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EXECUTIVE SUMMARY

This workshop was the second of two workshops organised in the context of the Innovative
Medicines Initiative (IMI) WEB-RADR project, which focuses on the evaluation of the use of
mobile technologies in pharmacovigilance to Recognise Adverse Drug Reactions (RADR). The
use of new technology is a great opportunity to empower patients to report and to provide
reporters such as healthcare professionals, patients, consumers and carers with accurate,
timely and up-to-date information on how to use medicines safely and effectively.

The project has so far developed mobile app prototypes in three Member States to support
adverse drug reaction reporting and the provision of drug safety information to app users from
medicines regulatory authorities.

A second aspect of the project is to assess the usefulness of social media data for
pharmacovigilance. The aim is to assess and identify if it may provide information which is not
readily available through traditional methods in pharmacovigilance, and/or if it provides it any
sooner.

Whilst new technologies may provide powerful tools in adverse reaction reporting and the
monitoring of the safety of medicines, challenges with regard to ethical principles, data
protection safeguards, the accountability for data processing, the monitoring of the use of data
and the need for enhancing data security and anonymity have also been analysed.

The workshop provided a discussion platform for patients, health care professionals, medicines
regulatory authorities and other experts to share their views and expectations and Participants
included the European Medicines Agency’s Healthcare Professionals Working Party and the
Patients' and Consumers' Working Party, the Pharmacovigilance Risk Assessment Committee,
pharmacovigilance and pharmacoepidemiology experts, representatives from Health
Technology Assessment bodies, representatives from Young People (Paediatric Committee)
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experts in the area of medical ethics and data protection and IMI WEB-RADR Consortium
members).

The workshop informed about developments and outputs from the project, dedicated breakout
sessions allowed participants to focus on specific topics. These will inform the final deliverables
of providing recommendations for policy and governance for mobile device and social media
use for a pharmacovigilance landscape into the future.

WELCOME, OPENING REMARKS AND OBJECTIVES

Peter Arlett (EMA) welcomed all participants to the second WEB-RADR workshop and
highlighted that the project should be seen in the context of an evolving pharmacovigilance
system with more emphasis on a holistic lifecycle approach embracing the entire evidence
hierarchy. Drivers for change are social, scientific and technological and because engagement
of patients could be the biggest driver, tools such as social media and technology apps and
devices have real potential to contribute to effective and safe use of medicines.

June Raine (MHRA) introduced the project structure and emphasised the value of the public
private partnership. She outlined the objectives of the workshop to inform about
developments and outputs from the project and to provide a platform for patients, health care
professionals, medicines regulatory authorities and other experts to share their views and
expectations, and agree on next steps to maximise outputs of WEB-RADR in strengthening
pharmacovigilance. One of the essential activities within the workshop was a series of
breakout groups to consider, discuss and debate how the outputs of WEB-RADR could be
applied most effectively for the benefit of consumers, patients and carers as well as healthcare
professionals.

SESSION 1- WEB-RADR: WHERE WE HAVE COME FROM AND WHAT WE HAVE
ACHIEVED

Going mobile- experience so far with app based safety reporting

Linda Harmark (Lareb) gave an update on the three mobile apps launched in the UK,
Netherlands and Croatia. For Adverse Drug Reaction (ADR) reporting the app can submit an
ADR report to a national Competent Authority (NCA), provide a summary of submitted reports
and save an ADR report to be submitted later. Initially the app was mainly intended to support
reporting. As the project has evolved it became clear that the app has other utilities such as
key features for communication. This included the ability to obtain generic safety news directly
from NCAs, to save products to a ‘watch list’ to view news tailored to these products of
interest, and to view statistical outputs of ADRs submitted to NCAs. She gave a demo of the
news feeds and how to search for reports and information given on the nhumber of downloads
and reports submitted. In the Netherlands the app attracted a number of new reporters
although no age difference was seen in reporting through the app versus traditional means.

