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2019 ABPI Code

= Key changes include:
— Early Access to Medicines Schemes

— Conditional Licensing
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2019 ABPI Code

Key changes include:
— Risk minimisation plans
Clause 1.2 Supplementary Information — Definition of Promotion
Amendment
To add new supplementary information referring to risk minimisation plans and material.
New text

‘Clause 1.2 Risk minimisation plans and material

As part of the marketing authorization process companies can be required to have risk
minimisation plans and material approved by the MHRA as part of the company’s
pharmacovigilance obligations. Such approved documentation is exempt from the definition of
promotion and can be delivered by a representative or included on a company website without
being considered to be promotion of the medicine to which it refers.’
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2019 ABPI Code
Key changes include:
— Provision of prescribing information

Clause 4.4 Supplementary Information — Use of Links for Prescribing Information
Amendment

Remove the reference to emails and the like in relation to material viewed offline and add it to
material generally expected to be viewed online.

To read

When digital material provides the reader with a link to prescribing information on another website
then such a link should only be included for use when the material is generally expected to be
viewed online, for example, advertisements in electronic journals, emails, electronic detail aids
when used remotely and the like. This is to ensure that at the time of reading the link is active and
will provide readers with the necessary information. When material is more likely to be viewed
offline, such as electronic detail aids to be used by representatives when visiting health
professionals, then the requisite information must be provided as part of the item itself or as a link
that does not require the reader to be online.
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2019 ABPI Code

Key changes include:

— Clause 14 Certification
Clause 14.1 Supplementary Information — Certification
Amendment

Amend the second sentence, second paragraph to allow the printed material to be checked by
an appropriately qualified person rather than a signatory.

To read

When certifying material where the final form is to be printed companies can certify the final
electronic version of the item to which no subsequent amendments will be made. When such
material is printed the company must ensure that the printed material cannot be used until an
appropriately qualified person has checked and signed the item in its final form. In such
circumstances the material will have two certificates and both must be preserved.
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2019 ABPI Code

Key changes include:

— Clause 14 Certification
Clause 14.1 Supplementary Information — Certifying Digital Materials
Amendment
To amend to remove the requirement to certify all possible combinations.
To read

When certifying dynamic content for websites, care must be taken to ensure the
dynamic content meets the requirements of the Code as a standalone item. As the final
form of digital material might not be static, consideration needs to be given to the
context in which it appears but each possible combination does not need to be certified.
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2019 ABPI Code

Key changes include:

— Clause 14 Certification
Clause 14.2 Meetings Involving Travel Outside the UK
Amendment

To remove the reference to UK company funding UK delegates and to allow material to be
certified by an appropriately qualified person.

To read

14.2 All meetings which involve travel outside the UK, unless the company’s only
involvement is to support a speaker to present at the meeting must be certified in advance by
an appropriately qualified person. That person does not need to be either a registered
medical practitioner or a UK registered pharmacist.
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2019 ABPI Code

Key changes include:

Clause 14 Certification

Clause 14.2 Supplementary Information — Meetings Involving Travel Outside the UK

Amendment

New supplementary information to set out what is required.

New text

Clause 14.2 Suitable Qualifications for those who Certify Meetings Involving Travel Outside the UK

In deciding whether a person is appropriately qualified to certify meetings involving travel outside the UK
when this is done by someone other than a registered medical practitioner or a UK registered pharmacist,
account should be taken of relevant experience both within and outwith the industry, length of service and
seniority. In addition such a person must have an up-to-date and detailed knowledge of the Code.
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2019 ABPI Code

Key changes include:

— Clause 18 Package deals
Clause 18.1 Supplementary Information — Package Deals
Amendment

To add a new paragraph that package deals relating to ordinary course purchases are exempt
from the requirements to disclose . To similarly amend the supplementary information to
Clause 1.10 excluded disclosures.

New text

The supplementary information to Clause 1.10 exempts package deals relating to ordinary
course purchases and sales of medicines from the requirement to disclose. Transfers of
value made in the course of other package deals would need to be disclosed in accordance
with Clause 24.
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2019 ABPI Code

= Key changes include:

— Constitution and Procedure

— Principles of self-regulation
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PRINCIPLES AND OVERVIEW
OF SELF REGULATION

The pharmaceutical industry in the United
Kingdom is committed to benefiting patients
by operating in a professional, cthical and
transparent manner to ensure the appropriate
use of medicines and support the provision of
high quality healtheare.

Patient safe

v i the priority. All information
relating to safety must be shared accurately and
transparently.

The aim of the Code i to ensure that the
promotion of medicines to health professionals
and other relevant decision makers and other
activities are carried out within a robust
frame

otk to support high quality patient care.

Prescription only medicines must not be
promoted to the public.

