Appendix 8

Guidance on review of advertising by an Independent

1.1

1.2

1.3

2.1

2.2

Review Panel

Introduction

The MHRA on behalf of Health Ministers may serve a "minded to" notice
on a company advising it that it is minded to determine that an
advertisement, if published, would be in breach of the legislation on
advertising medicines (see regulation 305 of the Human Medicines
Regulations 2012 (Sl 2012/1916 as amended — the Regulations)). This
note outlines the procedure for requesting a review of such a notice by
an Independent Review Panel (IRP).

The MHRA will normally contact a company informally to advise them
that there are some concerns about a particular advertisement. This
may be a result of routine monitoring by the Advertising Standards and
Outreach Unit or as a result of a complaint received by the MHRA. The
company will be asked for comments and may be asked to supply other
promotional material for the product before being given the MHRA’s
opinion on the acceptability of the original advertisement. There are in
the advertising legislation powers to require copies of advertisements,
including advance copies, to be supplied to the MHRA.

This guidance provides advice on what steps you need to take if your
company receives a “‘minded to” notice and explains the review
procedure.

When to ask for a review

If the MHRA has raised concerns with you that cannot be resolved
informally, the MHRA may issue a “minded to” notice under regulation
305 of the Regulations. The notice will set out the reasons for MHRA's
position and will be supplemented by any relevant supporting evidence
and assessment reports. You will be informed in the notice of your right
to make written representations prior to the making of a final
determination by the MHRA (acting on behalf of Health Ministers),
provided these are made within 21 days.

Any representations made will be referred to an Independent Review
Panel in order for them to give advice to the MHRA as to the
determination which should be made. The Panel is designed to provide a
rapid and independent review of the matters at issue, should you request
it, prior to a decision being made by the MHRA on an advertisement. It
does not replace or substitute the legal right to apply for a judicial review.
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2.3

2.4

3.1

3.2

3.3

4.1

The Independent Review Panel does not have the remit to consider any
other advertising issues.

The panel will normally consist of three persons, a legally qualified
Chairman, a medically or pharmaceutically qualified person and a person
with experience in consumer affairs. The members will not represent
any particular organisation but will use their experience in giving advice
to the MHRA. If the case concerns advertising for a traditional herbal
medicine, an additional member with relevant specialist expertise may be
chosen by the Chairman. The Panel will be served by a Secretariat
provided by MHRA and made up of officers who have no involvement in
the assessment of advertising material.

Panel members will be required to follow the Code of Practice on
Relations within the Pharmaceutical Industry and accordingly declare
any interest in any matter before the Panel and withdraw from any matter
in which they have a conflict of interest.

What to do

Where the "minded to" notice includes a requirement that the
advertisement should not be published pending the withdrawal of the
notice, you must comply with the requirement until the review is
completed or the earlier withdrawal of the notice.

If you wish for a review, you must reply to the notice within 21 days of the
date of the notice setting out in a written representation why you consider
that the advertisement would not be in breach. The letter should be
addressed to the Secretary to the Independent Review Panel at the
address given in section 6 of this guidance. The MHRA will require six
copies of the representation.

You should provide full details of why you believe the advertisement
would not be in breach and include all additional information which you
consider will support your views. This submission should be limited to
addressing the specific issues raised in the notice only but should
include all the points you wish to raise before the Panel. There will be no
automatic right to an oral hearing but if you feel that an oral hearing
would help you to present your case, you may include a request with
your written representation giving reasons.

What happens next?

Your written representations will be forwarded to the MHRA Advertising
Standards and Outreach Unit for review. If you have included in your
written representation any relevant information which was not available
to the MHRA during earlier negotiations, and which could have materially
affected the "minded to" notice, the advertisement will be reconsidered.
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4.2

4.3

4.4

4.5

4.6

4.7

If appropriate, a revised "minded to" notice will be served, restarting the
process. Alternatively the MHRA may notify you that one or more of the
grounds set out in the notice are withdrawn and no longer at issue before
the Panel. The MHRA will also consider whether, in the light of
representations made, the "minded to" notice should be withdrawn
without referring the matter to the Panel.

Your written representations, together with the MHRA papers, will also
be provided to the Independent Review Panel (through the Secretariat).
The MHRA papers will consist of the notice and supplementary evidence
and assessment reports referred to in point 2.1, a copy of the advertising
material and supporting references, details of the original complaint and
copies of all correspondence with the company relating to the
assessment of the complaint.