A more detailed analysis is underway on the use of the app versus conventional reporting
including assessment of completeness and clinical quality of reports. The design of the app has
met the need for a fast and easy way to complete the report although the number of data
elements compared to conventional forms is reduced, and therefore there may be less
information for causality assessment. The numbers of downloads of the app are much higher
than the submission of ADRs which may be due to the possibility for people to use the app
more as a communication tool than for reporting.
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Some questions were received on how the three apps differ; it was clarified that these are
fundamentally the same but rebranded/translated. Concerns were raised that ADR data from
the app may be shared via social media; it was clarified that the information is transferred
directly from the app to the NCA and is not provided to any third party with national data
protection requirements fully respected. It was explained that the social media analytics work
stream was completely separated from the mobile app, which operates in the same way as
‘traditional’ spontaneous reporting systems.

Social media for safety monitoring — what we have learned so far

Carrie Pierce (Epidemico) gave a summary of the social media monitoring platform, the steps
in data acquisition and processing and the export and presentation on the dashboard. The
data-sources used were Twitter and Facebook. It was clarified that public Facebook data is no
longer available to the project at the individual post-level. The Facebook dataset used
therefore covers March 2012 to October 2015. Additional data-sources are being investigated
including data sets from patient forums (e.g., patient.co.uk, healthboards; dailystrength),
Inspire online communities and Reddit.

Over 3 million public posts have been acquired so far, around 55% of these were removed
(spam). 2% of these can be classified as ‘proto- AEs’ i.e. information which resembles
potential adverse events. The reported terms in English, Spanish and French (the languages
included in the scope of the project) are then mapped to the MedDRA coding dictionary. In
addition, medicinal product labelling information can also be used to help train the “classifier”,
a tool to automatically identify text which could be for example; adverse events or indications.
The challenges faced relating to social media include volatility of social media sources, large
volumes of potentially irrelevant data, and the ability to combine speed of automated data
collection with precision of human interpretation.

There are however equally important opportunities:
e obtaining better insight into how medicines are used in real life,
e partnering with online communities to gather data from collaborating patient groups,

e enhancing established pharmacovigilance tools by means of additional data sources,
combining safety data from a variety of sources to identify new or underreported
safety risks,

e providing more context by combining technology, e.g. a sentiment classifier with the
AE classifier,

e exploring new technology in image and video analysis and understanding what matters
most to patients.

It was confirmed that the analysis of content other than text may be looked at in the future
but so far the focus is on natural language processing.

WEB-RADR - perspectives and expectations from patients

Francois Houyez (EURORDIS) presented the patient perspectives for the project. A number of
features had been identified in discussions with patients, which could be considered for
inclusion for the app:

e A bar code scan to identify the product, its strength and batch number;
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e An autocomplete feature for the product name;

e The name of manufacturer (e.g. useful for generic products using potential allergens in
excipients);

e A voice recorder option to populate text fields;

e Ability to use other tools such as diagrams of the body to make completion of report
easier;

e Ability to extract information if the user has medical record information on their
phone;

e Ability to connect to other patients in their community;

e To retain information on e.g. disease history to avoid the need to complete a second
ADR submission or links with additional health apps;

e Provision of more product specific updates and ‘outcome of my report’ (impact of my
report in the pharmacovigilance system, and what happens next).

A survey with patients highlighted a wish to use mobile apps to be able to better understand
their medical conditions and offer information on the choice of treatments. Provision of
practical support such as care planning and facilitation of communication with healthcare
professionals was also important.

As regards social media, it could be used to communicate how to manage side effects or
improve quality of life. Regarding the behaviour of patients on social media it is likely they will
be discussing more about quality of life whereas medical seriousness is more likely to be
reported by healthcare professionals. It is not clear if patients will post on social media and
report adverse reactions. Some signal detection aspects have also been discussed; use of
recreational products, how lifestyle may influence ADRs, detection of supply issues and
information on self-medication practices. Further research on how social media can be used for
patients is needed. Aspects requiring further consideration are potential risks with un-
validated or medically incorrect advice being given amongst patients on social media and the
possibility to perform user acceptance of social media monitoring with respect to data
protection and ethical principles.

Data protection aspects relevant to WEB-RADR-summary of assessment

Alessandro Spina (EMA) gave a summary of the assessment of the current legal framework.
The landscape is complex in terms of data management and the interest in privacy aspects
and data protection is high. The current legal framework is defined by Directive 95/46/EC, the
e-Privacy Directive and further clarified based on the Opinions of the Article 29 Working Party
(a working party of the national Data Protection Authorities (DPASs).