Waorking with patients and patient organisations
can bring significant public health benefits

Information about prescription anly medicines
made available to the public must be factual,
balanced, not misleading and must not
encourage prescription of a specific prescription
only medicine.

Whilst the industry has a legitimate right to
promote medicines to health professionals, the
Code recognises and seeks o balance the needs
of patients, health professionals and the public,
bearing in mind the environment within which
the industry operates and the statutory controls

governing medicines.

The Code supports the prescribing decisions of
health professionals.

| CODE OF PRACTICE

=

Transparency is an important means of
building and maintaining confidence in the
pharmaceutical industry.

Companies must ensure that their materials are
appropriate, factual, fair, balanced, up-to-date,
not misleading and capable of substantiation
and that all other activities are appropriate
and reasonable. Promaotion must be within the
terms of the marketing authorization and not
be disguised. Material must be tailored to the
audience.

Companies are responsible under the Code
for the activities of their staff and third parties.
Training must be provided

It is a condition of membership of the ABPI to
abide by the Code in both the spirit and the
letter. In addition many non member compan
agree to comply with the Code and accept the
jurisdiction of the PMCPA.

Any complaint made against a company under
irded as a serious matter both by
that company and by the industry as a whole
Sanctions are applied against a company ruled
in breach of the Code.




Director of Code Engagement

Purpose

= Demonstrate ABPI commitment to ethical stance and self-regulation
= Achieve reputational benefit for industry from ABPI Code
= Secure and maintain strong industry and stakeholder support for self-regulation

Areas of work

= Champion self-regulation
= Code development
= Support, training and advice
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IFPMA

IFPMA Note fer Guidance on Fees for Services

Preamble

The purpose of this document s to provide additional interpretation and further guidance towards the
relevant provisions of the Code of Practice. This Note for Guidance is not binding by iself. It must be read
with the spirit of the Code in mind and always in accordance with applicable laws and regulations and other
applicable industry codes. IFPMA member companies and member associations are encouraged 1o take
into account the considerations given in this Note for Guidance when implementing the IFPMA Code of
Practice in their daily practice. The overall intention of this Note for Guidance is that the cooperation between
companies, HCPs and other stakeholders is always based on high ethical standards and clearly aims fo
benefit patients

Introduction

Pharmaceutical companies can compensate healthcare: professionals and others for advice on subjects
relevant to their products or business. Payment of fees for services are covered in Article 7.4 of the IFPMA
Code of Practice including the requirement for a legitmate need for the service and that a written contract
be agreed in advance. Fees for services include many activities such as speaking at andjor chairing
meetings and events, involvement in medicalscientiic studies, clinical trals or traning services,
participation in advisory board meetings, participation in market research. f a fee for service s offered it
should be made clear that it is a payment for such work and advice. Fees for services must be
commensurate with the fime and effort invalved and the professional status of ihe recipients. Article 7.4 of
the IFPMA Code requires that compensation must be reasonable and reflect the fair market value of the
services provided. Account should be taken of the country of practice of each participant

Practical Guidance — peints to consider

The IFPMA considers that the following points are helpful to ensure that fee for service amangements meet
the required standards and that the relevant information is available to those assessing proposals. The
pOints to consider refiect what infrmation might be: required in the event that a company has o respond to
a complaint.

The answers to the following questions should be ‘yes"

1 Arethe participants being paid no more than ‘fair market value'?

2 Ifthe productiindication is unicensed, is the company confident that there is na promotion of that
medicine/indication?

3 Areall those involved with the fee for service activity (staff, third parties, participants) clear on
the need for it and expected output?

4 Arethe amangements (such as venue, refreshments, travel, and contract) appropriate?
5 Arethere amangements to manage any conflicts of inferest?

6  Are the number of engagements and total compensation paid to an individual in one year
reasonable?

1 Date: May 1, 2018

IFPMA

IFPMA Note for Guidance on Sponsorship of Events and Meetings
Preamble

The purpose of this document is to provide additional interpretation and further guidance towards the
relevant provisions of the Code of Practice. This Note for Guidance is not binding by tself. It must be read
with the spirt of the Cade in mind and always in accordance with applicable laws and regulations and ather
applicable industry codes. IFPMA member companies and member associations are encouraged fo take
nto account the considerations given in this Note for Guidance when implementing the IFPMA Code of
Practice in their daily practice. The overall intention of this Note for Guidance is that the cooperation between
companies, HCPs and other stakeholders is always based on high ethical standards and clearly aims to
benefit patients

Introduction
Advancing medical knowledge and improving global public health remains a prierity for Ihe Intemational

Federation of and (IFPMA)
ustry between heafihcare and the industr
are essential Jnd ensure that patients have access to the medicines they need and that healthcare
have up-fo-date information about the diseases they treat and the medicines

they prescribe. IFPMA members remain committed to activities that provide scientific and educational
content to healthcare professionals and advance their medical knowledge and expertise.
These activities may take place through various means and media

