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Systematic scoping review

* Aim: To obtain an overview of empirical research pertaining to the ethics of
clinical research in India

Original research

What empirical research has been
undertaken on the ethics of clinical
research in India? A systematic scoping
review and narrative synthesis

Sangeetha Paramasivan @ ,"? Philippa Davies,"* Alison Richards,'? Julia Wade,’
Leila Rooshenas,'? Nicola Mills,"? Alba Realpe, ' Jeffrey Pradeep Raj,*

Supriya Subramani,®> Jonathan lves,® Richard Huxtable,® Jane M Blazeby,*’
Jenny L Donovan'?
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Systematic scoping review

* Aim: To obtain an overview of empirical research pertaining to the ethics of
clinical research in India

e Methods

* 9 databases; until Nov 2019; all peer-reviewed research with any stakeholder groups
* Evidence map, narrative synthesis, research gaps, consultation exercise

* Key findings
* 9699 screened, 282 full texts obtained, 80 included

Wide range of topics covered; studies often conducted with little to no funding

Studies predominantly examined knowledge of lay and professional participants on
topics such as research ethics or their understanding of information given to obtain
consent for research participation

» Easily accessible groups, namely ethics committee members and healthcare students,
were frequently researched

* A range of research gaps identified, including the need to better understand the
recruitment-informed consent process



Viewpoint I

Trials Methodology Research: what is it and why should India | ®)

Check for
updates

invest in it?
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What is the QuinteT Recruitment Intervention (QRI)?

Donovan et al. Trials (2016) 17:283
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0 Optimising recruitment and informed @
consent in randomised controlled trials: the
development and implementation of the
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The High-volume vs High-flux
Registry Trial
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QuinteT Recruitment Intervention: methods

Phase I: Understanding recruitment and informed consent challenges
* Mapping recruitment pathways, assessing screening and eligibility procedures

* Interviews with trial staff and patients

@cordings of ‘recruitment cons@

* Document analysis (protocol, patient information, screening logs)

* Observations of investigators meetings
‘Real time’

Findings discussed with CI/TMG and ‘Plan of action’ agreed

Phase ll: Addressing recruitment obstacles

% * Feedback/training
UL
?\?f\/?g . . . . ‘ \
o5 e Written guidance and information ®> s
1

* Changes to trial literature to improve clarity
* Adjustments to trial pathways and processes " l ‘I'!‘ ‘“i




RESEARCH METHODS AND REPORTING

Adapting interventions to new contexts—the ADAPT guidance

Graham Moore," Mhairi Campbell,? Lauren Copeland," Peter Craig,” Ani Movsisyan,**

Pat Hoddinott,” Hannah Littlecott,® Alicia O’Cathain,® Lisa Pfadenhauer,”* Eva Rehfuess,*
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Rhiannon Evans'

thebmj | BMJ2021;374:n1679 | doi: 10.1136/bmj.n1679

Implementing interventions with a previous evidence base in new contexts might be more
efficient than developing new interventions for each context. Although some interventions
transfer well, effectiveness and implementation often depend on the context. Achieving a
good fit between intervention and context then requires careful and systematic adaptation.



Aims
Investigating the feasibility of

audio-recording trial consultations

Acceptability of using them to
provide HCP feedback in India

Facilitate scale up in a larger study



Site: King Edward Memorial (KEM) ‘
Hospital, Mumbai

* Department of Clinical Pharmacology



All approvals obtained (Health
Ministry Screening Committee
and Ethics Committee)

Informed consent from
healthcare professionals (HCPs)
and patients

Audlo-rec.:ordec?l INIONMEE Interviews with HCPs (n=5) Interview with patients (n=>5)
consent discussions (n=15)

Perceptions of audio-recording process (feasibility /acceptability)
Two clinical studies If feedback acceptable to HCPs

Suggestions for QRI adaptation to India

Audio-recorded data transcribed and translated into English
Thematic analysis using techniques of constant comparison
Data triangulation across datasets

Developed data management/sharing mechanisms and guidelines

-®,
LT




Findings
High rate of acceptance to audio-recordings of consent discussions (15/17)

Recordings integrated within usual clinical and research practice (prior experience)
Patients and HCPs viewed audio-recordings as acceptable for research purposes

HCP: These audio recordings can be analysed and the
HCP: This we can do! further process of having the informed consent during
the trial can be much more beneficial, if there are any

faults, like that can be improved further.