It was explained that because a post has been publically posted, from a data protection
perspective, this does not give carte blanche for the use of the data; data protection and
privacy should still be taken into account. Also pertinent to this project is that health data is
subject to a special type of protection. The opinion of the Article 29 WP is that data generated
by devices (irrespective of whether they are ‘medical devices’) can be considered health data
'if conclusions can be reasonably drawn about the health status of concerned person’.

Two corner-stones of data protection apply:

e Purpose limitation: Once purposes have been decided and clearly communicated to the
individual, data can only be processed for compatible purposes;

o Data minimisation: Only data should be collected that is necessary for the specific
purpose.
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The “data controller” is a critical actor in determining the ‘means and purposes of the
processing operation’. The controller holds responsibilities regarding the concrete modalities in
which data are processed (retention; security) and vis-a-vis the data subjects in terms of
information about the processing, access rights and rectification.

Anonymisation and pseudonymisation are important tools to apply. Irreversibly preventing
identification, having regard to all the means ‘likely reasonably to be used’ to be applied for
identification is anonymisation. Pseudonymisation is a security measure, not a way to totally
anonymise data taking into account that the ‘key’ for re-identification is retained. There is
some ambiguity of the term ‘de-identification’. In any case there is a strong need for
transparency of the methodology used to de-identify datasets.

Nicola Orlandi (Novartis) continued to cover the aspects of consent, which is generally used as
the main legal basis for processing personal data. Consent must be explicit and users must be
able to withdraw their consent using accessible and easy to understand mechanisms, including
e.g. choosing to delete their personal data (locally or remotely, or both), or e.g. by choosing
to uninstall an app. Social media needs to be considered separately. It is acknowledged that
listening through social media could lead to collection of personal data besides health data,
which may impact on privacy principles. The Article 29 WP recommends that social media
providers should make available adequate warnings to users about the privacy risks to
themselves and to others once they upload information on a social network. The social
network requires the data subject’s free, informed and specific consent, which shall be
obtained prior the creation of the user’s profile and before the data start to be processed.
Sensitive personal data may only be published on the Internet with i) the explicit consent from
the data subject or if ii) the data subject has made the data manifestly public himself.

However, when it comes to collection of this data, the lack of direct contact with the data
subject means that other legal provisions than consent should be considered for processing:
Legitimate interests pursued by data controllers or, with reference namely to health data,
clearly made public by the individual.

In this case the data controller(s) should proactively adopt measures to give to the individual
control over processing of their data, meaning adequate and intelligible information about the
processing and the purpose (incl. right to object to the processing).

It is also important to highlight that the current legislation dates back to 1995 when the
internet was still an esoteric concept. The new General Data Protection Regulation (GDPR),
Regulation (EU) 679/2016 is approved and will enter into force in May 2018. Its aim is to
reach harmonisation within EU countries but there are still areas where Member States may
maintain or introduce more specific provisions: data concerning health is one of them. It
introduces new definitions and conditions for the lawfulness of processing, for consent and
processing of special data (including health related data) as well as for further processing and
compatible use of data, which has already been collected.

Further defined are the features of privacy by design and default. Privacy by design refers to
the process of ‘implementing technical and organisational measures appropriate to the
processing activity being carried out and its objectives, such as data minimisation and
pseudonymisation, in such a way that the processing will protect the rights of data subjects’.

Privacy by default refers to the process of ‘implementing appropriate measures for ensuring
that, by default, only personal data, which are necessary for each specific purpose of the
processing are processed’.

In addition to explicit consent and to data manifestly made public by the data subject, Art. 9-
2(i) (special data) provides a condition for processing special data such as the processing of
health data necessary for reasons of public interest in the area of public health such as
ensuring high standards of quality and safety of health care.
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Art. 89 relates to processing data for the purpose of scientific research with adequate
safeguard measures (incl. pseudonymisation). These articles may provide adequate legal
grounds for processing of health data such as that conducted within WEB-RADR providing
appropriate controls and safeguards are in place.

