMPANY NATURE OF
INTEREST
Professor Andrew Grieve Takeda Consultancy (general)

Pfizer Consultancy (limited to
three individual products)

Solace Pharmaceuticals Consultancy (limited to
a single product)

Novartis Consultancy (limited to
the development of
methodology)

Cytel Corporation Consultancy (limited to
the development of
methodology)

Professor Neva Haites None

Professor John Isaacs Roche Pharmaceuticals Clinical Advisory Board
member (rituximab,
tocilizumab); Speakers
bureau (rituximab);
Sponsored attendance
at international meetings
Recipient of research
grant (adalimumab)

Clinical Advisory Board

Abbott

Bristol-Myers-Squibb

member (abatacept)

GlaxoSmithKline Consultancy agreement
(general)

Biogen-ldec Honorarium (anti-
lymphotoxin beta)

USB Celltech Consultancy agreement
(general)

Almirall Consultancy fees (general)

Clinical Trials Expert Advisory Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

None
None

None

None

None

None

NATURE OF
INTEREST

WHETHER
CURRENT
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Clinical Trials Expert Advisory Group Declaration of Interests .

MEMBER
Professor Andrew
McMichael

Professor B Kevin Park

Mrs Vivienne Parry

Professor Munir
Pirmohamed

Dr Stephen Poole
Professor Stuart Ralston

Professor Faith Williams

PERSONAL INTERESTS

NAME OF COMPANY

Genentach
Serono

None
None
None
None

None

None

Novartis

Proctor & Gamble
Sanofi-Aventis

None

NATURE OF
INTEREST

Royalty on Raptiva
Royalty on Raptiva

Consultancy
Consultancy
Consultancy

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

Pfizer
AstraZeneca
Syngenta
GlaxoSmithKline

None

None

Novartis

Proctor & Gamble
Servier

Eli Lilly

Merck

Pfizer

Proctor and Gamble
AstraZeneca

Syngenta

Unilever
Nycomed

NATURE OF
INTEREST

Non-specific
Non-specific
Non-specific
Non-specific

Research grant
Research grant
Commission for advice
Research grant
Commission for advice
Commission for advice

Consultant
Research support
studentship
Research support
studentship
Consultant
Research support

WHETHER
CURRENT

Yes
Yes
Yes
Yes

Yes
Yes
No
Yes
No
No

yes
Yes

Yes

Yes
No
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DERMATOLOGY EXPERT ADVISORY GROUP: MEMBERS HAVE DECLARED CURRENT PERSONAL AND
NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS FOLLOWS:

MEMBER

Professor David
Gawkrodger (Chair)

PERSONAL INTERESTS

NAME OF COMPANY

Novartis Pharmaceutical
Corporation, New Jersey,
USA

Leo Pharmaceuticals, UK

NATURE OF
INTEREST

Consultant to Internal
Medicine Adjudication
Committee (IMAC),
product — ‘Galvus’ (a drug
for diabetes that can have
skin side effects). The
IMAC decides on whether
areported incident during
the drug trial is likely to

be related to the drug
‘Galvus’, which is currently
undergoing clinical trials in
the USA and elsewhere
(from November 2007).
Paid a fee for telephone
conferences with other
physicians (frequency

will be about once a
month).

Paid fee for lecture

and travel expenses
(Sheffield to Wolverhampton
return by train) to general
practitioners as part of a
half-day education session
(29" November 2007)

Dermatology Expert Advisory Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

York Pharma

Merck Pharma

NATURE OF WHETHER
INTEREST CURRENT
Dr M J Cork in my Yes
department has

research supported

by this company

Dr AG Messenger in Yes

my department is a
consultant to this
company
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Dermatology Expert Advisory Group Declaration of Interests .

MEMBER

Mrs Alison Bowser

Dr Clive Grattan

Dr Richard Groves

Professor Martin Kendall

PERSONAL INTERESTS

NAME OF COMPANY NATURE OF
INTEREST

Valeant Pharma Consultancy for one-off
patient event

Schering Plough Advisory Board

Novartis Aerovance Consultancy

None

NON-PERSONAL INTERESTS

NAME OF COMPANY

Novartis

Valeant Pharma

Galderma UK

Steifel Laboratories

Novartis

Exgenis

None

None

NATURE OF
INTEREST

Took partin a telephone
survey to assess patient

needs. Donation of
£500 made to the
Acne Support Group
for my time.
Corporate sponsors
of the Acne Support
Group. Presented at
arosacea symposium
and produced joint
literature. Donation
and expenses made
to the Acne Support
Group.

Corporate general
donation made to the
Acne Support Group
Corporate general
donation made to the
Acne Support Group

Multi-centre research
Study
Multi-centre research
Study

WHETHER
CURRENT

One-offin
Sept 2007

Last payment
made in
July 2007

July 2007

July 2007

No

No
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MEMBER

Dr Celia Moss

Dr Ross Taylor

PERSONAL INTERESTS

NAME OF COMPANY NATURE OF
INTEREST

None

None

Dermatology Expert Advisory Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

Molnlycke Health Care
Stiefel Laboratories
Mead Johnson

Dermal Laboratories Ltd
Typharm Limited
Hermal

Reckitt Benckiser
Healthcare UK Ltd
Urgo Ltd

Leo Pharmaceuticals
Astellas

None

NATURE OF WHETHER
INTEREST CURRENT
)Donations towards Yes

)educational activities
)and patient and staff
)amenities

— N N N N N

Principle investigator in Yes
clinical trial
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GASTROINTESTINAL & HEPATOLOGY EXPERT ADVISORY GROUP: MEMBERS HAVE DECLARED
CURRENT PERSONAL AND NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS

FOLLOWS:

MEMBER

Professor Michael J G

Farthing(Chair)

Dr Alison L Jones

Professor Roger H Jones

Proffessor Kevin Moore

PERSONAL INTERESTS

NAME OF COMPANY

Novartis

Roche
Sanofi Aventis
AstraZeneca

AstraZeneca

Rechett Bechiser

Ferring

NATURE OF
INTEREST

Advisor in Gastro-
enterology — Tegaserod
(no longer active)

Consultancy
Consultancy
Consultancy

Consultancy and
speaking for conference
support

Consultancy

| gave a series of
lectures in Sept/Oct
2007 which was
sponsored by Ferring

in the Far East. This
included discussing their
product, Glypressin.

| was paid an honorarium
for my talks.

Gastrointestinal & Hepatology Expert Advisory Group Declaration of .

Interests

NON-PERSONAL INTERESTS

NAME OF COMPANY NATURE OF

INTEREST

WHETHER
CURRENT

None

None
None
None

None

None

None
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Gastrointestinal & Hepatology Expert Advisory Group Declaration of

Interests .

