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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.
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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



Medicines Act 1968 Advisory Bodies Annual Reports 2007

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
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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

~NOoO oA~ WN B
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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 Gu