SESSION 2- HOw TO OPTIMISE WEB-RADR DELIVERABLES

Where and how can the use of mobile apps be optimised?

Peter Mol (UMCG) presented initial results of studies conducted on how the use of apps can be
optimised.

A qualitative study was performed based on the ‘Unified Theory of Acceptance and Use of
Technology model (UTAUT)’ ! to look at barriers and facilitators. The model was used to pose
guestions such as who will use the technology and what features does the technology need.
Issues such as how the technology may affect doctor-patient relationships, interaction with
regulators, layout, language used and data protection aspects were highlighted.

There was feedback that an app should only have one feature where others wanted it to be
multi-faceted. Another survey also looked at risk communication by NCAs and the information
used to keep up to date. Mobile phone apps did not score highly as being useful as medical
reference, the Summary of Product Characteristics (SmPC) was used more frequently. A
quantitative survey was also launched in seven European languages. 388 healthcare
professionals (HCP) and 621 patients responded, with a similar result in both groups being
interested in apps to report ADRs and to receive information. An app with a two-way
communication would be appreciated the most. A dominating aspect was the potential speed
and ease for reporting through apps. Patients favoured feedback when they are reporting
ADRs in the form of reassurance on the nature of the ADRs whereas HCPs preferred receipt of
information, such as how to alleviate symptoms.

Both HCPs and patients were interested in information on drug interactions, new indications
were also of interest especially for HCPs. It was revealed that patients would not be very
interested in using the app to ‘chat’ with other patients about their experience although they
would be a little more interested in a passive engagement to listen to what others say.

Patients were interested to receive information on medicines which they use, HCPs would like
broader information on all marketed products not only the ones they prescribe. Patients were
a little more concerned with security aspects, around half opted for entering a password every
time as opposed to an automatic login, but two-thirds of HCPs opted for the automatic login.

A question was raised that there may be some cultural differences in Eastern European
countries where there was no response to the survey. In general results were consistent
across countries, however it could be further investigated.

Where do social media add value for pharmacovigilance?

Simon Maskell, (University of Liverpool) presented the perspective from the analysis of the
usefulness of social media data for pharmacovigilance which relies on quality and quantity of
reports. There is an opportunity for social media to separate these concepts and provide
information in different ways.

! Venkatesh, MIS Quarterly 2003:27(3);425-478

Innovative Medicines Initiative WEB-RADR Workshop Report: Mobile Technologies and Social
Media as New Tools in Pharmacovigilance
EMA/70469/2017 Page 6/15



Despite the perception of social media as a new data source being huge, when comparing the
guantity of ADRs in Twitter to that from traditional means, Twitter produces far less reports.
This can be further stratified into types of MedDRA Preferred Terms (PTs) which are more
represented in Twitter than others. The process is ongoing to identify which are these PTs but
so far examples of those reported frequently in social media include dependence and tolerance
issues. There is far less information on off-label use or product quality issues. There are also
‘data rich’ and ‘data poor’ drugs in social media, e.g. vardenafil has more posts on Twitter than
there are ISCRs in Vigibase.

The results so far show that social media data do not provide any more information in terms of
quality especially due to the character length restrictions in Twitter. This may be different
when looking at patient fora, but there is also an additional consideration in that there is a
possibility to look retrospectively and prospectively at other posts from a certain twitter user.
Other information may be available in these posts which may be combined. The possibility to
look longitudinally may be of particular value for events in pregnancy. Further potential
utilities include provision of a denominator of particular events without an association with a
drug. Sentiment analysis could be performed following label changes. Work is ongoing to
maximise the ‘yield’ from social media, and to assess if the information translates to signals
being detected earlier.

A question was raised on ‘off label use’ as this is unlikely to be picked up in social media itself.
It was clarified that off label use could be picked up through knowledge of product use and in
the context of the approved indications.

Meeting expectations from patients and healthcare professionals

John Van Stekelenborg (JNJ) presented on meeting expectations of patients and healthcare
professionals and how the regulatory framework could provide support.

