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Appointed by and reports to ABPI Board of Management

ROLE:

Responsible for administration of the Code and complaints procedure
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THE ABPI CODE% g

OF SELF-REGULATION OF THE
PROMOTION OF PRESCRIPTION MEDICINES




ABPI| Code Of Practice

Established in 1958
Reqgularly updated

Reflects and extends beyond UK law, IFPMA,
EFPIA Codes

Drawn up in consultation with MHRA, BMA, RCN
and RPSGB
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Promotion must be:

= |n accordance with marketing authorization (Clause 3)

= accurate, balanced, up-to-date and must not mislead
or exaggerate (Clauses 7.2, 7.3 and 7.10)

= substantiable (Clauses 7.4 and 7.5)
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Promotion must also:

= pe of a high standard (Clause 9.1)

= recognise special nature of medicines and professional
standing of audience and not be likely to cause offence
(Clause 9.2)

= Dbe tailored to audience to whom it is directed
(Clause 11.1)
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Promotion must not:

= bring discredit upon or reduce confidence in the
pharmaceutical industry (Clause 2)

= disparage competitors or health professionals (Clause 8)

= Dbe disguised (Clause 12)
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Code also covers:

= Non-interventional studies
= Certification

= Representatives

=  Training

= Samples

8 Gifts and Inducements

Clause 13
Clause 14
Clause 15
Clause 16
Clause 17
Clause 18
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Code also covers:

= Hospitality and meetings

= Use of consultants

= Scientific Services

= Relations with the Public

= Relations with patient organisations
= |nternet

=  Compliance With Undertakings

Clause 19
Clause 20
Clause 21
Clause 22
Clause 23
Clause 24
Clause 25

PMCPA‘ Prescription Medicines Code of Practice Authority



CHOCOLATE
WILL SAVE
YOUR LIFE

New bar staves
off heart disease

By Victoria Fletcher Health Editor

A DAILY bar of chocolate could be
given to patients to reduce their
risk of heart disease, scientists will

reveal today.

A British team has developed a bar
packed with compounds that protect the
heart from damage.

It will be tested on British volunteers in the
first clinical trials of their kind.

The initial tests will be on women who have
diabetes, but if the chocolate proves effective it
could eventually be offered to millions of
patients with heart problems.

Along with cholesterol-busting drugs called
statins, it could prove a highly effective — and
highly popular — medication.

Cocoa contains high levels of antioxidants
thought to protect against heart disease. Buf
the process of turning cocoa into chocolate
often destroys these compounds so most of the
beneficial effects are lost. The team at the




Complaints Procedure

Complaint to Prescription Medicines Code of Practice Authority

Code of Practice Panel

Can report companies
to Appeal Board

Complainant Advised of Ruling

Accepted

Respondent Advised of Ruling

Appealed

Appealed

Accepted

Code of Practice Appeal Board

Can report companies to ABPI Board

ABPI Board of Management
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Sanctions

= Rapid cessation of promotion.
= Publication of case reports.
= Recovery of items.

=  Audit of company’s procedures can be followed by pre-
vetting.

=  Public reprimand.
= Corrective statements.

= Advertising of certain cases in medical, pharmaceutical
and nursing press.

= Suspension/expulsion by ABPI Board of Management.
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FEBRUARY 2010

CODE OF

PRACTICE REVIEW

The Prescription Medicines Code of Practice Authority was
established by The Association of the British Pharmaceutical
Industry (ABPI) in 1993 to operate the ABPI Code of Practice for the
Pharmaceutical Industry independently of the Association itself.

iption Medicines

PIVICPA &
Code of Practice Authority

COMPLAINTS IN 2009 DOWN ON 2008

In 2009 the PMCPA received 92
complaints as compared with 112 in
2008. There were 127 complaints in
2007, 134 complaints in 2006, 101 in
2005 and 119 in 2004.

There were 87 cases to be
considered in 2009, as compared
with 103 in 2008. The number of
cases usually differs from the
number of complaints because
some complaints involve more than
one company and others do not
become cases at all, often because
they do not show that there may
have been a breach of the Code.

The number of complaints from
health professionals in 2009 (40)
exceeded the number from
pharmaceutical companies (both
members and non-members of the

ABPI) (24). Complaints made by
pharmaceutical companies are
generally more complex than those
from outside the industry, usually
raising a number of issues.

