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30 June 2015
Submission of comments on 'Guideline on good pharmacovigilance practices (GVP) – Module XVI Addendum I – Educational materials’ - EMA/61341/2015 Draft
Comments from:

	Name of organisation or individual

	EFPIA – Sini Eskola (sini.eskola@efpia.eu)


Please note that these comments and the identity of the sender will be published unless a specific justified objection is received.

When completed, this form should be sent to the European Medicines Agency electronically, in Word format (not PDF).

1.  General comments

	Stakeholder number

(To be completed by the Agency)
	General comment (if any)
	Outcome (if applicable)

(To be completed by the Agency)

	
	EFPIA welcome the opportunity to comment on the addendum.
	

	
	The rules set out in the addendum to GVP module XVI should only be applicable to new educational materials.
	

	
	The addendum makes no difference between educational materials for HCPs and those for patients. Some of the principles outlined in the draft may be acceptable for HCPs, but are too limiting for materials prepared for patients. Consideration should be given in adapting the guidance to highlight best practices for each target audience.
	

	
	Educational materials are currently approved at Member States (MS) level based on key messages agreed at EU level. EFPIA prefers the option of providing the exact content (and text) of the material to be agreed at EU level rather than each National Competent Authority (NCA) separately receiving a draft version and then approving individually.

Rationale:

· Providing the exact content at EU level will be quicker and simpler and ensure greater control over content and format to ensure the objective of the EU RMP is captured correctly.  
· Awaiting member countries authorisation will likely take additional time and could delay RMP educational material being implemented in the individual countries depending on resourcing and local country timelines.
· The RMP educational material should not differ significantly between countries as it is based on the SmPC. Therefore there is no necessity driving any requirements for local variation in content.
	

	
	In the introduction the document should be linked not only to GVP Module XVI but also to GVP Module V.
	

	
	Comment: 
It would be worth considering the addition of the requirement to harmonise the content of educational materials between the reference medicinal product and the generic product.
Proposed change (if any):

In case educational material is requested for a generic product the content of the material should be aligned with the reference medicinal product.
	


2.  Specific comments on text

	Line number(s) of the relevant text

(e.g. Lines 20-23)
	Stakeholder number

(To be completed by the Agency)
	Comment and rationale; proposed changes

(If changes to the wording are suggested, they should be highlighted using 'track changes')
	Outcome

(To be completed by the Agency)

	Lines 8-32
	
	Comment (see general comments): EFPIA would prefer a harmonised process for the preparation and approval of educational material at EU level. 
Proposed change (if any):

Text needs to be changed as necessary.
	

	Lines 12-14
	
	Comment: 
The guideline applying also to nationally approved products including those approved via MRP/DCP, CMD(h) may give a position on key elements at EU level following PRAC recommendations, and marketing authorisations are granted by National Competent Authorities.

Proposed change (if any): 
Please add ‘CMD(h)’ and ‘National Competent Authority’, in the sentence as follows:

“When the development and distribution of educational material is recommended by the Pharmacovigilance Risk Assessment Committee (PRAC) and endorsed by the Committee for Medicinal Products for Human Use (CHMP), or the Coordination Group for Mutual Recognition and Decentralized Procedures (CMD(h)), and are included as a requirement in the marketing authorisation granted by the European Commission or the National Competent Authority for the medicinal product in question, as applicable,...
	

	Lines 15-16
	
	Comment (see general comment):
EFPIA would prefer a harmonised process for the preparation and approval of educational material at EU level.
Proposed change (if any): 
Please complete the sentence as follows:

“…, as applicable, key elements may the exact content of what should be included in the educational material should be agreed at EU level.”
	

	Lines 18-20
	
	Comment: 

It should be clarified that the existence of educational material is referenced in the SmPC/PL but not their actual content.
Proposed change (if any): 

‘Alternatively, tThe exact content of educational materials could should be agreed at EU level and also be referenced become part of the in the summary of product characteristics (SmPC) and/or the package leaflet (PL), as applicable.’
	

	Lines 24-25
	
	Comment (see also general comments):
The objective of this guidance should be to replace existing national guidances and reduce the national diversity.
This document does not allow the agreement at EU level on the exact content of the educational materials, unless they are included in the SmPC or PL. In addition, the document alludes to individual member states having additional requirements.