PERSONAL INTERESTS

MEMBER NAME OF COMPANY

Dr John C Mansfield Shire 2000-08
Proctor & Gamble 2006-7
Schering Plough 2005-7

UCB 2006-7

NATURE OF
INTEREST

Balsalazide/SPD476
(under consideration)
Asacol (under
consideration)
Inliximab (under
consideration)
Certolizumab (Crohn’s
disease)

NON-PERSONAL INTERESTS

NAME OF COMPANY

Alizyme
Shire
Centocor
Celgene

Otsuka

NATURE OF
INTEREST

Coalpred (under
consideration)
Mesavant/SPD476
(under Consideration
Infliximab (Crohn’s
disease)
Lenalidomide (Crohn’s
disease)
Phosphodiesterase 4
inhibitore (under
consideration)

WHETHER
CURRENT

2005-8

2005-7

2005-7

2002-7

2004-7
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MEDICINES FOR WOMEN’S HEALTH EXPERT ADVISORY GROUP: MEMBERS HAVE DECLARED CURRENT
PERSONAL AND NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS FOLLOWS:

MEMBER

Dr Mary Armitage (Chair)

Dr Sarah Atkinson
Professor Valerie Beral

Professor Juliet
E Compston

Dr Ailsa E Gebbie
Dr Annabelle Glasier

Dr Sally Hope

PERSONAL INTERESTS

NAME OF COMPANY

None
None
None

Lilly
Proctor & Gamble

Amgen
Novartis
Servier
Shire
Nycomed
None

GlaxoSmithKline

None

NATURE OF
INTEREST

Speaker’s fees
Consultancy; Speakers
Fees

Consultancy
Consultancy
Consultancy; Speakers
Fees

Consultancy
Consultancy; Speakers
Fees

Shares

Medicines for Women’'s Health Expert Advisory Group Declaration of .

Interests

NON-PERSONAL INTERESTS

NAME OF COMPANY NATURE OF WHETHER
INTEREST CURRENT

None

None

None

Proctor & Gamble Research grant Yes

None

None

None
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Medicines for Women’s Health Expert Advisory Group Declaration of
Interests

MEMBER

Professor Mary
A Lumsden

Professor Klim McPherson
Mrs Julietta Patnick
Dr Siobahn M Quenby

Professor Stuart Ralston

Carolyn Lady Roberts

Dr Connie Smith

PERSONAL INTERESTS

NAME OF COMPANY

None
AstraZeneca
None
Novartis

Proctor & Gamble
Sanofi-Aventis

None

None

NATURE OF
INTEREST

18 shares

Consultancy
Consultancy
Consultancy

NON-PERSONAL INTERESTS

NAME OF COMPANY

Wyeth

None

None

None

Novartis

Proctor & Gamble
Servier

Eli Lilly

Merck

Pfizer

None

None

NATURE OF
INTEREST

Research grant from

the Translational Medicine
Research Collaboration
(Scotland) that receives a
contribution from Wyeth
Pharmaceuticals (although
no Wyeth preparations

are involved)

Research grant
Research grant
Commission for advice
Research grant
Commission for advice
Commission for advice

WHETHER
CURRENT

Yes

Yes
Yes
No
Yes
No
No
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PERSONAL INTERESTS NON-PERSONAL INTERESTS

MEMBER NAME OF COMPANY NATURE OF NAME OF COMPANY NATURE OF WHETHER
INTEREST INTEREST CURRENT
Emeritus Professor Eli Lilly and Company Was a member of an
Martin Vessey advisory group concerned
with raloxifene (Evista)
over a number of years.

Meetings occured at the
rate of 1-2 per year.

| believe the group has
now been wound up —it
has not met for 18 months.
Honorana were found or
taking part in meetings.

(Additional information: 1) | may from time to time own some shares in some pharmaceutical companies since | have an investment manager who buys and sells
shares in connection with PEP’s and ISA's owned by my wife and myself. The balance of the portfolios is constantly changing and very varied. | do not monitor these
portfolios and have little idea of their content. The only shares banned outright are those the tobacco industry; 2) My oldest son is a Vice-President of Merck and
works in Seattle and Rawny, New Jersey in the USA. His wife also works for Merck.)

Medicines for Women’'s Health Expert Advisory Group Declaration of .
Interests
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Medicines for Women’s Health Expert Advisory Group Declaration of
Interests
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NEUROLOGY & PAIN MANAGEMENT EXPERT ADVISORY GROUP: MEMBERS HAVE DECLARED
CURRENT PERSONAL AND NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS

FOLLOWS:

MEMBER

Dr Michael J Donaghy
(Chair)

Dr Richard J Coleman

Dr Beverly Jane Collett

PERSONAL INTERESTS

NAME OF COMPANY

None

None

NAPP Pharmaceuticals

NATURE OF
INTEREST

Consultancy, Travel

grants (I am on examining
board for one of their Best
Practice grants); Travel
grants on one occasion
during last 5 years (none
within the last 12 months);
Interest: my work with
NAPP has related to wider
pain issues. Their products
are transdermal bupren-
orphine and oxycodone.

Neurology & Pain Management Expert Advisory Group Declaration of .

Interests

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

Schering

None

NATURE OF WHETHER
INTEREST CURRENT
Aberdeen Royal Infirmary Yes

Neurology Department
acts as a centre for the
BENEFIT study (ongoing,
not new)
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Neurology & Pain Management Expert Advisory Group Declaration of

Interests .

MEMBER

Dr Beverly Jane Collett
(cont)

Professor Alastair
Compston

PERSONAL INTERESTS

NAME OF COMPANY

Mundipharma

Prostrakan

Pfizer

Grunenthal

MSD
Cephalon
GW Pharmaceuticals

Genzyme inc

NATURE OF
INTEREST

Consultancy; Advisory
board meetings; Lecture
programme; Tavel grants;
Advice regarding a survey
they undertook and are
trying to get published;
Interest: Their product is
Targin (oxy-codone and
naloxone).

Advisory Board meetings
(Fentora)

Pfizer have paid 10,000
US dollars for unrestricted
educational grant for
Global Year Against Pain
for IASP, which | am
co-ordinating; Lecture
fees. Their product is
Pregabalin. None of the
grant was commercial.
Lecture fees and
Advisory Board;

Interest: their product

is Versatis — lidoderm
patches.

)Nothing in the

)last 12 months

)

Consultancy and clinical
trials agreement

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

None

None

None

None
None
None

None

NATURE OF
INTEREST

WHETHER
CURRENT
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MEMBER

Dr Judith H Cross

Professor John S Duncan

Dr Nicholas A Fletcher

Professor Karen Forbes

PERSONAL INTERESTS

NAME OF COMPANY

Janssen Cilag

ucCB

Eisai

UCB Pharma
Pfizer

SanofiAventis
Eisai
GlaxoSmithKline

Ipsen
MISC Others

None

NATURE OF
INTEREST

Sponsorship of
conference attendance
Honoraria for Teaching;
Advisory Board;
Sponsorship for
conference attendance
Honoraria for Advisory
Board

Lecture fees

Grant to attend
American Epilepsy
Society

Advice on litigation
Lecture fees

)Occasional assistance
)(financial support) with
Jexpenses for academic
)meetings/ conferences —
)accommodation/ travel/
)subsistence

Neurology & Pain Management Expert Advisory Group Declaration of

Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

Janssen Cilag

ucB

ucB

Janssen Cilag

Janssen Cilag
SanofiAventis
Eisai

UCB Pharma

None
None
None

Cephalon UK

NATURE OF
INTEREST

Educational grant for
salary for clinical
epilepsy training fellow
Educational grant for
sponsorship of
research fellow
Participation in clinical
study

Participation in clinical
study

Educational grant
Educational grant
Educational grant
Educational grant

Travel and accommodation

expenses to cover
attendance at June

Congress of the European
Association of Palliative

Care in Budapest

WHETHER
CURRENT

Yes

Yes

Yes
No
Yes
Yes

Yes
Yes

No
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Neurology & Pain Management Expert Advisory Group Declaration of .

