Please see below for a link to the webinar recording for the Trials Methodology Research
Partnership:

Clinical research in low resource settings

Elizabeth Allen (University of Cape Town), Arancha De La Horra Gozalo (University of Oxford),
James O’Donovan (University of Oxford), Sangeetha Paramasivan (University of Bristol),
Wigilya Mikomangwa (MUHAS, Tanzania)

23 March 2021
On behalf of the Global Health Network

The slides are also available below.

For any queries, please contact ukimn@nottingham.ac.uk

Part 1: https://www.youtube.com/watch?v=5WU3eGgPyX4

Part 2: https://www.youtube.com/watch?v=MYwYQyT93MU
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A global community of practice for
Trials Methodology Research

Improving design, conduct, analysis of trials everywhere
* Trialists in all roles finding optimal methods

* Generating evidence for & implementing the most
effective, appropriate methods

* Reflecting local context, internationally relevant

==) Trials benefit from insight & experiences of those
working in both HICs & LMICs
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Remit of the Global Health WG

* Raise awareness of the field of trials methodology
research in LMICs

e Signpost to other working groups of the TMRP
 Promote freely accessible resources, training

* Encourage networking

* Facilitate small grants for LMICs




What we’ve been up to

* Membership @ approx. 80
* NB welcome to also join topic-specific WGs

* Integrated with the Global Health Network’s online
Global Heath Methodology Research hub

* Competition to win attendance at ICTMC 2019
TMRP Annual Meeting (recorded sessions)
 Twitter takeover @ MRCNIHRTMRP
* Pump priming awards 2020

ICTMC
2022

ﬁ Event Date

3rd - 6th October 2022




MRC-NIHR TMRP Webinar series 2

Previous recorded topics: adaptive trials, routine data, electronic
study management systems, implications of COVID-19 for trials,
involving the public with CTMR, using Twitter, CONSORT & SPIRIT

guidelines updates

14 April HRB-TMRN

* Recruiting to clinical trials in pregnancy: using a behavioural
lens to explore perceptions & experiences of recruiters

5th May: UK CRC Registered CTU Network

* Wishing you a lightbulb moment in clinical trial monitoring
(ways of improving monitoring)

www.methodologyhubs.mrc.ac.uk
https://globalresearchmethods.tghn.org/



http://www.methodologyhubs.mrc.ac.uk/
https://globalresearchmethods.tghn.org/

Pump priming awards

Uganda

Kenya

Uganda

Tanzania

UK/India

Thailand

South Africa

The practice of pilot studies in informing the conduct of HIV clinical trials in

sub Saharan Africa: a review of study protocols
Pilot implementation of Short Message Service for randomisationin a
multisite pragmatic factorial clinical trial in Kenya (PRISMS Study)

Photovoice to explore community members perspectives regarding health
and healthcare challenges in Mukono District, Uganda

Assessment of the challenges encountered in implementing vaccine clinical
trial methodologies in low income countries

Optimising Informed CONsent in clinical trials in low- and middle-income
settings: feasibility of an adapted QuinteT Recruitment Intervention (QRI) in
India (OrlON-I)

Exploring barriers to data reuse

Cultural competence in trial design and conduct
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The Global Health Network enables
easier, faster, and better research in

the world’s mos} challenging settings.
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58 Member areas

Coronavirus

Research implementation and
knowledge hub to support
equitable access to conducting
research the globe. Implementing
research within this pandemic is
critical, both for understanding...

&

Africa (DC

- '\ ot
African (&) aricacoc |
Union\ ¥/ == N
Africa CDC s 2 specialized
technical institution of the African
Union that strengthens the
capacity and capability of Africa’s
public health institutions as well
as partnerships to detect and...

VISIT SITE

The International Health
Regulations Strengthening
Programme is a UK Aid funded
technical assistance programme
contributing to international
efforts to improve global health...

VISIT

&

LactaHub

LactaHub aims to become 2
central, trusted source for
scientific and evidence-based
breastfeeding intelligence - both
by simplifying the search and
retrieval for relevant...

