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ABSTRACT
Objectives Informing research participants of the 
results of studies in which they took part is viewed as an 
ethical imperative. However, there is little guidance in the 
literature about how to do this. The Fluoxetine Or Control 
Under Supervision trial randomised 3127 patients with a 
recent acute stroke to 6 months of fluoxetine or placebo 
and was published in the Lancet on 5 December 2018. 
The trial team decided to inform the participants of the 
results at exactly the same time as the Lancet publication, 
and also whether they had been allocated fluoxetine or 
placebo. In this report, we describe how we informed 
participants of the results.
Design In the 6- month and 12- month follow- up 
questionnaires, we invited participants to provide an email 
address if they wished to be informed of the results of the 
trial. We re- opened our trial telephone helpline between 5 
December 2018 and 31 March 2019.
Setting UK stroke services.
Participants 3127 participants were randomised. 2847 
returned 6- month follow- up forms and 2703 returned 
12- month follow- up forms; the remaining participants had 
died (380), withdrawn consent or did not respond.
Results Of those returning follow- up questionnaires, a 
total of 1845 email addresses were provided and a further 
50 people requested results to be sent by post. Results 
were sent to all email and postal addresses provided; 309 
emails were returned unrecognised. Seventeen people 
replied, of whom three called the helpline and the rest 
responded by email.
Conclusion It is feasible to disseminate results of large 
trials to research participants, though only around 60% 
of those randomised wanted to receive the results. The 
system we developed was efficient and required very little 
resource, and could be replicated by trialists in the future.
Trial registration number ISRCTN83290762; Post- 
results.

INTRODUCTION
Eighteen years ago, an article published in 
the Journal of the American Medical Association 
recommended that participants be informed 
of the results of the clinical trials in which 
they participate.1 In November 2019, an 

editorial in the British Medical Journal stated 
that the results of clinical trials should be 
disseminated to those who took part in them 
because this is a courteous and an ethical 
imperative.2 The World Medical Associa-
tion’s Declaration of Helsinki states that ‘all 
medical research participants should be given 
the opportunity of being informed about the 
general outcome and results of the study’. 
The National Institute for Health Research 
states that it is important to establish whether 
a participant will want to be actively informed 
of trial results, or whether they would like 
the onus to be left with them to obtain the 
results.3

Contacting participants many years after 
enrolment might be an upsetting reminder 
of their illness, though one small study in 
cancer suggested that informing participants 
might increase their understanding of the 
trial results.4 Furthermore, some might argue 
that trying to contact participants who have 
died might not be ethical. To our knowledge, 
there is, however, no practical guidance in 
the literature about the steps required to 
inform participants of the results of the trials 
in which they participated. Furthermore, it is 
not known whether research participants do 
wish to receive results of the trial, which can 
sometimes be many years after they had been 
enrolled.

Strengths and limitations of this study

 ► This is the first large trial to report disseminating re-
sults to participants, including treatment allocation.

 ► We demonstrated the feasibility of our approach, 
which was approved by regulatory authorities.

 ► However, using email to disseminate results meant 
that some emails were returned unrecognised.

http://bmjopen.bmj.com/
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In this brief report, we describe how we disseminated 
the results of a large multicentre randomised controlled 
trial, Fluoxetine Or Control Under Supervision (FOCUS), 
and individuals’ treatment allocation and the feedback 
received from participants.

METHODS
FOCUS was a pragmatic, multicentre, parallel group, 
double- blind, randomised, placebo- controlled trial done 
at 103 hospitals in the UK and recruiting 3127 patients 
between 10 September 2012 and 31 March 2017, testing 
whether a 6- month course of fluoxetine given 2–15 days 
after stroke would improve recovery at 6 months.5

Patient and public involvement
We involved a patient and public involvement (PPI) group 
of stroke survivors and carers during its design. The group 
recommended disseminating results to participants who 
had taken part; this included the family members of 
participants who had died; the rationale being that family 
members might be interested in results of the trials in 
which their loved one had participated. Our grant appli-
cation to National Institute for Health Research Health 
Technology Assessment included a request for funding 
for dissemination of results and this was approved.

Subsequently, two lay members identified through the 
UK Stroke Research Network who had not been involved 
in the initial planning stages were invited to sit on the trial 
steering committee, and advised on how to disseminate 
results to participants.

Methods of trial follow-up
All the trial follow- ups were by postal questionnaires 
at 6 and 12 months; participants who did not respond 
were contacted by telephone and the questionnaires 
completed over the telephone. The postal questionnaire 
at both 6 and 12 months concluded with ‘If you want to 
find out more about the trial and its results (in about 
2018) please enter an email address where we can contact 
you, or a person close to you’. We did not record whether 
the email address provided was for the participant or for 
someone else (eg, a family member). We did not collect 
the email address at the time of recruitment.

During follow- up telephone calls with participants who 
had not returned their 6- month or 12- month follow- up 
questionnaires, we noted that many participants asked us 
what their treatment allocation had been. We could not 
provide this information at the time of the call because 
we had to remain blinded to treatment allocation, but we 
decided to include individual treatment allocation when 
we contacted participants with the results of the trial. 
To the best of our knowledge, this has never been done 
before.