Interests

PERSONAL INTERESTS

NON-PERSONAL INTERESTS

MEMBER NAME OF COMPANY NATURE OF NAME OF COMPANY NATURE OF WHETHER
INTEREST INTEREST CURRENT
Professor Karen Forbes Nycomed — Nasal Fentanyl Payment to department Yes
(cont) study per patient recruited
into multicentre study

Ms Susan V Haydon None None
Mr Michael J Harnor Smith & Nephew 197 ordinary shares None

AstraZeneca 37 ordinary shares

GlaxoSmithKline 56 ordinary shares

Finsbury Worldwide 440 ordinary shares

Pharmaceutical Trust

Professor Ralph Gregory Boehringer Ingleheim

Boehringer Ingleheim

Boehringer Ingleheim

(equity investment

company)

(Additional information: All the above are shares held as nominee investments in self select PEP/ ISA
accounts with Barclays Stockbrokers. Consequently they do not appear in the share registers under
my name.)

Lecture fees £500 None
(January 2008)

Sponsorship to attend

World Movement Disorder
Symposium Chicago

(June 2008)

Sponsorship to attend
Birmingham Movement

Disorder meeting

(March 2008)
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MEMBER

Dr Anthony L Johnson

Dr Russell J M Lane

Professor Martin
N Rossor

PERSONAL INTERESTS

NAME OF COMPANY

In a personal capacity

| am currently writing

an Expert Witness
Statement for a company
of solicitors on a legal
action involving another
anti-epileptic drug

ucCB

Unipath (via UCL Consultants)
BTG Internationsl Ltd
GlaxoSmithKline

NATURE OF
INTEREST

In a personal capacity

| have advised a

company of solicitors

on alegal action
involving an anti-
epileptic drug

Principal investigator

in KOMET trial
(levitiracetam in
epilepsy) (now
concluded)

Consultancy
Consultancy
Shares held as
executor

Neurology & Pain Management Expert Advisory Group Declaration of

Interests

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

None

Alzheimer’s Research Trust

Alzheimer’s Research Trust

NATURE OF WHETHER
INTEREST CURRENT
Depertment grant — Yes
ART AD Co-ordinating (1998-2010)
Centre (£239,000)

Junior fellowship grant — Yes

AD diagnosis and (2007-2010)
measurement of

progression and
automated template
approach to scan
analysis (£153,830)
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Neurology & Pain Management Expert Advisory Group Declaration of
Interests

PERSONAL INTERESTS

MEMBER NAME OF COMPANY NATURE OF

INTEREST

Professor Martin
N Rossor (cont)

NON-PERSONAL INTERESTS

NAME OF COMPANY

Wyeth

MRC

DTI

NATURE OF
INTEREST

Department grant —
analysis of atrophy
progression as
assessed by volumetric
measurements on
Magnetic Resonance
Imagin (MRO) brain
scanning for stufies
3134K1-200-EU and
3134K1-2201-UK
(E492,660)

Senior clinical fellowship
grant—Improving
diagnosis and
measurement of
progression in Dementia:
Longitudinal Clinical and
MRI studies (£1,190,584)
Grant (shared with UCL
computing) — Imaging to
assess efficact and safety
of new treatments for
Alzheimer's diseases
(E439,667)

WHETHER
CURRENT

Yes
(2007-2011)

Yes
(Sep 2007-
Aug 2012)

Yes
(Oct 2007
for 3 years)
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PERSONAL INTERESTS

MEMBER NAME OF COMPANY NATURE OF
INTEREST
Professor Peter M Rothwell Bayer Pharmaceuticals Ltd Consultancy (Executive
Committee of a clinical
trial)
Shire Pharmaceuticals Ltd Grant
Servier Pharmaceuticals Ltd )Consultancy (Executive
Biotronic Ltd )Committee of a clinical
AstraZeneca )trial)

Dr Christopher M Verity None

Neurology & Pain Management Expert Advisory Group Declaration of .
Interests

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

None
None
None
None

None

NATURE OF
INTEREST

WHETHER
CURRENT
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Neurology & Pain Management Expert Advisory Group Declaration of
Interests
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ONCOLOGY & HAEMATOLOGY EXPERT ADVISORY GROUP: MEMBERS HAVE DECLARED CURRENT
PERSONAL AND NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS FOLLOWS:

MEMBER

Professor John
F Smyth (Chair)

Professor John Cassidy

Professor Jack Cuzick

Professor B W Hancock

PERSONAL INTERESTS

NAME OF COMPANY

Antigenics
Pharmamar

Opaldia (to April 2007)
Helsinn

Protherics
Bristol-Myers Squibb

Ziopharm

Roche

Sanofi

Merck
Novo-Nordisk
Amgen

AstraZeneca

Aventis

Digene

GenProbe, GlaxoSmithKline,
Lilly, Novartis, Roche

Pfizer
Bayer

NATURE OF
INTEREST

Consultancy
Consultancy; Shares;
Board member
Consultancy
Consultancy
Consultancy

Data monitoring
Committee

Medical Advisory Board

Consultancy; Grants
Consultancy; Grants
Consultancy
Consultancy; Grants
Grants

Consultancy; Grant
Grant

Speakers bureau
Advisory Board

Consultancy; Lecture
Consultancy; Lecture

NON-PERSONAL INTERESTS

NAME OF COMPANY

Novartis
Abbott
Oxxon
Centocor
Roche
Bayer
Helsinn

Roche
Sanofi
Novo-Nordisk
Amgen

None

None

NATURE OF
INTEREST

Clinical trial
Clinical trial
Clinical trial
Clinical trial
)Educational grant
)with FECS

)

Grants
Grants
Grants
Grants

WHETHER
CURRENT

No
No
No
No
Yes
Yes
Yes

Yes
Yes
Yes
Yes

(Additional Information: My Department has clinical trials involvement with a number of pharma
companies. | personally have involvement in only two studies, with grants from Pfizer and Cell

Oncology & Haematology Expert Advisory Group Declaration of Interests .
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Oncology & Haematology Expert Advisory Group Declaration of Interests .

MEMBER

Professor B W Hancock
(cont)

Dr Alison L Jones

Dr Jonathan A Ledermann

Professor David Linch

Professor E C Gordon
Smith

Professor John F Smyth

Therapeutics Inc.)