Areas which could be included in the expectations can be divided in five areas:

i. Reporting and Communication

e Providing tools to report adverse reactions;

e Sharing experiences and practices: communities of patients or HCPs;
e Two-way communication: risk communication; information sharing.

ii. Routine pharmacovigilance

e Adverse reaction collection ‘machine’;

e Alleviating underreporting in spontaneous systems or correcting reporting
biases;

e Finding rare events not often reported through spontaneous reporting;

e Finding medical side effects earlier than in other systems across a broad
spectrum.

iii. “Niche” pharmacovigilance

e Finding new information in niche areas underrepresented in current monitoring
systems e.g. exposure during pregnancy/ abuse/ misuse/ early monitoring of
new products.
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iv. Adjunct for pharmacovigilance

e Use for strengthening of hypotheses emerging from other systems;
e Providing additional insight into safety issues identified through other means.

V. Quality of life issues

e Finding areas of patient and HCP concern that are not necessarily medically
important, but that affect quality-of-life e.g. sleeplessness, stress.

Ideally, good regulations should encourage innovation and entrepreneurism, promote and
safeguard patients and public health, protect privacy, encourage fairness and help focus
resources on the right priorities. There is likely to be competing priorities between all these
areas and therefore a balance must be found to optimise expectations from regulators and
meeting regulatory obligations by healthcare professionals. .

In particular, there needs to be clarity on MAHs’ obligations vis-a-vis social media in regards to
monitoring and reporting obligations. This includes status of cases and signals identified in
social media including privacy issues. There should be optimal use of resources taking into
account the quality and value of the various PHV data sources based on demonstrated benefits
for the safe use of medicines and the protection of public health.

Panel discussion

A panel discussion including Carrie Pierce (Epidemico), Frangois Houyez (EURORDIS), Donald
Singer (European Association for Clinical Pharmacology and Therapeutics), Jamie Wilkinson
(Pharmaceutical Group of the European Union) and Bob Ball (FDA) gave rise to discussions on
how to analyse data when there is a user with several profiles with different names and
perhaps communicating in different social media; it was explained that methods are applied
as part of the project to identify duplicates based on the similarity of the text.

Aspects of data protection were raised - especially concerning the fact that a large majority of
users do not read the terms of use of the social network site; it can be argued that they have
not truly consented. This is a big challenge and it is important to enhance trust and to provide
a good model for data protection to enhance business value. Proactive transparency about
processing of data was stressed as a critical feature.

Bob Ball from the FDA explained that there is a similar project ongoing in the U.S called RAPID
(Real Time Application for Portable Interactive Devices)- with a slightly narrower focus looking
at adverse events from medicines used in response to public health emergencies, and a
collaboration for research with patient reported data from ‘patientslikeme’ is also underway.
Previous work with Epidemico on signal detection did not find social media to be better or
faster than traditional methods but it could have potential in certain niche areas.

Feedback from breakout sessions 1-4

1. Patients and healthcare professionals - what do we want as WEB-RADR outputs?

Frangois Houyez (EURORDIS) reported on the discussions from breakout session 1. It is
considered that the app is fast and easy to use. It has potential for clinical hospital
pharmacists. It should also be investigated if the app can be used in those countries with
reporting obligations for HCP. A potential concern with the app was that its speed of use could
facilitate a more impulsive or angry type of reporting. It was also discussed whether a HCP
should receive a copy of an ADR report a patient submits. This would only be possible if the
patient had provided the contact details of the HCP. It was also discussed, what and when a
HCP should be expected to follow-up on such report; is there a duty of care upon the HCP to
act or is there a joint responsibility with the NCA?
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Taking into account that paper reports or reports submitted through web-forms are usually not
sent as copy to the patient’s HCP, the app should operate on the same principles. Regarding
two-way communication, although generally seen as a positive aspect, a potential detrimental
effect from providing information to the patient could mean that they are falsely reassured and
do not seek medical advice when it is needed. A potential for linking ADR reports with health
records was raised.

Acknowledging that not everyone may use the app for reporting, it would be positive to offer
an additional alternative to traditional routes.

Promotion of the app (as is safety reporting in general) was seen as an important factor
supported by an effective communication campaign. Ideally this should be systematically
communicated to patients perhaps through the pharmacist. Another point raised was the
usefulness of the app to communicate with patients and HCPs on shortages or withdrawn
products, although there may also be an argument that communicating shortages actually
compound the problem due to stock piling.