As educational materials are a key risk minimisation measure, it would be more efficient to 

1. Allow for a procedure through which all national educational materials are agreed at EU level.
2. Suggest it is recommended that NCAs only have specific requirements/changes when they are required because of specificities of the national health care system relevant to the management of the particular risk(s) addressed. All national requirements should be documented in this addendum.
	

	Lines 28-29
	
	Comment: 

This sentence seems to contradict in case the exact content of educational materials could be agreed at EU level and both EMA and PRAC/CHMP are involved in the assessment. In addition, draft educational materials might be submitted as part of a EU RMP (mock-ups in annexes 10 and 11) for EMA evaluation so the statement that they do not need to be submitted to EMA is possibly not correct.
	

	Lines 32-33
	
	Comment: 

It would be helpful to provide more information about various regulatory procedures which may result in the need to prepare or update educational materials. It is likely, for example, that they may be required when such a procedure requires EU RMP creation or update (i.e. initial MAA, safety variation, PSUR procedure).
Proposed change (if any): 

‘The need for educational materials will be agreed during a regulatory procedure, at the moment of the initial marketing authorisation or in the post-authorisation phase, e.g. after review of a new RMP or update to an existing RMP.’
	

	Lines 35-36; 97
	
	Comment: 
The text says that statements should be “clear” and “concise”, but it fails to make clear the need to limit the number of messages. Many educational materials suffer from information “overload” instead of focussing on the main safety concerns (often patients with no medical education). 

Proposed change (if any):

Mention the need to focus on the most essential risks and how to prevent them. 
	

	Line 37
	
	Comment: 
It would be helpful to include the statement that the material itself should not be promotional and thus does not need to follow the rules on promotion.
	

	Line 38
	
	Comment: 
The document mentions the need to draft the text in the official language(s) as required by the MSs. In case of educational material for patients the need to write in user-friendly language that is easy to understand for the lay reader should be highlighted as well.
Proposed change (if any): 
Include focus on patient-friendly language.
	

	Lines 40-42
	
	Comment 1: 

Some NCAs only require the submission and subsequent approval of educational materials under certain circumstances, e.g. for new/extended indications or only for the first approval. It should be clarified in general that only new educational material or major updates require approval. It should be added that simple layout changes do not need to be approved again.

Comment 2:
Educational materials do not need to be disseminated by the MAH only. They could, for example, also be distributed by the NCAs which should be reflected in the text. In addition, it would be worth specifying the situation when the product is authorised but not placed on the market.
Proposed change (if any):

Agreement should be reached before it is disseminated by the marketing authorisation holder at national level. In case the product is authorised but not placed on the market in the respective country it is not required to submit the materials for approval to the competent authority of that Member State.

Comment 3: 

The text (in various sections) refers to the dissemination of the material by the MAH at national level. It does not address the need for parallel distributors and parallel importers to disseminate material although they can also be MAHs. It should be made clear that parallel distributors – if they hold a marketing authorisation - also need to prepare and disseminate educational material. For centrally authorised products, parallel trade does not require additional national licenses. Patient safety, however, should not depend on the regulatory status of the product. If, for MRP and DCP, all MAHs are obliged to disseminate educational material, parallel distributors of CAP should also participate in this task.

Proposed change (if any):

Include obligation for all parallel traders/ distributors to prepare and disseminate educational material.
	

	Lines 43-47
	
	Comment: 

In specific cases where additional information (e.g. black triangle) is introduced to the SmPC via a variation procedure the educational material needs to be updated accordingly. In such cases it would take quite a long time until the new information appears in the educational material if an extra submission is required at national level. 
Proposed change (if any): No extra national submission and approval of the educational material should be required for such changes.
	

	Line 45
	
	Comment: 

In different EU member states MAH affiliates can submit the national version of the educational materials at different time points. Most NCAs allow the material to be submitted after CHMP opinion/ CMDh position. However, some NCAs allow for submission only after the EC decision is available. These differences in timelines can result in significant delays regarding the implementation of the materials. This could be avoided if a harmonised process for the preparation and approval of educational materials is introduced (see general comments).
Proposed change (if any): 

Harmonise the submission timelines across MSs (see also comment lines 134-136).
	