If you have requested an oral hearing, the Panel will decide, taking into
account any MHRA views, whether an oral hearing is required in order to
ensure fairness, having particular regard to the complexity of the issues
in the case. The MHRA may also request an oral hearing but has stated,
as a matter of policy, that it will not normally do so. When an oral
hearing is to take place the hearing will be set for a time and place as
notified by the Panel (taking into account any representations made by
the parties). Where an oral hearing is not to take place, the Panel will
inform the parties of the date on which it will settle its advice. The date
of the Panel meeting will normally be within 4 to 6 weeks of the date of
receipt of your written representations.

With the notification of the Panel date you will also receive any MHRA
response to the points raised in your representations (see point 4.1
above) and copies of any additional MHRA papers not provided with the
original “minded to” letter. The MHRA will either copy to you any of this
material which did not accompany the original "minded to" letter, or
(where you already have the material) will inform you of the fact that it is
relying on it.

The Panel may also call for further information from either party or from
an independent expert. Any material lodged with the Panel will be made
available to both parties.

If an oral hearing is held, both you and the MHRA may attend to answer
questions from the Panel. The MHRA will first be given the opportunity to
answer any questions from the Panel. You will then be given the
opportunity to answer the Panel’s questions and respond to MHRA's
points at issue. Both the company and the MHRA representatives will
then withdraw when the Panel begins their detailed discussion of the
case leaving only the Panel members themselves and the Secretariat
members.

At an oral hearing, a party may only call witnesses if the Panel, on
application, considers that this is necessary in order to clarify any matter
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4.8

4.9

4.10

4.1

412

5.1

or otherwise ensure fairness. The normal procedure of the Panel will be
to consider written submissions and supporting evidence and you should
include any witness statements in your written evidence, assuming that
oral evidence from witnesses will not be required. The Panel may
request witnesses to attend of its own motion. Either party may present
all or part of its case through an in-house lawyer. However, a party may
only be represented by independent Counsel in exceptional
circumstances and the Panel will only accede to a request to be so
represented if it concludes that, without Counsel, a party would not be
able to present its case to the Panel with sufficient clarity, or otherwise
so as to ensure fairness. The Panel may settle its advice without an oral
hearing if you fail to appear at the date and time set for the hearing.

An oral hearing will be in private with support from the Panel Secretariat.
The Panel may adjourn an oral hearing date or the date on which it will
settle its advice (as the case may be) on application or on its own
initiative.

The Panel will consider the advertisement for compliance with the
Regulations, taking into account the papers submitted by the MHRA, the
written representations received from the company, and any oral
representations made by the parties. The Panel will settle its advice, if
necessary, by majority verdict. The Panel's advice will be put in writing,
giving full reasons, and forwarded to the Advertising Standards and
Outreach Unit.

Following the sitting of the Panel, the MHRA (acting on behalf of Health
Ministers) will make a final determination on the advertisement taking
into account the advice of the Panel. You will normally be advised of the
final decision within 21 days of the Panel sitting, and will be informed of
any delay and the reasons for it, if this deadline is not met.

The MHRA will notify the company of the final determination and the
reasons for any determination that the advertisement would be in breach.
It will include a copy of the Panel's advice and will specifically point out
any divergence between a determination that the advertisement would
be in breach and the Panel's advice, and give the reasons for this.

At the close of the case, a report including the advice of the Panel and
the final determination of Health Ministers will be published on the MHRA
website (subject to the exclusion of any confidential material). This will
also include copies of all representations to the Panel unless these have
been identified as confidential by the company concerned.

What if | still disagree?
There is no right of appeal against the final determination that the
advertisement would breach the Regulations, but you may apply for it to

be judicially reviewed. If the notice of final determination requires you to
refrain from publishing the advertisement and you decide to disregard
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the notice and re-issue the advertisement without amendment, the
MHRA may take further action. This may take the form of injunctive
action to prevent the publication of the advertisement or a prosecution for
an offence under the Human Medicines Regulations.

6. Further information
6.1  Further advice about advertising policy can be obtained from:

Advertising Standards and Outreach Unit
MHRA

10 South Colonnade

LONDON E14 4PU

Tel: 020 3080 6765/7771

Email: advertising@mhra.gov.uk

6.2  Further advice about the Independent Review Panel and its processes
can be obtained from the Secretariat:

Review Panel Secretariat
MHRA

10 South Colonnade
LONDON E14 4PU

Tel: 020 3080 6431

Email: reviewpanel.secretariat@mhra.qgov.uk
MHRA
July 2012

(Addresses amended July 2019)
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