Security of the app was raised as a key subject. Whilst this is true, it may be more of a
perceptual concern as it has been mooted that an app is actually more secure than the
traditional reporting mechanisms where sensitive data is written for example onto paper forms
which could, in theory be intercepted.

A point was introduced about the extreme caution which must be exercised for HCPs to
communicate with patients via social media. There had been a previous concern around HCPs
communicating with their patients via *‘WhatsApp’. Since the platform has been bought by
Facebook, the automatic integration of data means there were suggestions for the patient to
connect to other patients in the contact list of the HCP, and given the sensitivity of this special
category of data, this was considered a serious data breach. The world medical association?
responded with a communication to HCPs and a set of recommendations in order to protect
patient’s data in this regard.

There are still some differences in opinions on the utility of the app for reporting. Is it likely
that patients will proactively download an app on the off-chance that they suffer an adverse
reaction? Or are there certain groups of patients perhaps those with rare diseases who would
find the reporting app useful. Alternatively it could be more of a communication tool for
patients and a reporting tool for HCP. There had also been some perceptions from HCPs that
using a mobile phone in the course of one’s clinical duties may have negative connotations in
terms of professional respectability. There are other implications for the communication
aspects in that this could be potentially resource heavy and any two-way communication
strategy would need to be done in a focused way.

2. Regulatory questions — what are the options?

John Van Stekelenborg (JNJ) gave feed-back on regulatory questions raised by pharmaceutical
industry. This breakout session focused on six key questions from a list of 75 submitted by
EFPIA:

e What should be the definition of ‘sponsorship’ or ‘under MAH control’?
¢ What obligations should there be for MAHs to screen social media (whether sponsored
by them or not) sites for ICSR collection?
e What obligations should there be for MAHs to screen social media sites (whether
sponsored by them or not) for signal detection purposes?
e Should the receipt of ‘de-identified’ data (i.e. where reporter name/e-mail /twitter
name etc. has been stripped out by 3rd party) remove obligations to;
a) collect
b) report ICSRs from social media
c) attempt follow-up?

Innovative Medicines Initiative WEB-RADR Workshop Report: Mobile Technologies and Social
Media as New Tools in Pharmacovigilance
EMA/70469/2017 Page 9/15



e What obligations should MAHs have for screening/active listening to (sponsored and
non-sponsored) social media posts that are not in English/non-EU languages?

e Should the purpose for looking at social media make a difference for
pharmacovigilance obligations i.e. whether looking at pharmacovigilance purposes
(signal detection) or market research?

A set of options and corresponding pros and cons were discussed for each question taking into
account that guidance is already provided for many aspects in the Good Pharmacovigilance
Practice modules in the EEA and US FDA guidance.

From the discussions it was largely considered that there is little benefit to report ICSRs that
result from the screening of social media sites (especially those which are not company
sponsored).

The requirements could be seen as analogous to those of secondary use of data with no direct
contact with patients or healthcare professionals. Results from the work carried out as part of
work package 4 will provide important input in the finalization of regulatory recommendations.
It is likely that the social media utility will proof beneficial mainly for niche areas. It could also
be tailored to the safety profile of a product or to be used as a source to answer specific
regulatory questions where an aggregate review could be required.

In regards to the discussion around languages, there were various proposals ranging from
monitoring all languages to monitoring all languages where the product is approved for
company sponsored sites. For non-sponsored sites monitoring could be conducted where there
is a risk identified in the risk management plan.

It was discussed that in general the obligations should focus on collection and assessment of
aggregated social media data rather than individual case reporting. In accordance with current
GVP Module VI requirements any new safety information, which may impact on the risk-
benefit profile of a medicinal product, should be notified immediately to the competent
authorities in Member States where the medicinal product is authorised and to the Agency.
Safety information should be collated as part of the pharmacovigilance system established at
Member State level. There should be no requirement to follow up individual cases as this could
pose ethical and data protection issues. Any findings that impact on the safety of medicines
should be discussed in the relevant sections of the concerned periodic safety update report
and analysed as regards their overall impact on the medicinal product risk- benefit profile.