PERSONAL INTERESTS

NAME OF COMPANY

Wyeth
Roche

Roche
Sanofi Aventis
Astra Zeneca

Schering Plough
Roche

Lilly

Boehringer Ingelheim
Bristol Myers Squibb
Taiho Pharma Ltd

Roche

Chugai
Amgen

Napp

None
Antigenics
Pharmamar

Opaldia (to April 2007)
Helsinn

NATURE OF
INTEREST

Consultancy
Consultancy

NON-PERSONAL INTERESTS

NAME OF COMPANY

NATURE OF
INTEREST

WHETHER
CURRENT

(For all the above | have been involved in advisory bodies for renal cancer only 1 for particular products

in these fields.)
Consultancy
Consultancy
Consultancy

Advisory Board

)Advisory Board meeting,

)Educational grant

Chief Investigator for trial

Medicine trial
Lecture

Advisory Board; Lecture

Fees

Advisory Board
Advisory Board;Lecture
Fees

Lecture Fees

Consultancy
Consultancy; Shares;
Board Member
Consultancy
Consultancy

None
None
None

Schering AG

Roche

Eli Lilly
Bristol-Myers Squibb
Pharma Mas

Merck

Telik

None

None

Novartis
Abbott
Oxxon
Centocor
Roche

)Investigator on
)commercial trials
)with no personal gain

)
)
)
)

Clinical trial
Clinical trial
Clinical trial
Clinical trial
)Educational grant

Yes
Yes
Yes
Yes

No

No
Yes

No
No
No
No
Yes

L00¢ suioday |enuuy saipog AIOSIAPY 896T 10V Sauldipai



Protherics Consultancy
PERSONAL INTERESTS

MEMBER NAME OF COMPANY NATURE OF
INTEREST
Professor John F Smyth Bristol-Myers Squibb Data Monitoring
(cont) Committee
Ziopharm Medical Advisory Board
Professor Michael None
C G Stephens

Oncology & Haematology Expert Advisory Group Declaration of Interests .

Bayer )with FECS
NON-PERSONAL INTERESTS

NAME OF COMPANY NATURE OF
INTEREST

Helsinn Educational grant
with FECS

None

Yes

WHETHER
CURRENT

Yes
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PAEDIATRIC MEDICINES EXPERT ADVISORY GROUP: MEMBERS HAVE DECLARED CURRENT PERSONAL
AND NON- PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS FOLLOWS:

PERSONAL INTERESTS

MEMBER NAME OF COMPANY NATURE OF
INTEREST

Professor Rosalind Altana Travel expenses

L Smyth (Chair) Boehringer Ingelheim Travel expenses

Professor Richard None

W | Cooke

Ms Dea Birkett None

Mrs Alison Bowser Valeant Pharma Consultancy for one-off

patient event

Professor Richard Cooke None

Mr lan Costello None

Paediatric Medicines Expert Advisory Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

None
None

None

None

Novartis

Valeant Pharma

Galderma Uk
Steifel Laboratories

None

None

NATURE OF
INTEREST

WHETHER
CURRENT

One offin
Sept 2007

Took partin a telephone
survey to assess patient
needs. Donation of

£500 made to the

Acne Support Group

for time.

Corporate sponsors of
the Acne Support Group.
Presented at a rosacea
symposium and produced
joint literature. Donation
and expenses made to
the Acne Support Group.
)Corporate general
)donation made to the
)Acne Support Group

Last payment
made in
July 2007

July 2007
July 2007
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Paediatric Medicines Expert Advisory Group Declaration of Interests .

PERSONAL INTERESTS NON-PERSONAL INTERESTS
MEMBER NAME OF COMPANY NATURE OF NAME OF COMPANY NATURE OF WHETHER
INTEREST INTEREST CURRENT
Dr Paul Ewing None Abbott Laboratories )See additional No
Amgen Inc )information below No
Astellas Pharma Ltd ) No
Bausch & Lomb ) No
Bayer PLC ) No
Biotronik GmbH & Co. ) Yes
GlaxoSmithKline ) Yes
Janssen-Cilag ) Yes
JeriniAG ) No
Pfizer Ltd ) Yes
Pharmacia and Upjohn ) Yes
Recordati S.p.A. ) No
Roche Products Ltd ) Yes
Sanofi Aventis Us Inc ) Yes
Serono Ltd ) Yes
Sorin Group UK Ltd ) Yes
Weleda AG ) Yes

(Additional Information: | run a Research & Development department in an
NHS Trust. Amongst other things, we facilitate the Trust's participation in
research studies, including commercial trials. This includes preparing
submissions for local ethical approval and research governance approval,
and in some cases facilitating recruitment of patients by our clinical trials
unit. We charge the company concerned for such work, the funding going
into our departmental budget to pay for the staff engaged in the work.)

Dr Ruth Gilbert None None
Mrs Jane Houghton None None

Dr Stuart Logan None None
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MEMBER

Dr Rebecca Mann

Dr Vas M Novelli

Mr Anthony J Nunn
Dr Shirley C Price
Dr George Rylance

Professor Rosalind
L Smyth

Dr Jane Tizard

Dr Heather Wallace

Dr Madeline Wang
Professor Andrew R Wolf
Dr Geoffrey Wong

Dr Edward Wozniak

PERSONAL INTERESTS

NAME OF COMPANY

Baxter

Gilead

None
None
None

Altana
Boehringer Ingelheim

Glaxo
None
None
None
None

None

NATURE OF
INTEREST

Consultancy
(not ongoing)

Travel expenses
(refund) to attend
European Congress in
Clinical Microbiology
and Infectious Diseases
(Munich, Germany)

Travel expenses
Travel expenses

Shares

Paediatric Medicines Expert Advisory Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY NATURE OF

INTEREST

None

TIBOTEC (Johnson & Johnson)  Support for research study

None
None
None

None
None

None
None
None
None

None

WHETHER
CURRENT

No
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Paediatric Medicines Expert Advisory Group Declaration of Interests .
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PATIENT INFORMATION EXPERT ADVISORY GROUP: MEMBERS HAVE DECLARED CURRENT PERSONAL
AND NON- PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS FOLLOWS:

PERSONAL INTERESTS

MEMBER NAME OF COMPANY NATURE OF
INTEREST

Ms Joanne Rule (Chair) None

Professor Dianne Berry None

Dr Keith Beard None

Mr Andrew Boag None

Patient Information Expert Advisory Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY NATURE OF WHETHER
INTEREST CURRENT

Abbott Molecular Cancer backup received Yes

AstraZeneca funding from a range of

Bayer Healthcare pharmaceutical companies

Bioenvision in the financial year 2006-

Bristol-Myers Squibb 2007. Income from all

Cambridge Laboratories pharmaceutical companies

Celgene according to our unaudited

Lilly accounts amounted to

GlaxoSmithKline 5.57% of total income.

Ipsen Ltd

Jansen-Cilag Ltd
Merck Pharmaceuticals
Ortho Biotech

Pfizer

Pharmion Ltd

Pierre Fabre

Platon Medical Ltd
Roche Products
Sanofi-Avnetis
Sanofi-Pasteur MSD
Schering Plough

None
None

None
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Patient Information Expert Advisory Group Declaration of Interests .

MEMBER

Mrs Alison Bowser

Dr Katherine Darton

Dr Nicola Gray

Mr lan Hayes
Dr Ross Taylor

Dr Robin Thorpe

PERSONAL INTERESTS

NAME OF COMPANY

Valeant Pharma

None

AstraZeneca

Reckitt Benchiser

None

None

None

NATURE OF
INTEREST

Consultancy for one-off
patient event

Consultancy — Medicine
Programme including
four specific products:
Arimidex, Crestor,
Nexium, Symicort
Consultancy

NON-PERSONAL INTERESTS

NAME OF COMPANY

Novartis

Valeant Pharma

Galderma Uk

Steifel Laboratories

None

None

None

None

None

NATURE OF WHETHER
INTEREST CURRENT
Took partin a telephone One offin
survey to assess patient Sept 2007

needs. Donation of

£500 made to the

Acne Support Group

for time.