Two complaints were made by
members of the public and four by
pharmaceutical company
employees. There were seven
anonymous complaints and one
complaint was made by an
organisation. Nine of the complaints
from health professionals were also
anonymous.

The remaining fourteen complaints
were nominally made by the
Director and arose from media
criticism, voluntary admissions by
companies and alleged breaches of
undertakings.

HELP US TO HELP YOU - MAKING A COMPLAINT

The PMCPA aims to deal with all
complaints under the Code in a
timely manner. The following is
intended to guide complainants so
that their submissions will help the
Authority in this regard.

Inter-company complaints will only
be accepted if they are signed or
authorized in writing by the
company's managing director, chief
executive or equivalent and if inter-
company dialogue at a senior level
has not been successful (Paragraph
5.2 of the Constitution and
Procedure refers). The complainant
company must submit a formal
statement with its complaint
detailing the actions taken.
Complainants must state those
clauses of the Code which are
alleged to have been breached and
must not go beyond the scope of
the inter-company dialogue. If new
matters and/or clauses are raised
they will be referred back for

discussion between the parties in
the first instance. Guidance on
inter-company dialogue was
published in the May 2009 Code of
Practice Review and is also available
on the Authority's website
(www.pmcpa.org.uk).

When submitting a complaint
brevity might not always be
possible if complex matters are to
be discussed but a clear and precise
exposition of the facts should be
provided. Repetition of the same
point should be avoided. All points
should be covered in the letter to
the PMCPA. In inter-company
complaints cross reference to
previous correspondence between
the parties should be avoided.

Cite only those clauses of the Code
that are most relevant to specific
aspects of your complaint. It is often
the case that although a number of
clauses are alleged to have been
breached, some of those allegations

continued on page 2

PUBLIC REPRIMAND FOR
SOLVAY HEALTHCARE

Solvay Healthcare Limited has been
publicly reprimanded by the Code of
Practice Appeal Board for providing grants
in the form of cheques via its
representative to a GP on four separate
occasions to conduct patient audits. The
company had no processes to enable it to
check that the money was used to pay a
nurse to conduct an audit and how long
that would take or that the audit itself was
appropriate. The nurse employed to
undertake the audits had not been
assessed by the company with regard to
her ability to carry out the task. There was
a failure of management.

The Appeal Board noted that there
appeared to be a marked consequential
increase in the prescribing of Omacor by
the GP concerned and it queried whether,
as a result, patients had been put at risk

In addition the Appeal Board required an
audit and a subsequent re audit of Solvay's
procedures.

Full details can be found at page 3 of this
issue of the Review in the Report for Case
AUTH/2198/1/09.

PROPOSALS TO AMEND
THE CONSTITUTION AND
PROCEDURE FOR THE
PRESCRIPTION MEDICINES
CODE OF PRACTICE
AUTHORITY

The consultation on the proposals to
amend the Constitution and Procedure for
the Prescription Medicines Code of Practice
Authority has now closed. The proposed
amendments and the explanatory

memorandum are available on our website
(www.pmcpa.org.uk).

The proposals were sent to the Medicines
and Healthcare products Regulatory
Agency (MHRA), the British Medical

continued on page 2




Fourth Annual Report

Safeguarding Public Health

Providing Expert Advice for Healthcare Professionals




Chief Executive, MHRA

‘... more generally, self regulation has been the
cornerstone of control of medicines advertising for many
years, predating any form of statutory control by the MHRA
and its predecessors...

The Agency looks forward to working with these bodies for
many more years to come to ensure that patients and
health professionals receive high quality information from
advertising to support the safe use of medicines.’

Annual Report September 2008 — August 2009
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Other PMCPA activities

= Informal advice and guidance
= Training Seminars

= Code Awareness
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Code Communications

CODE OF PRACTICE
for the
PHARMACEUTICAL
INDUSTRY
2008

PMC PA Prescription Medicines
Code of Practice Authority

PMCP A Prescription Medicines
Code of Practice Authority

QUICK GUIDE TO
THE CODE FOR HEALTH
PROFESSIONALS

The ABPI Code of Practice controls how pharmaceutical
companies can promote prescription medicines fo health
professionals in the UK and the information they can provide
to patients and the public about prescription only medicines

The ABPI Code and Politicians

The Association of the British Pharmaceutical
Industry (ABPI) Code of Practice for the
Pharmaceutical Industry is 50 years old in
2008, marking 50 years of self-regulation of
the promotion of prescription medicines in
the UK.