VISIT

&

DAC Trials

DESIGN,
ANALYZE,
COMMUNICATE

Excellence in Clinical Trials
through Better Design, Analysis
and Communication

‘ Epidemic Preparedness
Innovations

Epidemic Preparedness
Innovations (EPI) aims to bring
together knowledge, tools and
methods to support vaccine
researchers, developers, funders
and anybody working on or...

&

Global Vector Hub

The Global Vector Hub - making
vector-borne diseases history.

&

PAND@RA

The Pan-African Network For
Rapid Research, Response, Relief
and Preparedness for Infectious
Disease Epidemics (PANDORA-ID-
NET) is a novel multidisciplinary
‘One Health' initiative that...

Global Health Economics

GLOBAL HEALTH
ECONOMICS

Welcome to Global Health
Economics the community for all
reseachers in global health
economics, whatever your role,
location, or disease aregz, to share
their knowledge, tools and...

CONNECT

Connect

CONNECT is a collaborative open-
access web forum aimed at
strengthening the capacity of
health workers connecting with
research and society. Health
workers based in various work...

EPIDEMIC ETHICS

PHEPREN (Public Health
Emergency Preparedness and
Response Ethics Network) is 2
community of bioethicists for
ethics in global health
emergencies

UK-PHRST

Welcome to the UK-Public Health
Rapid Support Team open access
forum, for everyone interested in
responding to outbreaks of
infectious diseases.
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Research resources

GLOBAL DRUG
DEVELOPMENT

A comprehensive
interactive tool for
guiding developers,
grantees, or anyone

involved in the process
of developing

therapeutic drugs and

administration devices.

=
Site
FACILITATING PARTNERSHIPS
A free, open-access
tool to link research
sites with collaborators
planning research.

Find a research
partner now.
GO TO SITE
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eLEARNING

High quality and
certificated online
learning and
training tools to
provide a wide range
of clinical research

skills training. PROFESSIONAL

FIND OUT MORE !
MEMBERSHIP PROCESS MAP
SCHEME .
Build your professional M An interactive map
profile and record career quiding you through
development using this free the process of
tool. initiating a clinical

START NOW research study.

GO TO SITE




THE

=.. —  GLOBAL
Global health Methodology Research Hub =_ == HEALTH
NETWOR
Enabling research by sharing knowlaedge

Global Health Methodology

Research
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Grant Awards 2020
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MRC/NIHR Trials Methodology Research Partnership pump-priming grants

4 MRC

A community of researchers who
are interested in supporting the
generation of more and better
evidence to drive improvements he Globol Health Working Greup of the MRC/NINR THRP wald ke to end a big thank you t everyone who applied for small rants for tnls

Tre methodology research pump-priming activities. We had nearly 270 applications from 48 (yes, 48!) countries, of which 63 went through to a second

in health a(rOSS the g Iobe, round for review, 15 were short-listed and 7 ultimately awarded funding in a variety of interesting topics to a total value of £62,523.

Congratulations to the following awardees (in no particular order):

for Low and Middle Income Countries

« sylivia Nalubega (Uganda): The practice of pilot studies in infarming the conduct of HIV clinical trials in sub Saharan Africa: a review of study
Vl g” g”E > protocols 7 , 7 7
a = « Mercy Chepkirui Terer (Kenya): Pilot implementation of Short Message Service for randomisation in a multisite pragmatic factorial clinical trial
in Kenya (PRISMS Study)
- James 0’Donovan/David Musoke (Uganda): Photovoice to explore community members perspectives regarding health and healthcare
challenges in Mukeno District, Uganda

Wigilya Mikemangwa (Tanzania): Assessment of the challenges encountered in implementing vaccine dlinical trial methodologies in lowr
income countries

Sangeetha Paramasivan (UK/India): Optimising Informed cONsent in dinical trials in low- and middle-income settings: feasibility of an
adapted QuinteT Recruitment Intervention (QRI) in India (OrION-1)