Corporate sponsors of
the Acne Support Group.
Presented at a rosacea
symposium and produced
joint literature. Donation
and expenses made to
the Acne Support Group.
)Corporate general
)donation made to the
)Acne Support Group

Last payment
made in
July 2007

July 2007
July 2007
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MEMBER

Dr Bruce AWarner

Mr lan Pearson

Mrs Janet Lewis
(Observer)

Dr Richard Tiner
Carolyn Lady Roberts
Mrs Madeleine Wang

Dr Jane Zuckerman

PERSONAL INTERESTS

NAME OF COMPANY

Associated Chemists
(Wicker LTD)

None

Winthrop Pharamaceuticals

None
None
None

GlaxoSmithKline

NATURE OF
INTEREST

Both myself and my
wife have a small
shareholding in this
community pharmacy

Employee

Consultancies; Travel
expenses; Lecture
fees

Patient Information Expert Advisory Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY NATURE OF WHETHER
INTEREST CURRENT

None

None

None

None

None

None

GlaxoSmithKline Unrestricted educational Yes
grant
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Patient Information Expert Advisory Group Declaration of Interests .
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PHARMACOVIGILANCE EXPERT ADVISORY GROUP: MEMBERS HAVE DECLARED CURRENT PERSONAL
AND NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS FOLLOWS:

MEMBER

Prof Munir Pirmohamed
(Chair)

Professor Nick Bateman

Dr Keith Beard

Mrs Alison Bowser

D Robert Bracchi

Miss Alison Ewing

PERSONAL INTERESTS

NAME OF COMPANY

None

None

None

Valeant Pharma

None

None

NATURE OF
INTEREST

Consultancy for one-off
patient event

Pharmacovigilance Expert Advisory Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

AstraZeneca

None

Novartis

Valeant Pharma

Galderma Uk
Steifel Laboratories

None

None

NATURE OF WHETHER
INTEREST CURRENT
The poisons bureau Yes —

provides a code- on-going from
breaking service for previous years

trials out of hours

One offin
Sept 2007

Took partin a telephone
survey to assess patient
needs. Donation of

£500 made to the

Acne Support Group

for time.

Corporate sponsors of

the Acne Support Group.
Presented at a rosacea
symposium and produced
joint literature. Donation
and expenses made to

the Acne Support Group.
)Corporate general donation
)made to the Acne Support
)Group

Last payment
made in
July 2007

July 2007
July 2007
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Pharmacovigilance Expert Advisory Group Declaration of Interests .

MEMBER

Professor Robin Ferner
Professor David Gunnell
Ms Jane Harris

Mr lan Hayes

Professor Alan Silman

Dr Simon H L Thomas

Professor Ken Woodhouse

PERSONAL INTERESTS
NAME OF COMPANY NATURE OF
INTEREST

None
None
None
None
None

Lunbeck Consultancy

None
None
None
None
None
None
None
None
None

NON-PERSONAL INTERESTS

NAME OF COMPANY

None
None
None
None
None

Boehringer Ingelheim
AstraZeneca

PPD

Servier Research &
Development

Pfizer

Debiopharm
Elan

Lilly
Lundbeck
Myriad
Neurochem
Novartis
Servier
Wyeth

NATURE OF
INTEREST

Non personal research grant
Non personal research grant
Non personal research grant
Non personal research grant

Non personal consultancy

Clinical research trials
Clinical research trials
Clinical research trials
Clinical research trials
Clinical research trials
Clinical research trials
Clinical research trials
Clinical research trials
Clinical research trials

WHETHER

CURRENT

Yes
Yes
Yes
Yes

No

Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
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PSYCHIATRY & OLD AGE PSYCHIATRY EXPERT ADVISORY GROUP: MEMBERS HAVE DECLARED
CURRENT PERSONAL AND NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS

FOLLOWS:

MEMBER

Professor Ken W
Woodhouse (Chair)

Dr lan Anderson

Professor Paul
E Bebbington

Professor Graham Dunn

PERSONAL INTERESTS

NAME OF COMPANY

None

Wyeth Ltd

Bristol-Myers Squibb
Pharmaceuticals Ltd
Oysuka Pharmaceuticals
UK Ltd

Servier Ltd

None

None

NATURE OF
INTEREST

Consultant for globall
depression and anxiety
strategy consultant
board (ended Aug 07)
(Desmethylvenlafaxine)
Consultant for bipolar
disorder advisory board
(ended Aug 2007)
(Apripazole)

Consultant for
agomelatine advisory
board (ended Aug 2007)

Psychiatry & Old Age Psychiatry Expert Advisory Group Declaration of .
Interests

NON-PERSONAL INTERESTS

NAME OF COMPANY

Debiopharm
Elan

Lilly
Lundbeck
Myriad
Neurochem
Novartis
Servier
Wyeth

AstraZeneca

Wyeth Ltd

AstraZeneca

None

None

NATURE OF
INTEREST

Clinical research trials
Clinical research trials
Clinical research trials
Clinical research trials
Clinical research trials
Clinical research trials
Clinical research trials
Clinical research trials
Clinical research trials

)Honorarium paid into

Juniversity research fund

)for speaking at non-
)promotional meetings

Investigator-initiated grant

WHETHER
CURRENT

Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes

No
No

Yes
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Psychiatry & Old Age Psychiatry Expert Advisory Group Declaration of
Interests .

MEMBER

Dr Simon Fleminger
Professor lan Goodyer
Professor Allan House
Dr Paul Kinnersley

Dr Anne Lingford-Hughes

Professor lan G McKeith

PERSONAL INTERESTS

NAME OF COMPANY

None

None
None

Bristol-Myers Squibb

Janssen-Cilag

Alkermes

Forum Bioscience
Holdings Ltd

GE Healthcare

Pfizer — Donepezil only
Eisai — DSonepezil only
Numico

NATURE OF
INTEREST

None

None
None

| am a member of Core None
Faculty. Received no
monies this year.

Paid speaker —
educational event (my
talk on dual disorder

was not about promoting
one of their products)
Visited by company
representative as they
were learning more about
the UK treatment
environment. Received
no monies.

Visited by company
representatives as they
were learning more about
how naltrexone is being
currently used clinically.
Received no monies.