	Lines 48-51
	
	Comment:

The document states that dissemination of educational materials agreed at EU level is mandatory. It should be made clear that dissemination is only required in those MS where the product is/ will be placed on the market. In addition, the pattern of use of some products may vary greatly from one MS to the other and systematic distribution in all MSs may not be necessary. Therefore it should be made clear that it is appropriate for a NCA to decide that dissemination is not required.
Proposed change (if any):
”…the dissemination of the educational material is mandatory. If the medicinal product is not placed on the market in a Member State dissemination of the material in that Member State is not required.”
	

	Lines 52-53
	
	Comment: 

Consider to delete the bullet point as this is covered under ‘XVI Add I.3 Submission of educational materials’.
Proposed change (if any): 

The marketing authorisation holder should provide a proposal of the target population of the material.
	

	Line 63
	
	Comment: 
Considering that the development and distribution of educational material could result from a voluntary initiative from the MAH and is part of the RMP for both centrally and nationally authorised products (including those authorized via MRP/DCP), the wording “request” in the paragraph below may not be appropriate:

“- the origin of the request with supportive documents…”

Proposed change (if any): 

“- the origin of the regulatory procedure request having led to the need for educational materials with supportive documents…”
	

	Line 65
	
	Comment: 

Insert ‘additional’ before risk minimisation measure
Proposed change (if any): 

‘…for this additional RMM.’
	

	Line 68
	
	Comment:

Examples for dissemination could be given.

Proposed change (if any): 
· dissemination method (paper, electronic formats such as QR codes or publication on websites);
	

	Line 69
	
	Comment: 
The item “intended dissemination time” is ambiguous and can be interpreted both as the time when dissemination is anticipated to start and/ or the period during which the dissemination is required. Please clarify.
	

	Lines 77-106
	
	Comment: 
There is too much focus on the format. In fact, customer feedback so far shows that educational material is often regarded as too stale, too long and just not encouraging to read. In reality any material that is longer than 1 page has little chance of being read at all. If standard phrases are to be included, they should be clearly separated and put towards the end of the document.

Proposed change (if any): 
The important safety messages should be highlighted and the focus should be to get the PV-message through.
	

	Lines 79-81
	
	Comment:

It is recommended to use the active substance name instead of the invented name. However, patients are usually more familiar with the invented name and not with the active substance name. It should be made clear that – according to the target audience - the same principle as for SmPC (predominately use of active substance) and PIL (predominately use of invented name) should be applied.
	

	Lines 79-84
	
	Comment: 

In case multiple MAHs are concerned
Outside a pre-existing agreement such as licensing or multiple licences from one single licensor, an agreement between companies may not be possible/ easy to reach.

Are there any plans to coordinate the content and format of the educations material at the level of the competent authorities? What will be the review procedure?

Proposed change (if any): Clarification required on the coordination and agreement on the content of the educational material in case of multiple MAHs (a MAH cannot impose a text to another MAH). Additional guidance and provisions regarding the joint preparation in sections XVI. Add I.3. and XVI. Add I.6. would be warranted.
	

	Lines 87-88; 92
	
	Comment: 
EFPIA support the idea of having a common heading for these materials but the proposed title “Important Risk Minimisation Information” is not considered patient friendly. The terms “risk minimisation” and “important selected risks” may not be understood by the target audience.
Proposed change (if any): 
“Important safety information approved by the European Medicines Agency”
	

	Line 93
	
	Comment: 

Since educational materials can also target patients, “using” which refers to patients could be added.
Proposed change (if any): 
“…it is advised to be read carefully before prescribing/dispensing/administering/using the product;”
	

	Lines 98-99
	
	Comment: 

Please consider providing further guidance regarding what is meant by “long” educational materials, such as the total word count. 
	

	Line 106
	
	Comment: 

“No product logos or slogans should be used.”

Suggest that in order to increase recognition, the option to include a product logo should not be excluded.

Proposed change (if any): 

“Product logos should be used restrictively and no product logos or slogans should be included.”
	

