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Social media and PV

PV management of social media projects from MAHs

PV communication and engagement through social
media

Conclusions




Why we talk of social media?
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2030 PV perspectives: future trends

Pharmacovigilance 2030

Peter Arlett, Sabine Straus, Luca Pani

Clinical Pharmacology & Therapeutics 2019; 107:89-91  Smarter collection and report/ng of ICSRs.

e Measurement of on-market performance of

medicines

e Improved engagement of patients and healthcare

| professionals



Regulatory guidance on social media and internet

Guideline on good pharmacovigilance practices (GVP), Module VI — Collection, management
and submission of reports of suspected adverse reactions to nedicinal products (Rev. 2)

o “MAH should regularly screen the internet or digital media under
- their management or responsibility, for potential reports of
suspected adverse reactions. With respect to this, a digital medium is to
be considered company sponsored if it is owned, paid and/or controlled by the
MAH ...

MAHs may also consider utilising their websites to facilitate the
collection of suspected adverse reactions ...”

Although not exhaustive, the following list should be considered as digital
media: web site, web page, blog, vlog, social network, internet forum, chat
room, health portal”.

HMA

Guidance for Industry
Internet/Social Media Platforms with
Character Space Limitations—
Presenting Risk and Benefit Information
for Prescription Drugs and Medical
Devices Prescription Human and Animal

”I’ll}.‘\ and Hlnll\_ﬂlc\

Guidance for Industry

Fulfilling Regulatory Requirements
for Postmarketing Submissions of
Interactive Promotional Media for
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Guidance is available but not yet
so much detailed on specific PV
aspects
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‘lll[culcl Social Media l’l.lI[u:nJl\ IFPMA
Correcting Independent Third-Party
Misinformation About Prescniption

Drugs and Medical Devices

DRAFT GUIDANCE

Joint Note for Guidance on social media and digital channels

by the International jon of : s and fations (IFPMA) and the
of and jons (EFPLA)

28 September 2022

This globol guidonce serves as o non-binding and evolving resource for IFPMA members when
considering their octivities on social media and digitol channels. It identifies the most used social
media and digital channels and describes what members should be oware of when communicating
with the public, Healthcare Professicnals (HCPs), Healthcare Organizations (MCOs), Patient
Organizations (POs), ond/or other stokeholders. The guidonce describes principles cpplicoble to
communications on soclol media ond digitol channels, helps members dentlfy appropnate
information to share ocross different digital channels while measuring the risk, describes the general
use of different types of digital channels, and provides specific guidefines when engoging with online
influencers and digital opinion keoders.



A case study: maturity of PV digital activities in Italy

Authors

Members of PV Working Group "Ernesto Montagna” of SIMeF",

Italian Society of Pharmaceutical Medicine

Goal
Understanding current status and the PV role
in digital activities at Italian national level

Methods

CAWI interview to SIMeF members
(93 answers out of 297)

Period July-October 2019

Topics

1 Therapeutic Advances in Drug Safety

Pharmacovigilance and the digital world
in Italy: presentation of the results of a
national survey

Lisa Stagi, Ilenia Bocchi'.’, Salvatore Bianco, Grazia Sirizzotti, Daniela Bernardini,

Valentina Calderazzo, Giacomo Pirisino, Ilaria Grisoni and Silvia Romano

* Digital channels used by the healthcare/ pharmaceutical companies

* Governance tools in place

* Management of AE collected from digital channels and projects

* Impact of artificial intelligence on PV activities

Original Research



Digital activities: the proposal from the case study

ABOUTC iyl -
Jigital health POINT OF VIEW 8

* Early PV involvement (e.g. project discussion or drafting
Guideline proposal for pharma companies to manage

of the project) occurred in less than 40% of the healthcare/ pharmacovigilance activities in digital media
pharmaceutical companies ( even not at all in 12%) R e S A e
* Index

* Despite growing number of projects based on ) o
* 1 Scope and field of Application

digitalization and social media, areas of uncertainty are « 2 An introduction to Digital Media

still observed at several steps (choice of the right tools to * 3 PVand Digital Media: Regulatory framework
* 4 General aspects

ensure effective PV governance, right moment for PV )
o 4.1 Governance aspects

involvement. . ) o 4.2 Open points and interactions with other departments
+ 5 Internal PV processes for management of digital projects
* Around 50% of the interviewed companies expressed o 5.1 Set up, risk assessment and approval processes
) o o 5.2 Vendor due diligence
the need to further investigating aspects of management of o 5.3 Vendors management

. . o 5.4 Maintenance activities during the program
AE reports collected from digital channels (i.e. poor follow-

* 6 AE report management
up, privacy). o 6.1 Collection of reports (considering also set-up of IT tools)
o 6.2 ldentification of the reporter

* Need for more guidance/clear regulation o 6.3 Follow up and privacy



Listening: the role and challenges of PV




Can social media help detect AEs?
o
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Open points

General topics

Extent of MAH check on
social media

Are all population
represented?

Are new fragile
population created?

Quality of

information & —_—

transparency

e Many duplications
leading to problems with
signals

e |s truthful?

e Potential misuse

Technical
management of
cases

e Absence of medical
confirmation

Privacy issues

Low quality

Follow up process
Difficulties in identifying
the reporter



Social media and PV

Management of social media projects from
MAHSs

Communication and engagement through

social media

Conclusions




* .+ * Pharmacovigilance: communication
through social media

Connect patients and HCPs
Create awareness on
PV processes * help increase connection and
awareness on specific relevant

topics
» Create awareness on PV processes » Support health disease
* Improve reporting and sensitize programs

* Future use as support in
communication on risks

citizens and HCPs in sending AEs



Social media campaigns to raise awareness on
reporting

orld Patient Safe
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Sicurezza dei medicinali: anche quest'anno AIFA
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Patient are key for effective PV management

;Cos'é la
drmalo
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See: https://www.roche.it/it/per-un-uso-sicuro-dei-
medicinali/patient-safety-council.html
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