Instructions for the submission of educational materials

All educational materials for medicinal products for human use intended for implementation in Portugal must be previously approved by INFARMED, I.P.

The proposal shall only be submitted after the conclusion of the procedure where these minimization measures are agreed, i.e., the publication of the EC Decision or the notification of approval of a variation to the MA or of the Risk Management Plan (RMP), since the request will only be validated afterward.

The request shall be addressed to the Directorate of Risk Management for Medicines (Direção de Gestão do Risco de Medicamentos – DGRM), with the following elements:

· a cover letter including:

· information on the applicant* and/or MAH, including contact point’s name and e-mail;

· origin of the request (e.g.: European Commission Decision, approved RMP, assessment report identifying the need for this measures);

· detailed description of the implementation plan for the educational materials in Portugal, including:

- target population(s) (in case of doctors, the medical specialties should be stated);

- dissemination method (e.g. paper, e-mail, meeting/training, during a medical consult or when dispensing the medicinal product in the pharmacy, etc.);

- date when dissemination is anticipated to start;
- in the case of a new marketing authorization, estimated date of launch of the medicinal product and, if applicable, the commitment of the MAH to disseminate the educational materials approved by Infarmed whenever the medicinal product was dispensed before the marketing (e.g. requests for a special authorization at hospitals in Portugal).
· a copy of the approved RMP, EC Decision or any other document that supports the implementation of the proposed educational materials.
· working documents (Word version) with the proposed texts, in Portuguese.
· final graphic versions (PDF, PowerPoint, video, etc.) mirroring the final intended lay-out, which will be properly adapted after approval. These versions may not be available in Portuguese, once their purpose is to assess the presentation and the possible existence of promotional content.

· The MAH should submit to Infarmed an updated version of the educational material for assessment and approval in case of:

- important changes to the risk or risk minimisation measures are identified
- changes in the key elements and/or in the content of the educational material are agreed at EU level and/or by national competent authorities.
The proposal of an updated version should be based on the previously version approved by Infarmed with all the changes highlighted.

All documents should be sent to the electronic address info.seguranca@infarmed.pt. If however the size of the files exceeds the allowed size for the e‑mail, the proposal may be submitted by post or personally at Infarmed. In this case, the electronic versions should be enclosed in a CD.

The proposal of Educational Material should include the following criteria: 
The educational material should have an appropriate format and layout.
1) As to the form:

