Pharmacovigilance in Social Media Research — Webinar Q&A

Daniel Ghinn’s responses are in blue.
Comments from the BHBIA’s Ethics Advisor have been added in red.
Q: Where does a patient become hearsay? If there's a comment regarding "my friend" for example

| would say for reporting, a reference to "my friend" is a specific patient, whereas for example
"apparently this happens" would be hearsay and does not refer to a specific patient. The patient
does not need to be named, for the event to be reportable but there must be a reference to a
specific patient or specific patients. And always remember that if in doubt, report.

Q: If patient adverse events are spotted (even if the purpose is not to look for adverse events)
during a social listening project do these need to be reported if they relate to the pharma
company's product?

Yes if patient adverse events are spotted they do need to be reported if they relate to the pharma
company's product.

Q: If an AE is mentioned by a consumer then do you need to know the identity of the
reporter/patent or is an alias sufficient (patient and reporter are the same)?

If the reporter / patient name is immediately evident (such as on their profile) then | would include
that in the report

(Ethics Advisor comment: BUT ONLY IF YOU HAVE A LAWFUL BASIS IN PLACE FOR THIS DATA
PROCESSING)

If not | would report the alias and in any case | would include a link to the original source, if it is in
the public domain (such as a link to a Tweet or blog post).

Ethics Advisor comment: YOU DON’T HAVE TO BE ABLE TO IDENTIFY THE REPORTER BUT YOU HAVE
TO BE SURE THAT IT IS AN ACTUAL INDIVIDUAL(S) AND THAT THIS IS VERIFIABLE.

Q: Does the AE/PQC get reported to the PV dept in the country that are doing the listening or the
country in which the reporter is based?

| would look to agree this with the pharmaceutical company prior to the research. In my experience,
usually in the country where the reporter is, if known.

Q: If a tweet is posted with a reportable event and this is then retweeted by hundreds, if not
thousands of people do you need to report every single retweet? Or just the original tweet?

Just the original Tweet. But if somebody retweets it or replies and adds a comment that includes a
reportable event, then that would also be reported. For example somebody replies "Same happened
to me" then there is another patient, so that is also reportable as a separate event.

Q: When working with a small pharma company, with only have 1 or 2 heads in their PV
department, they are put off because of the potential influx of AE reports being unmanageable.
Can you offer any solutions / compromise to managing this?



Yes my recommendation here is to agree a threshold that the PV department is comfortable with -
say 5 reportable events - and agree to stop the research if that threshold is reached, before deciding
on further research (perhaps refining parameters or focus).

Q: If you're conducting an online listening project for a pharma company (e.g. HCP and patient
views on a competitor product or a previous product to give them insights into their product/new
product). As you'll be presenting the company with qualitative data (snippets of tweets etc) is a
statement needed to accompany this information, in order to comply with GDPR?

Yes, GDPR is a factor so a legal basis for processing the data will be necessary.

Also, | have found that different companies take different positions re what their legal basis may be,
such as legitimate interest, or consent in cases where the individual has consented to their data
being processed via accepting permissions in a social media platform. But | would say this is a
complex issue still being proven in the post-Facebook - Cambridge Analytica environment. Some
companies simply ask us to anonymise everything.

Ethics Advisor comment: IF ANY PERSONAL DATA IS COLLECTED AND SHARED GDPR/DPA
REQUIREMENTS COME IN TO FORCE) (THE DATA SIMPLY HAS TO MEET THE DEFINTION OF
PERSONAL DATA, WHICH PUT VERY SIMPLY MEANS IF IT COULD POTENTIALLY IDENTIFY AN
INDIVIDUAL). IT IS NOT ENTIRELY CLEAR WHAT IS MEANT BY A ‘STATEMENT’ IN THE QUESTION, BUT
THERE HAS TO BE A LAWFUL BASIS IN PLACE FOR ANY DATA PROCESSING. IF THE BASIS IS CONSENT,
THEN A CONSENT AGREEMENT IS REQUIRED, AND THERE HAS TO BE AN ACCOMPANYING PRIVACY
POLICY (IRRESPECTIVE OF THE LAWFUL BASIS USED) THAT IS EASY TO ACCESS AND UNDERSTAND.

Q: How is GDPR abided by? When reporting the adverse event, my assumption is that we would
need to contact the reporter to ask for their permission to collect and forward their details?

See above re GDPR. In the case of social listening | would not reach out to the individual prior to
reporting, since we would then be engaging an individual on behalf of the pharmaceutical company
which would open up new compliance requirements. | would leave that to the PV team. If the
individual's details are in public domain, | would forward them

Ethics Advisor comment: THIS SHOULD ONLY BE DONE IF YOU HAVE A LAWFUL BASIS IN PLACE.

If in a closed network (such as a closed physician-only network) my experience is that such data is
only ever made available on an anonymised basis.

Ethics Advisor comment: FORWARDING AN INDIVIDUAL’S PERSONAL DATA IN ASSOCIATION WITH AN
AE/PC/SRS WOULD DEPEND WHAT’S IN THE NETWORK’S TERMS AND CONDITIONS WITH REGARD TO
FURTHER/OTHER DATA PROCESSING AND WHAT YOU ARE USING FOR YOUR LAWFUL BASIS.

Responses given are not legal advice and if a legal opinion is required this should be sought
separately. The information given in the response is for information purposes only. Whilst every
reasonable effort is made to ensure the information is accurate, no responsibility for its accuracy
or for any consequences of relying on it is assumed by the authors.
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