« Naomi Waithira (Thailand): Exploring barriers to data reuse

« Nandi siegfried (South Africa): Cultural competence in trial design and conduct

There were excellent ideas that were not able to be funded, but we would like to see how we could work to support your work in ather ways,

@ G H WG TM R P through more training webinars, facilitating collaborations and identifying other funding opportunities. Please do consider joining the Global Health
— T

Working Group and The Global Health Metwork to keep in touch.

https://globalresearchmethods.tghn.org/

For any other queries about the Global Health Working Group please
contact Elizabeth Allen elizabeth.allen@uct.ac.za
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DAC Trials

DESIGN,
DESIGN, ANALYZE,

ANALYZE,
COMMUNICATE COMMUNICATE

Welcome AboutDAC DAC ProcessFlow DAC BestPractices QRGEIERRGREIGIIGENY FAQs ContactUs

Excellence in Cinical Trials

lhro-Jgn Be"ef Des;gn’ ."\03‘YSIS DAC Assessment Tool ~ Adaptive Design Toolkit ~ Publication Integrating Sex-Gender for Informative ... Consider  Target Policy Profile
Overview

and Communication

Target Policy Profile Overview

A tool to facilitate dialogue around evidence needed to effect a change in policy.

RS EsSIINISSNINIRIRRIIRERRRRERRRRRRRET
.

https://dac-trials.tghn.org/ S
ps: -Lghn.org Background
. In many cases, the end goal of clinical research is a chang o . .
. research and policy sides, which can lead to wasted mon : Editable Target .
. Target Policy Profile (TPoP) has been developed for use b - B - %
. questions to support policy decisions and at the point of ¢ : PO'l(y P"Jflle .
" envisaged that the TPoP could help researchers analyze tl . :
that evidence, and the nature of additional evidence neet ° templa‘e .
[ facilitate early and ongoing communication between rese . Ablank copy of the template N
\ knowledge and these relationships, clinical researchers c: *, foryou to download and ¢
requirements to generate optimal policies in an efficient . complete !
L]
3 Research shows that inclusion of policymakers in the “a ., e’
B I [__ l_ (' M E L I N DA the TPoP process before the TPoP format is settled on *esee®

(GATES foundation




EDCTP knowledge hub

EDCTP Knowledge Hub

The European & Developing
Countries Clinical Trials
Partnership (EDCTP) supports
collaborative research that
accelerates the clinical
development of new or...

VISIT SITE »

https://edctpknowledgehub.tghn.org/

Steps

Concept Protocol crowd review
SEPTRE Electronic Protocol Tool
Study Walk-through toolkit
Resources

Data management

Protocol
development
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Data sharing

toolkit
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Data management basics
Steps

Data Management Plan
Resources

<s

Data management basics
Steps

Repository Finder
Resources

Click on the icons to view the guide, resources, go directly to the
protocol tools or learn about the Study Walk-through method

Protocol Development
Steps
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Study Walk-through
Toolkit
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Concept Protocol
Crowd Review

SEPTRE Electronic
Protocol Tool
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COVID-19 Research Implementation

and Knowledge Hub TGHN webinar events calendar

https://hub.tghn.org/event-tghn/

SKMCH&RC Site Protocol
for SOLDIARITY trial v1.2

SKMCH&RC Site Protocol
for SOLDIARITY trial v1.3

® click on the nodes to download the materials (& YOUTUbe Channel

=  ©BYoulube U o = @@
m Informed consent i -
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LIArnac . Delegation Log
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Subject. o COVID-19 Patients in
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feusing BR nternational Blast Injury Researc
Please note:
Temperalure The marked material is N k
Y peirremre— an active document and
Monitoring, will be modified in light etwo r
Log of emerging evidence

For any other queries about the Global Health Working Group
please contact Elizabeth Allen elizabeth.allen@uct.ac.za



THE USE OF PHOTOVOICE TO INFORM
CLINICAL TRIALS IN GLOBAL HEALTH -

A CASE STUDY FROM UGANDA

- DPhil, MBBS, MRes - Study Co-PI

— Lecturer, Makerere University School of Public Health
— Study Co-PlI

— Omni Med, Uganda
— Omni Med, Uganda
—Makerere University School of Public Health



OUTLINE

Rationale for our study
Background to Photovoice
Research questions

Study setting

Methods

Preliminary Results

Unanticipated challenges




RATIONALE FOR STUDY — THE PROBLEM

It is essential that clinical studies in low- and middle-income countries (LMICs) explore locally
identified areas of concern, in order to ensure clinical trials are contextually relevant and
incorporate local knowledge.