Consultancy None
Fees

Fees

Consultancy

NAME OF COMPANY

NON-PERSONAL INTERESTS

NATURE OF
INTEREST

WHETHER
CURRENT
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MEMBER

Professor John T O’Brien

Professor David
G C Owens

Mrs Meredith H Robson
Mrs Pauline ARobson
Mrs Kay F Sheldon

Professor Eric Taylor

PERSONAL INTERESTS

NAME OF COMPANY

GE Healthcare
Novartis
Shire

None

None
None
None

Equazene Ltd

NATURE OF
INTEREST

Lecture fees
Lecture fees
Lecture fees

| am conducting a trial
of omega-3 fatty acids
in ADHD (this is a food
product rather than a
drug) whichis receiving
grant support from the
company

Psychiatry & Old Age Psychiatry Expert Advisory Group Declaration of .
Interests

NON-PERSONAL INTERESTS

NAME OF COMPANY

None
None
None

None

None

None

None

None

NATURE OF
INTEREST

WHETHER
CURRENT
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Psychiatry & Old Age Psychiatry Expert Advisory Group Declaration of
Interests
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RESPIRATORY & ALLERGY EXPERT ADVISORY GROUP: MEMBERS HAVE DECLARED CURRENT PERSONAL
AND NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS FOLLOWS:

PERSONAL INTERESTS

MEMBER NAME OF COMPANY
Professor Peter Helms None
(Chair)
Dr John | Doull GlaxoSmithKline
Novartis
Merck Sharp & Dohme
Ms. M J Fletcher GlaxoSmithKline
AstraZeneca

Global Novartis

Dr Philip W Ind GlaxoSmithKline

NATURE OF
INTEREST

Consultancy
Advisory
Advisory

ERS conference
attendance (flights

and hotel)

Speaker fee, practice
nurse conference
(E£500)

Support for attendance
atATS conference
(contribution to flight
costs); Support for
attendance at Syrian
conference (flight costs)

Lecture fees (Asthma/
COPD Therapy)

Respiratory & Allergy Expert Advisory Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

None

None

None

None

GlaxoSmithKline

NATURE OF WHETHER
INTEREST CURRENT
Remants of GSK/ No

Imperial College ADI

(Competitive) Research

Award 2005-2006.

Investigator in current Yes
clinical trial FDG-PET

scanning in asthmatics

(non-product related)
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Respiratory & Allergy Expert Advisory Group Declaration of Interests .

MEMBER

Dr Philip W Ind (cont)

Professor David Lomas

Dr Ann Millar

PERSONAL INTERESTS

NAME OF COMPANY

AstraZeneca

Altana

Novartis

Pfizer/Boehringer

Trinity-Chiesi

Aerovance
Vectura Group PLC

MRC Technology
GlaxoSmithKline
Talecris

Novartis

Astra Zeneca

Astra
Boehringer

NATURE OF
INTEREST

Accommodation and
conference travel
expenses; Lecture fees
(Asthma/ COPD Therapy)
Accommodation and
conference travel
expenses; Lecture fees
(Asthma/Therapy)
Accommodation and
conference travel
expenses; Lecture fees
Lecture fees (Tiotropium
and COPD Therapy)
Hospitality (lunch)
Accommodation and
conference travel
expenses; Lecture fees
(non-related product).
Expert Advisory Board
Expert Advisory Board

Consultant until 2007
Consultant for Eclipse
Study; Lecture fees
to speak at meetings
Fee for work on a
grants committee
Lecture fee 2006

Lecture fee 2006
Clinical trial
Clinical trial

NON-PERSONAL INTERESTS

NAME OF COMPANY

Glaxo Smith Kline

MSD

None
None
None

NATURE OF
INTEREST

Grant to recruit
patients to Eclipse
Project granton
Alzheimer’s Disease

WHETHER
CURRENT

Yes

Yes
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MEMBER

Professor Richard Powell

Professor Stephen Spiro

Professor Anne
E Tattersfield

Dr Mike Thomas

Dr Charles Twort

PERSONAL INTERESTS

NAME OF COMPANY

Alk Abello

uCB
Lilly Industries

None

Merck and Co

Schering Plough

Glaxo Smith Kline
Teva
Merck Respiratory

None

NATURE OF
INTEREST

Advisory Board;
Chairing Committee
and lectures — Fees
Advisory Boards — Fees

Consultancy fee

Consultancy on
research project,
speaker’s honorarium
Consultancy on nasal
mometasone studies
and licensing application
Advisory panel

Advisory panel

Advisory panel

Respiratory & Allergy Expert Advisory Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

None

None

None

AstraZeneca

GlaxoSmithKline
Asthma UK

None

NATURE OF
INTEREST

Research commission
Research commission
Fellowship

WHETHER
CURRENT

No
No
Yes
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Respiratory & Allergy Expert Advisory Group Declaration of Interests .
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RHEUMATOLOGY & IMMUNOLOGY MEDICINES EXPERT ADVISORY GROUP: MEMBERS HAVE
DECLARED CURRENT PERSONAL AND NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL
INDUSTRY AS FOLLOWS:

PERSONAL INTERESTS NON-PERSONAL INTERESTS
MEMBER NAME OF COMPANY NATURE OF NAME OF COMPANY NATURE OF WHETHER
INTEREST INTEREST CURRENT
Professor Stuart Novartis Consultancy Novartis Research grant Yes
Ralston (Chair) Proctor & Gamble Consultancy Proctor & Gamble Research grant Yes
Sanofi-Aventis Consultancy Servier Commission for advice No
Eli Lilly Research grant Yes
Merck Commission for advice No
Pfizer Commission for advice No
Dr Deborah Bax AstraZeneca )Shares, held jointly
GlaxoSmithKline )with husband

(Additional information: As Clinical Director for specialised medicine, Sheffield Teaching Hospitals NHS Foundation Trust, | am responsible for those colleagues within
my directorate who receive payment from pharmaceutical companies for fellowships, grants, consultancies, sponsorship of a post, commissions for advice and
commissions for research work, other than those which are the sole responsibility of the university of Sheffield. The former ones are listed below.)

Abbott Research studies No
Amgen )Grant funding Yes
AstraZeneca )and consultancy Yes
Aventis ) Yes
Baxter Commission Yes
Bayer Lecture fee No
California Pacific Medical Grant funding and Yes
Centre consultancy

Cellgene Advisory Board No
Ce-nes Consultancy Yes
Cephalon Lecture fees Yes

Rheumatology & Immunology Medicines Expert Advisory Group
Declaration of Interests
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Rheumatology & Immunology Medicines Expert Advisory Group

Declaration of Interests

MEMBER

Dr Deborah Bax (cont)

PERSONAL INTERESTS

NAME OF COMPANY NATURE OF

INTEREST

NON-PERSONAL INTERESTS

NAME OF COMPANY

Cephalon

GlaxoSmithKline

Hologic

Janssen-Cilag

Kyphon Inc

Lilly Industries

Lilly

Macmillan Cancer Support

Maxygen
MSD

Mundipharma

Napp

Napp

Napp

Nastec Pharmaceuticals
Nestle Research Centre
New Zealand Milk Limited
Novartis

Novartis USA

Novo Nordisk
Ono-Pharma

Organon Laboratories
Ortho-Biotec

Osteologix

Pfizer

Pfizer

Pharmion

Proctor and Gamble
Pharmaceuticals

NATURE OF
INTEREST

Conference fees
)Grant funding and
)consultancy
Lecture fees
)Grant funding and
)consultancy
Conferences and lectures
Research projects
entertainment
Grant funding and
consultancy
Educational (conference)
support
Consultancy
Lecture fees
Research grant
Research prizes
)Grant funding and
)consultancy

)

)

Consultancy
)Grant funding and
)consultancy

)

Advisory Board
)Grant funding and
)consultancy
Lecture fees
Consultancy
Grant funding and
consultancy

WHETHER
CURRENT

No
Yes
Yes
Yes
Yes
Yes

No
Yes

Yes

No

Yes
Yes
No
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes
No
Yes
Yes
Yes
Yes
Yes
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MEMBER

Dr Deborah Bax (cont)