We considered whether to disseminate the results to 
all participants by post; although we had costed for the 
postage in the grant application (£1 per letter), we real-
ised that this would have required substantial resource, 

including research staff time (estimated 5 min per letter, 
which is about 125 hours for 1500 letters, plus paper as 
well as the postage), and if participants had moved house, 
confidentiality might have been compromised. Thus, we 
decided to use whatever email had been provided in the 
follow- up questionnaires, and only use post if there was 
no email address.

The content of the email to participants was drafted 
by the trial team and edited by the two PPI members of 
the trial steering committee. The email was written in lay 
language, starting with an explanation of why we were 
contacting them and thanking them again for having 
taken part, provided their treatment allocation and the 
overall results of the trial (online supplemental mate-
rials), links to further information and the number for 
the telephone helpline. We did not check whether partic-
ipants were still alive.

We sent the email at exactly the same time as the Lancet 
publication on 5 December 20185 and the presentation 
of the main results at the UK Stroke Forum. We managed 
to coordinate the emails, the presentation and the publi-
cation through close liaison with the Lancet and the UK 
Stroke Forum scientific committee. At the same time, we 
also re- opened the trial telephone helpline (Monday to 
Friday, 09:00 to 17:00) until 31 March 2019, so that partic-
ipants receiving the email could contact us if they had 
any questions. We recorded how many responses were 
received and the reason for their response. A co- principal 
investigator (MD) then responded to the participant or 
family member if this seemed appropriate. We did not 
follow- up emails that were returned as unrecognised by 
the mail subsystems.

RESULTS
Of the 3127 participants randomised, 2847 returned 
6- month follow- up forms and 2703 returned 12- month 
follow- up forms; the remaining participants had died 
(380), withdrawn consent or did not respond. Of the 
returned forms, 1845 email addresses were provided and 
a further 50 people requested results by post. Thus, the 
number who wished to be informed of results was 1895; 
this represents 60% of all participants and 70% of those 
who could be contacted at 12 months.

We therefore sent emails containing the results of 
FOCUS and treatment allocation from the FOCUS email 
address ( focus. trial@ ed. ac. uk) to 1845 email addresses, 
and a paper letter to the 50 postal addresses.

Three hundred and nine emails were returned as 
unrecognised by the email subsystems.

Seventeen people (0.9%) (seven participants, eight 
family members and two unknown) replied; of these, 
three called the helpline and the rest replied by email. 
Replies were all received between 5 December 2018 and 
18 December 2019. Seven expressed thanks for letting 
them know, two asked for advice on how to read the 
information we had sent them, and the rest reported on 
their current health status or informed us of the death 
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of the participant. A co- principal investigator (MD) tele-
phoned three participants back and emailed the rest of 
the respondents to thank them for contacting us, offered 
condolences to the bereaved relatives or provided further 
information that had been requested.

DISCUSSION
We have demonstrated that it is feasible to inform trial 
participants of the results of a large, pragmatic clinical 
trial and also their treatment allocation. This required 
planning, involvement of PPI representatives, coordina-
tion of the email dissemination with the publication of 
the trial in the Lancet and approval from the Research 
Ethics Committee, but surprisingly little resource in terms 
of research staff time and consumables.

However, almost half of the participants did not wish 
to be informed of the results. We did not explore the 
reasons for not wishing to receive the results. After we 
had disseminated the results, only a handful contacted 
us, mostly to thank us for letting them know. All the 
responses were within a few days of receiving the results. 
Only three people called the helpline—this is far lower 
than the number who typically contacted the hotline 
during the trial, which had been about four per week. For 
future trials, we would probably not reopen the helpline 
and just provide an email contact address for any queries.

To the best of our knowledge, this is the first large 
randomised trial to report experiences of informing 
research participants of the results of the trial and also 
each person’s treatment allocation. We did not try to 
contact participants by post if the email had ‘bounced’; 
this was for practical reasons of resources and cost. We did 
not record whether the email address provided for receipt 
of results was for the patient or for a family member, and 
so we cannot report how many results were received by 
the participants themselves or by a family member.

Are there any ethical problems with informing partic-
ipants? Our first participants were enrolled in 2012, and 
the results were sent to them more than 6 years later. It 
is possible that participants might have been upset to be 
reminded of their stroke so long after their enrolment. 
However, although FOCUS was not designed to explore 
this, we found no evidence that receiving results was 
distressing. In theory, families might have been upset 
to receive an email had their loved one died, but all the 
bereaved family members who contacted us expressed 
their appreciation of having been informed. In a review 
of empirical research about informing participants, the 
drawbacks might be increased anxiety, anger, guilt or 
feeling upset, while benefits might include pleasure, satis-
faction and relief.6

Although we have demonstrated that it is feasible 
to contact research participants by email, we did not 
formally explore the thoughts and feelings of research 
participants when they received the results. This would 
ideally have required a qualitative substudy which was not 
an aim of our study.

Implications for practice
Disseminating results of trials to research participants 
should be viewed as an ethical imperative.2 The model for 
dissemination that we developed with our PPI represen-
tatives was feasible. We recommend that trialists consider 
using our approach, that funders provide funding for 
this, and that ethics committees approve future requests 
to use this approach.

Implications for research
Further research is required to explore why some partic-
ipants do not wish to receive results of studies in which 
they participated, whether participants generally wish to 
know individual treatment allocation and how they wish 
to receive the information (eg, by email, by post or being 
provided with a link to a website).
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