However, there is a relative paucity in community members involvement in healthcare related
research projects in LMICs.

A systematic review by George et al. pertaining to community involvement in health systems research in
LMICs found that from 260 articles, 95% supported community’s in implementing interventions but only
18% involved communities in identifying and defining problems.

Reference
George AS, Mehra V, Scott K, Sriram V (2015) Community Participation in Health Systems Research: A Systematic Review Assessing the State of Research, the Nature of Interventions
Involved and the Features of Engagement with Communities. PLOS ONE 10(10): e0141091. https://doi.org/ 1 0.137 | /journal.pone.0 14109



https://doi.org/10.1371/journal.pone.0141091

RATIONALE FOR STUDY — A PROPOSED SOLUTION

Community Based Participatory Research (CBPR) is a useful approach to address this challenge.

CBPR involves local stakeholders being central to the research process.

CBPR can be a valuable way of helping to ensure research remains contextually relevant, and helps to better
understand the lived experiences of a community.

Specific to clinical trials CBPR has consistently been suggested as a means of increasing and diversifying
participation, as well as their relevance and quality to end users (i.e. patients or community members).




PHOTOVOICE

Photovoice is a Participatory Visual Method.

In a photovoice study cameras are given to individuals in order to capture photographic images around a
central theme which is normally of community importance or concern.

These photographs are then used to facilitate interview-style discussions to explore the theme further.

The photographs and findings from the discussions are then shared with the wider community with the aim of
action and change.




STUDY SETTING

KAMULI
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STUDY AIMS

In Mukono District, it is unclear as to how community members perceive the delivery of healthcare, local disease
burdens, and the barriers they face in accessing care.

The aim of this study is to explore the feasibility and acceptability of using photovoice with community
members to understand their experiences and perspectives of health and healthcare in the region.




METHODS

14 community members from the Seeta Nazigo Parish, Mukono were purposively selected to participate in
the photovoice project.

There was no restriction placed on sex, gender, language, religion or tribe.




METHODS CONTINUED...

Community members were provided with cameras to capture images relevant to health issues and challenges that
they face

A 2-day training workshop was held covering: use of the cameras, obtaining consent




METHODS CONTINUED...

Participants have been interviewed by the study research facilitators once each month at the local health centre,
using the photographs as central discussion points and using the SHOWED acronym:

What do you See here!

What is really Happening here!?

How does this relate to Our lives?

Why does this concern, situation, or strength exist?

How can we become Empowered through our new understanding?

And, what can we Do!?

We are analysing the data using Braun and Clarke’s 6-stage framework for thematic analysis.

References

Liebenberg L. Thinking Critically About Photovoice: Achieving Empowerment and Social Change. International Journal of Qualitative Methods. December 2018. doi:10.1177/160940691875763 1
Virginia Braun & Victoria Clarke (2006) Using thematic analysis in psychology, Qualitative Research in Psychology, 3:2, 77-101, DOI: 10.1191/1478088706qp0630a



https://doi.org/10.1177/1609406918757631
https://doi.org/10.1191/1478088706qp063oa

PRELIMINARY FINDINGS

* 53 relevant photos captured in the first month




THEME ONE -THE HIDDEN BURDEN OF
CHILDHOOD DISABILITY

That is a young lady with her first born
child. She gave birth to her baby when he
is very normal, but after some time, the
baby just stopped talking




“I took a photo of this child because of how
helpless her situation is. She can neither shower
nor eat on her own”

“Her wheel chair is broken and her family can’t afford
a new one. She needed that wheel chair for daily
movements including going to the health centre in
case she falls sick.”