The aim of the Code is to ensure that

the promotion of medicines to health
professionals is carried out in a responsible,
ethical and professional manner that supports
high quality patient care. For example,
materials must be accurate, balanced, fair,
objective,unambiguous and capable of
substantiation, and all behaviour must be
professional and beyond reproach. The Code
alsa covers some non-promotional activities

PMCPA crisiietin,

Itis essential that health professionals are

aware of the Code so that they can raise

concerns if they feel that pharmaceutical
panies are acting it i

As a result of Code awareness activities

undertaken by the industry amangst health

professionals, nearly two thirds of doctors

are now aware of the requirements of

the Code.

Due to the requirements of the Code
your constituents can be assured that

including the provision of it 1to the
public. The Code reflects and extends
beyond UK law. It is supported by the
Medicines and Healthcare products
Regulatory Agency (MHRA) which is
responsible for administering UK law on
behalf of UK health ministers.

HOW THE CODE AFFECTS YOU

Due to the requirements of the Code your
constituents can be assured that they

are being prescribed medication for the
correct reasons and not because a health
professional has been influenced by an
inducement to prescribe.

The pharmaceutical industry is one of the
most regulated industries in the world. The
Code helps to ensure that prescribing
remains free from any undue influence from
pharmaceutical companies by setting out
strict rules on what is permitted in terms of
the promotion of prescription medicines and
interactions with health professionals.

for patients produced by
or sponsored by a pharmaceutical
company is of a high standard.

Under the Code information about
prescription only medicines must be
factual, presented in a balanced way and
must not encourage patients to ask their
health professional to prescribe a specific
prescription only medicine. The Code

(and UK law) prohibit the advertising of
prescription only medicines to the public.
Disease awareness campaigns that comply
with the Code are permitted.

THE ABPI CODE

FIFTY YEARS OF SELF-REGULATION OF THE
PROMOTION OF PRESCRIFTION MEDICINES
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PMCPA Prescription Medicines
Code of Practice Authority

THE ABPI CODE

FIFTY YEARS OF SELF-REGULATION OF THE
PROMOTION OF PRESCRIPTION MEDICINES




PMCPA Prescription Medicines
Code of Practice Authority

QUICK GUIDE TO
THE CODE FOR PATIENT
ORGANISATIONS

The ABPI Code of Practice controls how pharmaceutical
companies can promote prescription medicines to health
professionals in the UK and the information they can provide
to patients and the public about prescription only medicines

PMCPA Prescription Medicines
Code of Practice Authority

QUICK GUIDE TO THE CODE
FOR THE PUBLIC

The ABPI Code of Practice controls how pharmaceutical
companies can promote prescription medicines to health
professionals in the UK and the information they can provide
to patients and the public about prescription only medicines




Training Seminars/Presentations

= Full day seminars open to all (9 in 2009).
Syndicate sessions led by industry/agency
personnel.

* |n house seminars including pharmaceutical
companies, public relations agencies, advertising
agencies and university courses.
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Code Awareness campaigns

25 April 2006 ‘Two to Tango’ campaign

15 May 2007

29 September — 3 October 2008 — Still nifty at fifty?
25 — 29 January 2010 — Pilot project with NHS NW
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Code Awareness Day 2006

= 52 companies took part which included over 10,000 of
the 80,000 industry employees.

= Three key aspects to the campaign—
- face to face contact with prescribers by industry personnel
- building relationships with key professional bodies

- media outreach.

= Across party Parliamentary Motion supporting CODE
Day and the Code of Practice was signed by 41 MPs.
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Code Day 2006 Coverage
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http://www.univadis.co.uk/medical_and_more
http://www.pmlive.com/index.cfm

Requests from health professionals

Usually doctors asking for unacceptable
payments.

Write to draw attention to ABPI Code and UK
law and GMC guidance.

Generally point well taken and arrangements
changed.
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Code Awareness Day May 2007

= 54 companies took part which included over 10,000 of
the 80,000 industry employees.

=  Key aspects —

—face to face contact with prescribers by industry personnel
— building relationships with key professional bodies
—media outreach, 20 placed features

— briefings sent to NHS employees

—information sent to about 90 MPs.
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Impact Of Communications Activities

= |n March 2007 awareness of the Code had
Improved amongst doctors — 73% of doctors
aware of the Code compared to 52% in 2006.