Mrs Caroline J Dore

Dr Michael Ehrenstein

Professor John
S H Gatson

PERSONAL INTERESTS

NAME OF COMPANY

GlaxoSmithKline
Smith & Nephew
AstraZeneca

GlaxoSmithKline
BMS
ucB

Astrazeneca
GlaxoSmithKline

NATURE OF
INTEREST

Shares
Shares
Shares

Consultancy (anti-CD3)
Consultancy (anti-TNF)
Consultancy (anti-TNF)

)Collaborative
)research agreement

Rheumatology & Immunology Medicines Expert Advisory Group
Declaration of Interests

NON-PERSONAL INTERESTS

NAME OF COMPANY

Proctor and Gamble
Roche Diagnostics

Roche
Roche
Roche
Roche

Sanofi Aventis
Sanofi Aventis

Sanofi Aventis

Servier

Shire

Transpharma Medical Limited
Unilever

Unilever

Uunipath

Wyeth
None
None

None

Wyeth

None
None

NATURE OF
INTEREST

Conferences and Lectures
Grant funding and
consultancy

Purchase of equipment
Research Grant
Conferences and Lectures
Conference and
accommodation fees
Grant funding and
consultancy
Accommodation and
course fees

Funding/ project manager
)Grant funding and
)consultancy

)

)

Consultancy
Grant funding and
consultancy
Lecture fees

Educational grant to dept

WHETHER
CURRENT

No
Yes

Yes
No
No
No

Yes

No

No
Yes
Yes
Yes
Yes

No
Yes

No

Yes
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Rheumatology & Immunology Medicines Expert Advisory Group
Declaration of Interests

MEMBER

Professor John
S H Gatson (cont)

Professor Alan Silman

Dr Anthony G Wilson

Professor Patricia
M M Woo

PERSONAL INTERESTS

NAME OF COMPANY

Ferring Pharmaceuticals

Roche

Abbott

MSD

Innovex

None

GlaxoSmithKline

AstraZeneca

None

NATURE OF
INTEREST

Consultancy fee
Sponsorship to attend
EULAR meeting
Invited speaker —
Lecture fee and
expenses paid
Sponsorship of
‘Advocates in
Rheumatology’
Lecture; Consultancy
fee

Three basic (non-

pharmaceutical research

studies (no personal
payments received)

Participation in Phase 1

drug trial (no personal
payments received)

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

None

None

None

None

None

None

None

NATURE OF
INTEREST

WHETHER
CURRENT
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BIOEQUIVALENCE AD HOC GROUP: MEMBERS HAVE DECLARED CURRENT PERSONAL AND NON-PERSONAL
INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS FOLLOWS:

MEMBER

Professor lan
V D Weller (Chair)

Professor Deborah Ashby
Dr Shantha Godagama

Professor Andrew Grieve

Professor Martin J Kendall

Professor Brian K Park

PERSONAL INTERESTS

NAME OF COMPANY

None

None

None

Takeda

Pfizer

Solace Pharmaceuticals
Novartis

Cytel Corporation

None

None

NATURE OF
INTEREST

Consultancy (general)
Consultancy (limited
to three individual
products)
Consultancy (limited
to a single product)
)Consultancy (limited
)to the development
)of methodology)

None

Bioequivalence Ad Hoc Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

Roche
GlaxoSmithKline
Merck

Pfizer

Boehringer Ingleheim
Gilead

Abbott

BMS

None
None
None
None
None

None
None

Pfizer
AstraZeneca
Syngenta
GlaxoSmithKline

NATURE OF
INTEREST

Research grant
Research grant
Research grant
Research grant
Research grant
Research grant
Research grant
Research grant

Non-specific
Non-specific
Non-specific
Non-specific

WHETHER
CURRENT

Yes
Yes
Yes
Yes
Yes
Yes
Yes
Yes

Yes
Yes
Yes
Yes
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Bioequivalence Ad Hoc Group Declaration of Interests .

MEMBER

Professor Munir
Pirmohamed

Professor James M Ritter
Dr Glyn Taylor
DrAlison H Thompson

Professor Martin Wilkins

PERSONAL INTERESTS

NAME OF COMPANY NATURE OF

INTEREST

None

No interests declared
No interests declared
No interests declared

GlaxoSmithKline Consultancy for

early phase studies

Encysive Consultancy fee
Bayer-Schering Lecture fee
Nycomed Consultancy fee

NON-PERSONAL INTERESTS

NAME OF COMPANY NATURE OF

INTEREST

None

No interests declared
No interests declared
No interests declared
None
None

None
None

WHETHER
CURRENT
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PSEUDOEPHEDRINE AD HOC GROUP: MEMBERS HAVE DECLARED CURRENT PERSONAL AND NON-
PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS FOLLOWS:

PERSONAL INTERESTS

MEMBER NAME OF COMPANY NATURE OF
INTEREST

Professor Roger None

Walker (Chair)

Mrs Alison Bowser Valeant Pharma Consultancy for one-off
patient event

Dr Michael Donaghy None

Mr Roy Gillman Gravitas T/A Sheffield Director

Pharmacy
Professor Peter Helms None

Dr Terence Maguire

Pseudoephidrine Ad Hoc Group Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY NATURE OF WHETHER
INTEREST CURRENT

None

Novartis Took partin a telephone One offin
survey to assess patient Sept 2007
needs. Donation of
£500 made to the
Acne Support Group
for time.

Valeant Pharma Corporate sponsors of Last payment
the Acne Support Group. made in
Presented at arosacea July 2007

symposium and produced
joint literature. Donation
and expenses made to the

Acne Support Group.
Galderma Uk )Corporate general July 2007
Steifel Laboratories )dontation made to the July 2007
)Acne Support Group
None
None
None
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Pseudoephidrine Ad Hoc Group Declaration of Interests .

MEMBER

Mr Anthony Nunn

Professor Munir
Pirmohamed

Dr Kevin Solomons

Dr Ross Taylor

Ms Angela Timoney

PERSONAL INTERESTS

NAME OF COMPANY

None

None

Proctor and Gamble

None

None

NATURE OF
INTEREST

Consultancy
(risenodronate and
osteoporosis)

NON-PERSONAL INTERESTS

NAME OF COMPANY NATURE OF
INTEREST

None

None

None

None

GlaxoSmithKline Attendance at meeting
Wyeth Presentation at meeting

WHETHER
CURRENT

No
No
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ADVISORY BOARD ON THE REGISTRATION OF HOMOEOPATHIC PRODUCTS: MEMBERS HAVE DECLARED
CURRENT PERSONAL AND NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS

FOLLOWS:

MEMBER

Dr Timothy Chambers
(Chair)

Professor Christopher
Castleden

Dr Michael Evans
Professor Andreas Gescher
Dr Nasir Hussain

Dr Steven Kayne

Mrs Kiran Kumar

Miss Felicity Lee

Dr George Lockwood

PERSONAL INTERESTS

NAME OF COMPANY NATURE OF

None

None

None
None
Kington Pharma LLP
None
None
None

None

INTEREST

Consultancy

Advisory Board on the Registration of Homoeopathic Products

Declaration of Interests

NON-PERSONAL INTERESTS

NAME OF COMPANY NATURE OF WHETHER
INTEREST CURRENT

None

None

None

None

None

None

None

None

None
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Advisory Board on the Registration of Homoeopathic Products

Declaration of Interests

MEMBER

Dr Frank Mulder

PERSONAL INTERESTS

NAME OF COMPANY NATURE OF

INTEREST

None

NON-PERSONAL INTERESTS

NAME OF COMPANY

Weleda
Wala

Aefmuta

NATURE OF
INTEREST

Indirect only: These
companies occasionally
and for a small part
support the IVAA, the
international umbrella
organisation of anthropo-
sophic doctors’ assoc-
iations. As a council
member of the IVAA my
travel expenses for
council meetings and
loss of earningsin
weekdays are reimbursed
by the IVAA.