“Also, a place can be built for such children to be
taken care of so that they feel safe.That place can
also offer them free treatment whenever they need it
because their needs are many. Being a girl who is now
| 7 years, she is undergoing changes in her body like
menstruation”



That boy was affected by cerebral
malaria which affected his brain...he
shouts a lot and talks alone, he lives
with his mother, the challenge his
mother has is how to get medication
from Butabika (mental health facility)
that helps to calm him down.The
facility is far and his mother has no
transport to take her there.



Why is this important?

* It demonstrates the high and hidden burden of disability in the local area
and the impact it has on parents and carers

* This finding is important for the future clinical trials given that this could be
the primary focus of the clinical trial

* Disability is an underexplored area, especially in Ugandan and sub-Saharan
Africa more broadly

* The community have been able to identify specific areas for clinical trial
focus such as a holistic models of support including increased sensitization
and training, provision of medications and the creation of formal links to
specialist support and assessing the effectiveness of different aspects of this
model



CHALLENGES FACED BY THE ELDERLY

THEME TWO -




THEME THREE - LOCAL INFRASTRUCTURAL CHALLENGES
AS A BARRIERTO GOOD HEALTH

What is the challenge?

“Someone is fetching water from a dirty jerry can...for

drinking...It is an unprotected water source that people
actually use”

Why is this a particular challenge?

P RN

e ! b TS|

“Our population have low incomes and cannot afford to build
protected water sources. It is too expensive for us. Also, they
do not understand the dangers of drinking un-boiled water
since they have grown up watching people around them doing
so.Those who are aware of the dangers are lazy and
reluctant.”

/
4
7

How this could be addressed?

“We need support from an organization or district leaders.
We could create awareness and provide clean jerry cans to
people.”




What is the challenge?

“The poor condition of the roads hinders our ability to access the
health centre”

Why is this a particular challenge?

“In terms of health, we don’t have a nearby government health
centre so we have to go to Seeta and that’s the road that takes
us there. | personally fell on that same road with my dad when
we were heading to the health centre. It’s the reason | took this
photo”

How this could be addressed?

“Community mobilization. .. The first responsibility should be us
since we are the ones directly affected.The local government also
has a role to play ”



FEASIBILITY AND ACCEPTABILITY OF PHOTOVOICE

Challenges with the camera (n=2) - Two community members were unable to capture appropriate photos for the initial
set of interviews and so required further training

Challenges with the method (n=8)

= Initial suspicion about the use of cameras & capture of photographs (n=6)

“After the training, it was challenging because people in my village were wondering when | became a qualified health worker for me to
begin asking them questions about health. | kept explaining to them that there’s an organization that trained and asked us to take photos
so that they can identify the health needs of our area. On hearing that, many started trusting and confiding in me... all is well now”

- Community members not wanting to discuss their problems openly (n=1)

“Most of them don’t want to share their challenges, they are not straight forward yet sometimes we to know the difficulties they go
through but they don’t want to talk about them”.

Challenges with children articulating their challenges (n=1)

“In most cases | find children who can’t talk. Their parents or grandparents have to explain the problems they face but | don’t think they
tell the full story of the problems they are having”




UNANTICIPATED CHALLENGES RELATED TO THE STUDY

Pandemic related issues = procurement of hardware for the study e.g. cameras / solar chargers

Ethical review delays = in-person IRB meetings were delayed

Funding challenges = money was sent to wrong division at School of Social Sciences
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Feasibility of an adapted QuinteT
Recruitment Intervention to Optimise
Informed cONsent in clinical trials in India:
OrlON-I study

Sangeetha Paramasivan

Population Health Sciences, Bristol Medical School, University of Bristol

On behalf of the study team
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Background