= 61% of nurses aware of the Code.
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Code Day Coverage 2007
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http://www.univadis.co.uk/medical_and_more
http://www.pmlive.com/index.cfm
http://www.nurseprescribing.com/
http://www.healthcarerepublic.com/publications/GP/

Code Awareness Week 2008

42 companies took part

Key aspects
— face to face contact with customers
— building relationships
— emaills to 53,000 clinicians

— electronic advertising on eBMJ, HSJ, Nursing
Times and PJ

— Code busters visits
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Code Awareness Week 2008

The ABPI Code —

Still nifty at 50 debate?

Issues raised included:
— future role of self-regulation
— Information to patients
— sponsorship of meetings

— Joint working with NHS and others
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Other activities in 2008

All party pharmaceutical group meeting

Submission to Royal College of Physicians — Report

urged PMCPA to continue Code Awareness
Activities
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INNOVATING FOR HEALTH

Patients, physicians,
the pharmaceutical industry
and the NHS

Report of a Working Party

February 2009

"I%4 Royal College
_—-— of




Code Awareness Pilot Project in NHS
North West January 2010

Joint project with NHS North West Medicines
Management Network

Offered Code Awareness Activities
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Code Awareness 2010

Over 70 NHS staff attended various events
Emails sent to many more

Seminars included:

g Introduction to Code
0 Interactive discussion activities
= presentation on joint working — as defined by DoH
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ABPI GUIDANCE NOTES ON
JOINT WORKING BETWEEN
PHARMACEUTICAL COMPANIES
AND THE NHS AND OTHERS
FORTHE BENEFIT OF PATIENTS

TAKING INTO CONSIDERATION THE 2008 ABPI CODE OF
PRACTICE FORTHE PHARMACEUTICAL INDUSTRY

MARCH 2009




Feedback

Awareness of the Code and its operation would support better
relationships.

Develop on-line learning for HPs.

Promotional material:

wary of statistics, now more likely to ask for
substantiation

Representatives:

= more focus on quality

many wanted less pressure from representatives
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Feedback

Education and training:
= medical information appreciated
= educational meetings welcomed
Working together:

= prefer to work with a group of companies
* needs to be done better — share best practice
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Top tips for NHS employees

Know the regulations

What's In it for the patient?

Ask, ask and ask again

Be transparent

Seek out and share information

Have realistic expectations

Contact PMCPA if there is a problem.
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PMCPA

Home

About Us

Code of Practice
Training on the Code
Complaints

Cases

Publications

News 8 Events
Contact us

Useful Links

Tha ABP! Cods
Is lifly years old
‘ in 2008 Click here to

find out more... |

Prescription Medicines
Code of Practice Authority

Welcome to_ the
PMCPA website

length from the ABFI

The Code covers:

The Prescription Medicines Code of Practice Authority (PMCPA) is
responsible for administering The Association of the British Pharmaceutical
Industry's (ABFI) Code of Practice for the Pharmaceutical Industry at arm's

= the promotion of medicines for prescribing to health professionals
= the provision of information to the public about prescription only

medicines in the UK.

Sign up to receive the latest news and updates from the PIMCPA. Find

out how here...

Roche and Bayer Schering
Pharma named in

advertisements for breaches
of the ABPI Code of Practice
27 February 2009

Roche Products Limited and
Bayer Schering Pharma are the
subjects of adverisements in the
medical pharmanetical and

Joint working and the ABPI

Code of Practice for the
Pharmaceutical Industry

The ABPI has recently ssued
guidance notes on joint working
between pharmaceutical
companies and the NHS and

others for the benefit of patients.

-

Completed Cases
Reports for cases considered
since 2006. [ more |

Ongoing Cases
Information on the status of all
ongoing cases. [ more |

Advertisements

All public repnmands issued
within the last twelve months.
[more ]

Training Seminars

The PMCRA holds regular
training saminars on tha
requirements of the Coda of
Fractice Thase seminars are
open to all [ more |

ABPI| Website

The Association of the British
Pharmaceutical Industry
(AEPI) is the trade association
for more than 75 companies in
the UK producing prescription

& Internet




PMCPA Learnings

Do not forget to communicate with companies — at all
levels

Update website regularly

Vital to have good system for dealing with complaints

WIin awards
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Questions
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