Indirect: Aefmuta is the
umbrella organisation of
manufacturers ofanthropo-
sophic medicines. It
occasionally and for a
small partsupports the
IVAA, the international
umbrella organisation of
anthroposophic doctors’
associations. As a
council member of the
IVAA my travel expenses
for council meetings and
loss of earningsin
weekdays are reimbursed
by the IVAA.

WHETHER
CURRENT

Yes

Yes
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MEMBER

Dr Frank Mulder (cont)

NAME OF COMPANY

PERSONAL INTERESTS

NATURE OF
INTEREST

Advisory Board on the Registration of Homoeopathic Products

Declaration of Interests

NON-PERSONAL INTERESTS

NAME OF COMPANY

Pfizer et al

GP Care

NATURE OF WHETHER
INTEREST CURRENT
Indirect: Different Yes
pharmaceutical

companies provide
modest lunches for

some meetings inside

the Helios Medical

Centre of which lam a
partner, and also for some
meetings of a local
practice group in which
Helios Medical Centre
participates. These do not
exceed sandwich level
and occurno more than
once a month.

This is a local company/ Yes
cooperative which has
just started trading in
services and (discount)
products for GP use in
which the Helios Medical
Centre (of whichlam a
partner) has a share.
Products range from a
urology service, photocopy
paper to fluvaccines.
Although not strictly a
pharmaceutical industry
but trades with the
pharmaceutical industry,
and trades in some
pharmaceutical products.
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Advisory Board on the Registration of Homoeopathic Products
Declaration of Interests

MEMBER

Professor Bhupinder
Sandhu

Dr Thomas Whitmarsh

Ms Elizabeth Wincott

PERSONAL INTERESTS

NAME OF COMPANY

Celltech
Oxford Glyco

Weleda UK

Faculty of Homeopathy
(Luton)

None

NATURE OF
INTEREST

Shares
Shares

Expenses for
participation in
advisory committee
(1 year) about
Isacdur only

2° care representative
on council expenses
for meeting (3 years)

NON-PERSONAL INTERESTS

NAME OF COMPANY

SHS International

None

None

None

NATURE OF WHETHER
INTEREST CURRENT
Research grant for No

publication of a
supplementto
ajournal
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BRITISH PHARMACOPOEIA COMMISSION: MEMBERS HAVE DECLARED CURRENT PERSONAL AND
NON-PERSONAL INTERESTS IN THE PHARMACEUTICAL INDUSTRY AS FOLLOWS:

PERSONAL INTERESTS NON-PERSONAL INTERESTS
MEMBER NAME OF COMPANY NATURE OF NAME OF COMPANY NATURE OF WHETHER
INTEREST INTEREST CURRENT
Professor D Woolfson None Warner Chilcott Ltd Research grant Yes
Dr AHAndrews Intervet Consultancy None
Schering-Plough International ~ Consultancy
Bayer Consultancy
Intervet (Ireland) Consultancy
GlaxoSmithKline Shares
Professor Graham Eli Lilly Shares; Wife employed Allergan Consultancy Yes
Buckton Pharmaterials Ltd Salary Sosei Consultancy Yes
Panacea Biotech Consultancy Yes
Alkermes Consultancy No
AstraZeneca Consultancy No
Novartis Consultancy No
Pfizer Research funding Yes
AstraZeneca Research funding Yes
Professor Donald Cairns None Dow Chemicals Provision of free samples Yes
GlaxoSmithKline Lecture sponsorship Yes
Equazen Hospitality for speakers Yes
Pfizer Provision of free text Yes

books; Sponsor of
MPharm prizes

AAH Pharmaceuticals Sponsor of MPharm prizes Yes
Life Scan Sponsor of MPharm prizes Yes
D M Wood Medical Sponsor of MPharm prizes Yes
Lloyds Pharmacy Sponsor of MPharm prizes Yes
Davidsons Pharmacy Sponsor of MPharm prizes Yes
Merani Sponsor of MPharm prizes Yes

British Pharmacopoeia Commission Declaration of Interests .
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British Pharmacopoeia Commission Declaration of Interests .

MEMBER

Mr B Capon

Professor AG Davidson

Mrs M A Dow

Dr T D Duffy

Mr V Fenton-May

PERSONAL INTERESTS

NAME OF COMPANY

Norfolk and Waveney
Mental Health Partnership
NHS Trust

None

Marvel Life Sciences Ltd
Syner-Medica Ltd

Holygene Biotech Co Ltd
Maxygen

Syner-Med Pharmaceuticals
Parexel

GlaxoSmithKline

Ark Therapeutics
Alltracel Pharmaceuticals
AstraZeneca

Cenes Pharmaceuticals
Deltex Medical Group
Elan

GW Pharmaceuticals
Goldshield Group

MDY Healthcare
GlaxoSmithKline

Boehringer Ingelheim
Cephalon

Leuchemix

Qualasept Ltd

Cardiff and Vale NHS Trust
Royal Pharmaceutical
Society

NATURE OF
INTEREST

Non-executive Director;
Vice-Chairman of Trust

Consultancy
Consultancy
Consultancy
Consultancy
Consultancy
Consultancy
Consultancy; Shares

Shares
Shares
Shares
Shares
Shares
Shares
Shares
Shares
Shares
Shares

Consultancy
Consultancy
Consultancy
Consultancy
Fees
Fees

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

None

None

None

None

NATURE OF
INTEREST

WHETHER
CURRENT
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MEMBER

Mr C T Goddard

Dr R L Horder

DrAMT Lee

Professor A C Moffat

Dr L Tsang

Mrs J Turnbull

Professor E Williamson

Professor Peter York

PERSONAL INTERESTS

NAME OF COMPANY

Recipharm Ltd

Abbott Laboratories
Hospira

None

Almirall

Arnold & Porter LLP
Biolndustry Association
None

None

Pharmtech Ltd

Osat Ltd
Biosat

GlaxoSmithKline

NATURE OF
INTEREST

Salary

Salary; Shares
Shares

Consultancy

Partner
Chairman, Committee
on Regulatory Affairs

Director; Shares,
Dividends

Director

Director; Shares,
Dividends

Shares (self and spouse)

British Pharmacopoeia Commission Declaration of Interests .

NON-PERSONAL INTERESTS

NAME OF COMPANY

None

None

None

AstraZeneca
Pfizer

None

None
GlaxoSmithKline
Nektar Therapeutics

Boehringer Ingelheim

NATURE OF
INTEREST

Research funding
Research funding

Research grant
Research funding

Research funding

WHETHER
CURRENT

Yes
Yes

Yes

Yes

Yes
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