3. How could social media monitoring support signal detection?

Dave Lewis (Novartis) provided feedback from the breakout session on signal detection. It was
widely acknowledged that there is a great deal of noise in social media data, and no example
of a signal found through social media could be identified within the representatives of the
group. There were some differing views on whether social media should only be considered as
a support to signal detection or whether it has potential for de-novo signal detection or
assessment and whether the evidence on its utility is required before making these decisions.
Alternatively it could be seen as one of a range of tools.

There were many synergies with the discussions in session 2 for areas to focus on. New
medicines were identified as an area to concentrate on, also for identified risks in the Risk
Management Plan, clusters and patterns including geographical patterns and product quality
defects. It can also be seen as an adjunct to traditional methods. There was also a strong
recommendation from the group to look in more detail at patient fora as part of the project,
and findings from another IMI project; Get-real have shown much higher quality data from
forums. Areas for further research include abuse/misuse, longitudinal data for pregnancy
outcomes or long latency ADRs, rare and severe events, quality of life, patient tolerability and
potentially other aspects such as incorrect use of medicines such as cutting tablets in half for
financial reasons. The possibility of hoax posts or unreliable data is acknowledged but a
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pragmatic approach should be taken. A point was also raised about groups of HCPs sharing
information on use of medicines through chat groups such as WhatsApp, and if there is a
potential for regulators to ‘join’ these groups. There is a potential to use the app for active
surveillance of issues listed in the RMP and to proactively ask patients to report on those
topics. The need to re-validate on a constant basis was also recognised as social media and
the digital world evolve quickly. There may be some caution from a resource perspective and a
scientific one in using social media for signal detection although there should be a possibility to
adopt a new strategy if and when evidence becomes stronger for where there is an
opportunity to detect signals earlier.

4. How to ensure future maintenance and sustainability of WEB-RADR?

Carrie Pierce (Epidemico) summarised the discussion in the breakout session looking at
maintenance and sustainability where the aims were to discuss plans and criteria for the long-
term sustainability of technology outputs for both the social media analysis platform and the
mobile app and to identify key questions. The main themes were maintenance of the tools
developed, plans to roll out to additional users or territories and enhancement of the tools
already developed. It was agreed that this largely depends on the research findings and the
subsequent regulatory recommendations if and how social media and mobile devices should be
used. Discussion for the app included how broad the applicability is (at least in terms of
geography and use by various stakeholders), bearing in mind the variable results that have
been achieved across Europe. The Application Programming Interfaces (APIs) that support the
existing app could be made available to other technology developers, for instance enabling
them to embed regulatory new feeds or ADR reporting functionality into their own apps. It will
be important to increase the awareness of the app and possibly MAHs could play a role by
promoting it in patient information leaflets. For the social media dashboard, the maintenance
aspects are more complex as the nature of the data changes, the software will need to be
maintained as well.

Various models need to be considered for sustainability; one being a potential maintenance
organisation. This would require an independent management structure and be a not-for-profit
arrangement. Integration of the app APIs described above into other systems (clinical, other
apps, website, patient support group, electronic health records) was also agreed to be a key
component of sustainability. There may also be opportunity to exploit the data processing
components of the social media dashboard. An aspect for additional thought is the scope of
the sustainability and whether this includes the data itself as well as the software. All of these
aspects will be further looked at when developing the sustainability plan.

Next steps for stakeholder engagement and closing remarks

June Raine (MHRA) and Peter Arlett (EMA) concluded by thanking all participants to the
workshop. With a clearer idea of where project is across all work package deliverables, there
should be a focus on the purposes and to clearly target those who use medicines. It was also
recognized that future planning needs to be around the research. It is recognized that the
challenges around the legal framework, including the forthcoming GDPR is of great
importance. There must be a focus on increased transparency on how data protection is dealt
with in order to promote confidence in the outputs of the project. Colm Carol gave the IMI
perspective and highlighted that the project is progressing impressively with many
achievements to date. This puts the project in good shape to refine what to do in the final
year, considering the impact and key considerations for sustainability. He explained that the
WEB-RADR was launched under the FP7 framework. IMI has now progressed to Horizon 2020
where there is a particular project on big data for better outcomes looking in broader terms of
data and real world evidence of which social media is a part of.
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