· 1st page:
· Trade name of the medicinal product followed by the active substance and/or the therapeutic class between parenthesis. However, if the educational material is applicable to several medicinal products of different MAHs, it should mention only the active substance and has an annex with the trade names existent in Portugal; if it is necessary to differentiate the various presentations of the same medicinal product, also include the pharmaceutical form, strength, route of administration or other differentiating element.
· - Document’s title should be concise, identifying its purpose (e.g., administration guide, checklist prescription, important information on the treatment with <X>, alert card, educational leaflet for the patient, etc.).
· - Mention "Important Safety Information" or "Risks associated with the use of the product" or similar sentences that enhance the purpose of the educational material which is minimizing the risk.
· - Bullet points should be used wherever appropriate to present the information clearly.
· - Recipients of documents (e.g. ophthalmologists, healthcare professionals, pharmacists, patients, etc.).
· - If the medicinal product is under additional monitoring, the black symbol (inverted triangle) must be included next to the trade name or active substance along with the explanatory sentence (which may be abbreviated to “This medicinal product is subject to additional monitoring.” -please see GVP Module X).
· - Number of the version approved by Infarmed and the date of approval (month_year), at the bottom of each sheet of the educational material, unless the type of educational material requires an appropriate exception (e.g. a video should have this information appearing at its beginning and end)..
• The logo of the product and the logo of the company should appear only once in each proposed document (on the first or on the last page). Note that if it appears on the first page, the logo should not be larger than the document’s title.
• Images and graphic presentations of the information should only be used when text alone is insufficient to adequately convey the key element(s) (e.g. to illustrate the proper use of the medicinal product through a specific device) and should not be promotional.
2) As to the content
• The main reference documents to be used in the preparation of educational materials are RMP, more specifically the respective Risk Minimization Plan, the SmPC/PL, Annex IID for centrally authorised products or Annex IV for nationally authorised products included in a referral or single PSUR assessment procedure.
· Educational materials should be kept as brief as possible, however, if the educational material is long, an introductory text summarising the key messages should be added and an index may be included.
• Avoid including just a transcript of the text of the SmPC/PL; so, if necessary, rephrase the message to make it more easily understandable and/or complement it with important data for the effectiveness of this measure of risk minimization (e.g. charts, diagrams, information by bullets, etc.).
• Include the approved indication with the exact wording of the section 4.1 of the SmPC.
• The language should be distinct from that one used in the promotional scope (avoid phrases like "we are pleased to submit" or "you will find an innovative form of treatment", etc.). 
• Limit the scope of the information in the educational material to the key elements agreed. Additional information such as efficacy data, comparisons of safety with other medicinal products or statements which imply that the medicine is well tolerated or that adverse reactions occur with a low frequency should not be included. However, in certain circumstances, the inclusion of efficacy data may be considered by Infarmed if adequately justified by the MAH. Referring to other medicinal products outside the scope of the educational material is not allowed.
• Must not contain more information than deemed necessary, in accordance with the risk minimization measures set out in the RMP for each risk. However, it can refer to information on other aspects that are mentioned in the SmPC or PL, indicating the corresponding section.
• A statement which encourages the reporting of any suspected adverse reaction and the contacts for reporting in Portugal should be also included.
• They cannot refer to websites, except if it is a reference to the website of Infarmed or to the website of the Agency where SmPC and/or PL of the medicinal product involved are made publicly available. 
• The product should be identified by the trade name and not by the active substance or therapeutic class, except in the situation mentioned above when the educational material is applicable to several medicinal products of different MAHs. However, the number of references to the trade name should be limited to the strictly necessary.
• References to other commercial names outside the scope of educational material are not allowed.
• Bibliographic references are only allowed when referring to important information, in the scope of the minimization of the risks, which is not available in the SmPC or PL.
3) As for attachments 
• The SmPC and/or PL should be distributed as attachments of the educational material, particularly if it is explicitly mentioned in the RMP and/or in the annex of the EC Decision. We will not accept the "essential information compatible with the SmPC ". Educational material may also contain reference to the possibility of consulting the SmPC/PL at www.infarmed.pt (Infomed).
The MAH (or applicant) should wait for the approval of the educational materials prior to any marketing action and expect that further information or changes will be requested by Infarmed during the assessment. The MAH (or applicant) is the only responsible for providing to Infarmed the latest approved versions of the educational materials.
The expected timelines for the assessment and approval of educational materials by the different competent authorities of Member States may vary depending on e.g. the RMM, the kind of requested educational materials, or the quality of the submitted drafts. At European level, an average of 60 days should be considered for evaluation.
Electronic final version of the educational material, as agreed and in the same way as intended for distribution should be sent after approval (notified by e-mail) to the email info.seguranca@infarmed.pt.

Approved educational materials may be posted on Infarmed’s website. For that purpose, we will need a statement from the MAH (or applicant), properly identified and signed, authorizing the use of the documents. This statement should also be sent to the email info.seguranca@infarmed.pt.
In some situations, the MAH may publish educational materials on a specifically dedicated website, provided that the MAH respects the following:
•
The way in which the dissemination occurs through the website (main or additional form of dissemination) should be agreed with Infarmed.
· Access to the website should be given to Infarmed.
· The website must be PT domain (.pt).
•
A statement that the information of the website is consistent with the material approved should be submitted to Infarmed.
•
The specific website should only include the educational materials approved by Infarmed, without any reference to other documents or websites/pages or weblinks.
•
All elements and information on the specific website should be written in Portuguese or, in exceptional cases with the agreement of Infarmed, in English;

•
The specific website should not contain references to or information about medicinal products not marketed in Portugal.

Other relevant documents such as the SmPC, the PL and the summary of the RMP of the medicinal product involved may be referred to.[image: image1.png]



* Whenever different from the MAH, the applicant must include a power of attorney.
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