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BrAPP Education Day

Thursday, 14 March 2019

Etta Logan
Deputy Director

Prescription Medicines Code of Practice Authority
www.pmcpa.org.uk

Agenda

 The 2019 Code – key changes to the 2016 Code

 IFPMA Code

 Cases published in 2018

 Learnings from 2018 cases
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Hierarchy of regulation

 Q&A

 Supplementary information

 Code
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2019 ABPI Code 

 Key changes include:

– Early Access to Medicines Schemes

– Conditional Licensing

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.

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.



5

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.

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.

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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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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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?

 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.

Case AUTH/2979/9/17
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Matters arising from 2018/2019 cases

SPC and prescribing information updates:

 Governance at international and local levels:

□ international, local and functional responsibilities

□ SOPs – consistency

 Does SPC update trigger change to prescribing information:

□ two formats of prescribing information

 Materials and activities:

□ current materials list

□ scope of review

□ third parties

Matters arising from 2018/2019 cases

 Corporate websites:

□ references to medicines compliant with Clauses 26 and 28
□ up-to-date?

 Other company websites:

□ captured on current materials list

 Social media:

□ Twitter
□ LinkedIn

 Company guidance on social media:

□ local guidance
□ regulatory updated

 Black triangle
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PMCPA


