DRUG SAFETY

Electronic Supplementary Material (ESM) 1

TITLE: Factors Contributing to Best Practices for Patient Involvement in Pharmacovigilance in

Europe: A Stakeholder Analysis

Authors: Monica van Hoof 2, Katherine Chinchillal, Linda Harmark?®, Cristiano Matos?, Pedro Inécio* Florence van

Hunsel'

1 - Netherlands Pharmacovigilance Centre Lareb, ’s-Hertogenbosch, the Netherlands

2 - Centro Nacional de Informacion de Medicamentos, Instituto de Investigaciones Farmacéuticas, Facultad de
Farmacia, Universidad de Costa Rica, San José, Costa Rica
3 - Instituto Politécnico De Coimbra, ESTESC-Coimbra Health School, Farmacia, Coimbra, Portugal

4 - University of Helsinki, Faculty of Pharmacy, Division of Pharmacology and Pharmacotherapy,

Helsinki, Finland

Strategy for the literature review research (PUBMED®)

Search
number

Search details

Number of
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#1

(((patient involvement) OR (patient participation)) AND
(pharmacovigilance)) NOT (clinical trials) Filters: from 2010 -
2021
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participation)) AND (pharmacovigilance)) NOT (clinical
trials) AND
(2010:2021[pdat])))
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Interview Questions

The interview starts with an introduction, that includes the name of the interviewer, the name of the
organization supporting the research and a brief description of the objective and purpose of the study.

The questionnaire contains 18 questions that are applied following the scheme below:
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1)

2)

3)

4)

5)

6)

7)

8)

9)

Confirm name and position in the organization.

Help text: Also other personal information as age, time working in the position.

How would you define patient involvement?

Help text: the idea is to find a definition

Do you feel patient involvement is an important topic in pharmacovigilance? Why?

Can you mention the different areas where you involve patients in your organization and
work?

Help text: This can include sits in the board, activities, the input of patients in different areas
What type of patient involvement actions or activities do you consider to be ideal or most
helpful and would like to do in the future?

Help text: For example public hearings, training sessions, podcasts, websites for sharing
information, conferences, seminars, social media, newsletters.

Could you elaborate in some projects or activities regarding patient involvement that your
organization has developed or has been asked to participate in as a collaborator?

How has patient involvement affected your organization?

Help text:

What are the benefits of involving patients in PV?

Help text: How does patient engagement impact the work that you do?

While designing or organizing an activity in which patients are going to be involved do you
seek for patients input?

If yes go to question 10 and 11, if no got to question 12

10) In which stages of the designing do you seek for the input? Would you like to involve them

earlier?

11) Do you think that patients are providing valuable input to those activities?

12) Would you consider involving patients in the design process of activities in the future?

Help text: Have there been any projects in the past that could have benefited from involving

patients in the design process?

13) How do you capture or receive feedback from patients on the activities and actions that

seek to involve them?

14) How does this feedback from patients help improve activities in pharmacovigilance?

15) How does your organization feel about the activities that other stakeholders organize for

your participation? Do you give any type of feedback about the activities that you are
involved in?

Help text: Give examples of activities like public hearings, training sessions, podcasts, websites
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for sharing information, conferences, seminars, social media, newsletters.
Do they feel heard and involved by them?

16) What changes in the patient involvement activities and actions would you like to see in the
future?

17) Which channels would be ideal for offering feedback in the future?

18) As part of this research we would like to include more people from the [regulatory/ MAH/
Patient Organization] area, we would appreciate if you could recommend us someone that

you think would like to participate.
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Figure 1. Flowchart of included articles
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