Patient: The environment was pretty comfortable.

It was for research purposes, that is one thing she Patient: | feel recording part is right.
mentioned clearly.



Findings

Advantages of audio-recording the trial consultation

Documentation and evidence purposes Less conscious than audio-visual recording
HCP: Audio recording can be properly accessed by HCP: Since there is no visual the patient is less
DCGI or IEC person, can come and audit it properly conscious as compared to audio-visual, but

(...) they can verify it in much better way than in advantage of audio-visual is we can have the facial
written or verbal consent. expression as well.
Patient: The recording, it didn’t really affect the Demonstrates voluntariness of participation
conversation but it may affect further work. |
think that is point. Usually, we need evidence for HCP: We can doubt the voluntariness of the
everything (...) Suppose it wasn’t recorded and the participant in written consent but in audio recording
person might claim (...) they forced me to (agree.) the patient is already there with us so voluntariness
We will have an evidence that no it wasn’t forced. cannot be... (...)
Patient: It helps to analyse Patient: It is where you Patient: If the recording is happening it’s

information for the future. come to know the truth. fine or if it’s not happening also I’'m fine.



Findings

Concerns or disadvantages

* Patients and HCPs had concerns around confidentiality and recording of personal/health
data (drawing from previous experience of audio-visual recording)

HCP: They would sometimes get anxious and scared. That we are agreeing to participate, we are assuring
that we would follow your instructions but still why do you want to audio-video record? Are you going to
show it to someone?

HCP: Storage (of audio-recordings) should be done in a coded manner, confidentiality needs to maintained.

Patient: For research purpose | think recording it is fine but in normal conversation it | think it shouldn’t really
always be the case that it should be recorded. | should also be able to consult a doctor without being
recorded. People find that there are some diseases, which a person may find awkward talking to a doctor,
finding it being recorded is a little bit concerning



Findings
Providing feedback to HCPs: HCP perspectives
Some HCPs indicated that they anticipated being anxious about receiving feedback
 BUT were also keen to improve how they communicated with patients through
feedback

HCP: | can think that yes, it will be better for me because | am getting trained.

HCP: Some discomfort for me, my seniors or my auditor might hear (...) And whether it is correctly | am
giving the information or not. (Interviewer: So that doesn’t make you worried?) No. | am concerned about it
but I’'m not worried. It can be training procedure (...) | will become more confident in the future.

HCP: Not worried, no, but anxious, yeah, little bit (...) not a challenge but at back of my mind it will be there
that I will receive the feedback.



Findings

Providing feedback to HCPs: Patient perspective

Patient: They can improve on them, that is the point, and they can make themselves more clear about what
exactly they want to say. Suppose a patient was just quiet and sitting over there, they wouldn’t really get
was he understanding or not, but after the feedback they would actually understand - okay, so he wasn’t

understanding, so | should have been more casual or more comfortable trying to see if he actually
understood or not.

Patient: The doctor may have made it clear from his point of view and the patient may have not understood
it, so at times doctor may have thought like it may not be exactly my wrong position that he may not have
understood it. Sometimes the changes might be concerned to only one patient, so if he changes because of

only one person then it may cause problem for the other patients who feel comfortable with his normal style

of speaking.
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Suggestions for HCP feedback
mentioned by patients and HCPs
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 Feedback soon after
consent appointments for
real-time improvements

e Use of a structured format
for feedback where feasible

e Start from what the HCP has
done well



Conclusion

* Audio-recordings of consent discussions
operationalised without major challenges

* HCP and patient interviews indicate that audio-
recordings and feedback to HCPs are feasible and
acceptable in India

* A number of adaptations that can be made to the
QRI based on these findings

* Next steps... future large-scale adaptations of the
QRI in India
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Thank You!

cmm? Suggestions?

Questions?

sangeetha.paramasivan@bristol.ac.uk
nithyagogtay@kem.edu
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