	Lines 117-118
	
	Comment:

The document suggests that, should the educational material direct the reader towards a website, this should be to the website of the NCA or to the EMA website. However, MAHs are not able to ensure that these websites are updated in a timely manner nor can they guarantee that the SmPC or PL is made available in the easiest format for the end user. Consideration should be given to allowing MAHs to link to a company website, especially to the website described under point I.7.
Proposed change (if any): 
“...; or the educational material may contain a reference to the website of the competent authority of the Member State or the Agency when SmPC and/or PL are made publicly available on these websites, or the company website described under point I.7.”
Add that it is allowed to refer to a MAH website or NCA website where the educational material can be downloaded. 
	

	Line 119
	
	Comment: 
Suggest deleting the sentence. Reference to a website might be useful under specific circumstances, e.g. to refer to a form on a specific antibody test or to refer to a video that instructs the patient how to take the medicine.

Proposed change (if any): 
“References to other websites for ‘more information’ will usually not be accepted unless it refers to SmPC/PL.”
	

	Lines 120-122
	
	Comment: 

It is not clear what the “data” refers to.
Proposed change (if any): 
If supporting data from medical/ scientific knowledge/ literature is meant this should be clarified. 
	

	Line 122
	
	Comment: 

Insert ‘additional’ before risk minimisation measure
Proposed change (if any): 

‘…of the additional RMM.’
	

	Lines 123-124
	
	Comment:

Given health literacy and other factors, images & graphic presentations might optimise receipt of the safety message and are important tools to enhance readability for the user; even when text alone might be sufficient to convey the key elements.

Proposed change (if any):

Images and graphic presentations of the information may be used along with should only be used when text alone is insufficient to adequately convey the key element(s) and should not be promotional.
	

	Lines 134-136
	
	Comment:

It is important to define/ harmonise timelines for review and approval of educational materials in order to avoid significant delays in the process, with information being disseminated to the audience several months after the identification of a significant risk. We propose that the exact content of the educational material is already approved during the regulatory procedure from which it originates. The timelines for (national) approval of the translation should be harmonised.
Current work priorities should not prevent the timely assessment of educational materials and thus impact upon their subsequent distribution to the intended audience.

Proposed change (if any):

The timelines for the assessment of draft educational materials by the different competent authorities of Member States may vary depending on e.g. the additional RMM, the kind of requested educational materials or the quality of the submitted drafts. or the current work priorities of the authority. Timelines for assessment will be defined at EU level when they are the outcome of a referral or PSUR assessment procedure. In other cases, assessment timelines will be tailored according to the risk. In case of new marketing authorisations the exact content of the educational material should be agreed within the procedure in order to obtain approval before the Commission Decision is available to ensure timely access for patients to the new medicine.
	

	Lines 137-139
	
	Comment:

More information would be helpful. We understand that no national submission and approval is required if the educational material is the outcome of a referral or PSUR assessment procedure.
Proposed change (if any): 

Please provide more details.
	

	Lines 140-141
	
	Comment:

Details how and in which format the final version of the educational material has to be provided to NCAs should allow for flexibility.
Proposed change (if any):

The final version of the educational materials, as agreed for dissemination at EU level, should be provided to the competent authorities of Member States in pdf format by email for information in accordance with national requirements.
	

	Lines 142-143
	
	Comment:

Educational materials are a key RMM, and consideration should be given to ensuring that CAs in all MSs where the product is on the market publish them.
	

	Lines 144-160
	
	Comment:

It should be clarified that - if agreed with the NCA - publication of educational materials on the MAH website is seen as a proactive way of dissemination and may replace any other dissemination route. 
	

	Line 147
	
	Comment: 

Educational materials on a specifically dedicated website
Proposed change (if any): 

Explain clearly that it’s not a dedicated website for educational materials alone, but that this website can also contain SmPC/ PIL or RMP summary to provide HCPs and patients with all relevant information
	

	Line 149
	
	Comment: 
No access can be given to a publically available website. 

Proposed change (if any): 
‘‘access to the website address should be given to the competent authority of the Member State;” 
	

	Lines 150-151
	
	Comment: 

Recommend to specify to whom the statement of confirmation of consistency needs to be submitted.
	


Please add more rows if needed.
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