Number of clinical trials approved by CDSCO*, India, by year

Number of CTs approved by CDSCO

TRIPS agreement
came into effect

(@)]
i
o
o
Reports of ethical
issues in clinical trials
Most recent

TRIPS agreement Supreme Court halts regulatory changes

fully binding for India approval of new trials; new
regulations introduced

Singh, 2013; Chawan et al, 2015; Jeffery et al, 2018; Gogtay et al, 2017; Jesani et al, 2019

Regulatory / other
context

* CDSCO — Central Drugs Standard Control Organisation — National Regulatory Authority in India



Background

* Increase in the number of clinical trials approved by the regulatory
authorities after 2005 (when TRIPS agreement became fully binding)

* Sharp decline after 2010, to about 2013 — but picking up again

* Possible reasons for decline:
e Reports of ethical misconduct, predominantly in relation to informed consent
* Concerns for patient safety and autonomy

* Robust health activism — public interest litigations from non-governmental
organisations

» Supreme Court halted approvals for new trials in 2013

* Current evolving context
* Newest regulations — New Drugs and Clinical Trial (NDCT) Rules, 2019
* Indian Council for Medical Research’s (ICMR) guidelines



Systematic scoping review

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

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

9699 screened, 282 full texts obtained, 80 included
of topics covered; studies often conducted with

Studies on
topics such as research ethics or their understanding of information given to obtain
consent for research participation

, hamely ethics committee members and healthcare students,
were frequently researched

* A range of research gaps identified, including the



Systematic scoping review

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

BM Global Health

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

Paramasivan 5,%*" Davies P, Richards A,** Wade J,* Rooshenas L,** Mills N, Realpe A,*? Raj JP,*
Subramani 5,7 Ives J,° Huxtable R,® Blazeby JM,%” and Donovan JL% 2

AGCEPTED

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



What is the QuinteT Recruitment Intervention (QRI)?

Donovan et al. Trials (2016) 17:283

DO 10.1186/513063-016-1391-4 TrIaIS

: @ CrossMark

Optimising recruitment and informed
consent in randomised controlled trials: the

To understand and development and implementation of the
optimise recruitment Quintet Recruitment Intervention (QRI)
a nd info rmEd conse nt Jenny L. Donovan'*, Leila Rooshenas', Marcus Jepson', Daisy Elliott', Julia Wade', Kerry Avery', Nicola Mills',

Caroline Wilson', Sangeetha Paramasivan’ and Jane M. Blazeby

Qualitative Haalth Research

- Embedded in

Intensive Triangulation of Qualitative S 210
feasibility or main trial Research and Quantitative Data to EE’EﬂE‘ﬁT?ﬁ%‘EﬁE&Z’QE;

journals sagepub.com/home/ghr

Improve Recruitment to Randomized §SAGE

- At outset or if Trials: The QuinteT Approach

struggling to recruit

Quintel

M RC Methodology Research Qualitative research Integrated within Trials

Leila Rooshenas', Sangeetha Paramasivan', Marcus Jepson!,
and Jenny L. Donovan!, on behalf of the QuinteT Research Group

ConDuCT-II Hub
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QuinteT Recruitment Intervention: methods

Phase I: Understanding recruitment obstacles (rapid)
* Mapping recruitment pathways, assessing screening and eligibility procedures

* Interviews with trial staff (and sometimes patients)

@ecordings of ‘recruitment consu@

* 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

Ut
%@f\?g * Written guidance and information *) “ﬂi"@

) e Changes to trial literature to improve clarity
* Adjustments to trial pathways and processes II" ll "I‘ ‘hi




Personal context: India-UK-India

* International Strategic Fund, UoB
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OrlON-I study

Aims: To investigate the feasibility of audio-recording (AR) trial consultations & acceptability of using

them to provide recruiter feedback in one centre in India, to facilitate scaling up in a larger study

* Objective 1: To explore feasibility of obtaining recruiter-patient consent for
ARs and successfully implementing ARs in selected trials

* \Vlethods: AR of trial consultations after informed consent from recruiters and
patients (n=15)