The IFPMA Code of Practice sets global standards for industry business practices and includes guiding
principies of ethical conuct and promotion as well as requirements for the promotion of medicines to health
professionals and interactions with healthcare and other The

industry provides various types of support for a wide range of local, national, and intemational meetings
ncluding funding to assist in the medical education of healthcare professionals, Provision of Sponsorship
agreements to medical sociefies organizing events, hiring of exhibition space, suppart of speakers, efc.
Pharmaceutical companies are involved in the medical education through company specific meetings, and
also by supporting meetings organized by other parties. These activities are covered by Article 7 (Events
and Meetings) of the IFPMA Code. The reason for attending such meetings should be the educational value
and not other aclors such a5 the location, venue, hospiality or timing of the meefing. The chaice of location
and venue must be appropriate, conducive to the d modest whether
1o support an event consideration should be given to the educational program, overall cost, facilties offered
by the venue, justification for the location, nature of the audience, hospitalty and for certain situations,
security arrangements. The overall impression given by all of the various arangements should be kept in
mind. Pharmaceutical companies might find it helpful to clearty document the reasons as to why they decide
10 SUpport of Fun a meeting. Member Associations' codes and member companies’ policies and procedures
are often even more prescriptive than the IFPMA Code in refation to arangements for meetings.

The purpose of this document is to provide more information in relation to relevant requirements of the
IFPMA Cade of Pracice. In this respect, ihe guidance intends to:

1 Date: May 1, 2018
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Protect the safety of those who use our
products - from the conduct of clinical
trials and thioughout the product lfecyce.

/
nregr,'ﬁ,

Improve global health through innovative
products and services, upholding the highest
ethical, scientific, and medical standards.

Commit to providing high-quality prodiucts 7- M
that have proven clinical efficacy and have a la
teliable safety profil A with gk and
honesty to improve patient
care and build trust with
those we serve and to
respect the independence of
+ (’I'L redln healthcare providers, patients
L and other stakeholders.
Ensure truthful and balanced communication
with governmental authorities, healthcare
professionals, patients and other stakeholders.

Speaking Up
Foster a culture n ou tespective organisations.
whete concems are shared openly and honestly
5o that we learn from mistakes and continuously
Improve.

Transparency

Advance science and patient care by sharing
industry-sponsored clinical trial data in a
responsible, accurate and appropriate manner.

&

Falrness
Support and respect fair trade practices
and open compelition

Integrity

Act responsibly, ethicaly and professionaly

Do not offer, promise, provide, or accept anything
of value In order to inappropriately influence a
decision, gain an unfair advantage.

Accountability

Be accountable for out actions and decisions,
including the appropriate oversight of external
third parties that act on our behalf

Respect all people and embrace a
culture of diversity and inclusion. Protect
the environment. Treat animals under
our care responsibly.

Privacy
Respect privacy rights and approprately
manage and protect personal information.

Education

Suppart the advancement of the scientific
and medical education for the ultimate benefit
of patients.

Cases published in 2018

Highlights and lowlights
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Case AUTH/3015/1/18

» Have all final signatories been notified to MHRA and PMCPA?

= Did you receive a response from us acknowledging that it was
received?
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Case AUTH/2979/9/17

= Complaint about a ‘Meetings Highlights’ document with the disclaimer

— ‘This newsletter has been funded by an unrestricted educational grant provided by
PharmaMar S.A. PharmaMar S.A has not been involved in the production, review or
distribution of this material’.

= The material mentioned off-label use of Yondelis.

= PharmaMar gave the money to BSG so that it could deal with the medical writer etc after the
document had been drafted and the company realised the difficulties with the references in
the document to the unlicensed use of Yondelis.

= The Panel was extremely concerned that the changes to the Meeting Highlights document
suggested by PharmaMar showed a very poor understanding of the Code.

= The Panel was also concerned about PharmaMar’s arrangements for certification.

= The Panel therefore decided, in accordance with Paragraph 8.2 of the Constitution and
Procedure, to report PharmaMar to the Appeal Board.
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Matters arising from 2018/2019 cases

SPC and prescribing information updates:

=  Governance at international and local levels:

o international, local and functional responsibilities
o SOPs - consistency

= Does SPC update trigger change to prescribing information:

o two formats of prescribing information

» Materials and activities:
o current materials list
o scope of review
o third parties
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Matters arising from 2018/2019 cases

=  Corporate websites:
o references to medicines compliant with Clauses 26 and 28
o up-to-date?

= Other company websites:
o captured on current materials list

=  Social media:
o Twitter
o LinkedIn

=  Company guidance on social media:
o local guidance
o regulatory updated

= Black triangle
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