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Survey on Pharmacovigilance Referrals for well-established substances
The Pharmacovigilance Risk Assessment Committee (PRAC) started its activities in July 2012; since then a significant part of its work has been dedicated to referrals. In particular, many referrals were triggered for well-established substances and those have had a serious impact on the self-care sector, be it on company resources, regulatory impact or outcome in terms of legal status. The AESGP Regulatory Affairs Committee confirmed this was a key issue and decided to investigate it in depth. The purpose of this questionnaire is thus to collect experience from companies that have been concerned by referrals for well-established substances, looking in particular at the reasons for trigger, the referral process per se and the regulatory and non-regulatory impact. The data collected will be anonymised by AESGP, analysed in details and will inform the development of mitigation solutions. Results and proposals will be presented at the EMA on 14 January 2015 in the context of the next EMA-AESGP platform meeting.
The referrals investigated in this questionnaire are only those handled by the PRAC therefore referrals that started in the period July 2012 to now. 

Please fill in one questionnaire per pharmacovigilance referral and per company.

Please send the completed questionnaire back to Gaëlle Jouvenceau (g.jouvenceau@aesgp.eu) by 28 November 2014. 
In case of questions, you may contact Christelle Anquez-Traxler (c.anquez@aesgp.eu). 
AESGP will anonymise and compile the responses. The anonymised and compiled results will be discussed internally with the AESGP Regulatory Affairs Committee prior to official release.
Is your company a small and medium-sized enterprise (SME) (as defined in EU law  i.e. company which employs fewer than 250 persons and which has an annual turnover not exceeding 50 million euro, and/or an annual balance sheet total not exceeding 43 million euro) 
 FORMCHECKBOX 
 YES    /    FORMCHECKBOX 
 NO
Type of referral: 
 FORMCHECKBOX 
 Article 31 referral    /     FORMCHECKBOX 
 Article 107i referral

1. 
Please indicate:
a. 
the substance name: 

b. 
the Member State which triggered the referral: 

c. 
the safety issue that triggered the referral (please add details): 

d. 
was the safety issue that triggered the referral already known (in other words, do you think the safety issue justified triggering a referral)?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO 
Please explain: 


e. 
was it a class referral (e.g. hormonal contraceptives)? 
  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
2. 
When were you, the MAH, informed (date format: DD/MM/YYYY)? 
 
Was it before public announcement (e.g. PRAC highlights, etc.)?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
If before public announcement, how many days after the PRAC meeting where the referral started were you informed? 




3. 
Was the referral consecutive to (a) specific action(s) taken at national level?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
If so, please explain: 


4. 
Were the rapporteur and co-rapporteur helpful, supportive, open to dialogue?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
Please explain: 


5. 
How long was the period to respond to the list of questions? 
Number of calendar days: 


Was this period enough?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
6. 
Did you ask for a time extension?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
If you did, was it granted?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
If not granted, was a justification given by the PRAC?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
Please explain: 

7. 
Please give an approximation on the number of people from your company who worked on the referral (in FTEs – full time equivalent): 

8. 
Did you hire or contract people for this referral?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
If so, please indicate the number of persons hired/contracted: 


9.
Did you join with other MAHs for the preparation of a consolidated answer?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
10. 
Was there a List of Outstanding issues (LoOI)?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
If so, please add details: 


11. 
How long was the period to respond to the List of Outstanding issues? 

Number of calendar days: 


Was this period enough?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
12. 
Did you ask for a time extension?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
If you did, was it granted?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO

If not granted, was a justification given by the PRAC?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
Please explain: 

13. 
Did you ask for an oral explanation?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
If so, why? 


14. 
Was the PRAC recommendation as expected?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
Please explain: 


15. 
Did you request a re-examination of the PRAC recommendation?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
If so, was the recommendation adjusted?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
Please explain: 


16. 
How was the PRAC recommendation endorsed by the CMDh?
 FORMCHECKBOX 
 By consensus  /     FORMCHECKBOX 
 By majority
If endorsed by majority, do you know the Member States which voted against and do you know their rationale for doing so? (please explain)

17. 
Whilst the referral was on-going, were there direct or indirect impacts at national level? 
 FORMCHECKBOX 
 YES   /    FORMCHECKBOX 
 NO 
If so, please describe 


18. 
What was the regulatory outcome of the referral as recommended by the PRAC (changes to the product information, changes to the PSUR? Requirement for a RMP or a change thereof? Direct Healthcare Professional Communication? etc.)
19. 
Did you experience issues in applying these recommendations in practice (delays, variations escalated to type IB as product information needed to be reassessed, etc.)?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
If so, please describe:


20. 
If you hold authorisations in more than one Member State, did you experience differences at implementation of risk minimisation measures at national level?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO 

If so, please describe:


21. 
In addition to the above, were there other indirect impacts from the referral (e.g. back-switch) or more stringent measures in addition to that endorsed by the CMDh/Commission taken by some Member States?  FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO 
If so, please describe:


22. 
Did the EU referral outcome also have an influence in other non EU jurisdictions? 
 FORMCHECKBOX 
 YES /  FORMCHECKBOX 
 NO
If so, please describe:


23. 
In case of additional comments, please add them below

24. 
What are the lessons-learnt from this referral?
25. 
Do you have proposals for improvement of the referral procedure in the future?

26. 
Contact details of the person who completed this questionnaire in case of need for follow-up:
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