OrlON-I study

Aims: To investigate the feasibility of audio-recording (AR) trial consultations & acceptability of using

them to provide recruiter feedback in one centre in India, to facilitate scaling up in a larger study

* Objective 2: To examine recruiters and patients views on acceptability of ARs
and for providing feedback to recruiters

* Methods

 In-depth semi-structured interviews with recruiters and patients (n=10)
e Suggestions to adapt QRI components

bl




OrlON-I study

Aims: To investigate the feasibility of audio-recording (AR) trial consultations & acceptability of using

them to provide recruiter feedback in one centre in India, to facilitate scaling up in a larger study

* Objective 3: To formulate processes for translation/transcription of ARs, data
analysis and mechanisms for data management/sharing across India and UK

* Methods: Develop data management/sharing mechanisms and guidelines on:
* Transcribing and translating from Marathi/Hindi
* Measures to anonymise, label, securely store ARs/transcripts

* Collaborative analysis across KEM-India and UoB-UK
e Data transfer

* Measures to facilitate future secondary analysis

To inform main grant with additional centres




{4 Progress

Since June 2020...
* Contracts and research agreements ‘/

* Protocol, participant information sheets and /
consent forms

 Ethics application (Institutional Ethics Committee,\/
KEMH, Mumbai) Outcome: Conditional approval
granted subject to approval from the Health
Ministry Screening Committee (HMSC) in India

* Final approval: HMSC application submitted mid-
December 2020 - awaiting review

/



Acknowledgements

Co-applicants:

1. Dr. Nithya Gogtay, Additional Professor, Clinical Pharmacology, KEM, Mumbai, India

2. Professor Urmila Thatte, Head of Clinical Pharmacology, KEM, Mumbai, India

3. Dr. Jeffrey Raj, Senior Resident, Clinical Pharmacology, KEM, Mumbai, India

4. Professor Jenny Donovan, Bristol Medical School, QRI founder/pioneer, UoB, Bristol, India
Collaborators:

1. Professor AS Ramakrishnan, Surgical Oncologist, Head of Research, Cancer Institute, Chennai, India

2. Dr. Abhijit Nadkarni, Founder and Co-Director of Addictions Research Group, Sangath, Goa, India and London School of
Hygiene and Tropical Medicine, UK

3. Dr Anant Bhan, Adjunct Professor, Centre for Ethics, Yenepoya University, Mangalore; President, International Association
of Bioethics; Lead, Sangath-Bhopal hub

4. Dr. Jennifer Van llo Nuil, Medical Anthropologist, Research Fellow, Oxford University Clinical Research Unit (OUCRU), Ho
Chi Minh, Vietham

5. Dr. Nguyen Than Ha Quyen, Ethics Team Leader, Senior Clinical Research Associate, OUCRU, Ho Chi Minh, Vietnam
6. Ms Nguyen Thi Hong Yen, Anthropologist, Social Science Research Assistant, OUCRU, Ho Chi Minh, Vietnam
Advisory panel:

1. Dr Roli Mathur: Head of Bioethics Unit, Indian Council of Medical Research, Bangalore

2. Ms Sarojini Nadimpally: Executive Director, SAMA Resource group for women and health, New Delhi; public health

researcher/social scientist
3. Dr Amar Jesani: Founder/Editor Indian Journal of Medical Ethics; Faculty member, Centre for Ethics, Yenepoya University,
Mangalore

4. Ms. Evelyne Kestelyn: Head of Clinical Trials Unit, OUCRU, Vietnam
5. Dr Susan Bull: Senior Researcher-Ethics of Genomics and Global Health, Ethox Centre, University of Oxford /
6. Dr Jonathan Ives: Reader-Empirical Bioethics, UoB

7. Professor Usha Menon: Professor-Gynaecological Cancer, University College London, UK; Strategy Le linical
Development Services Agency/Adjunct Professor-Translational Health Science and Technology Institute, New Delhi

8. Professor Mike Clarke: Director of MRC Methodology Hub, Queen’s University Belfa_



References

* Singh S. Clinical Trials: New Horizon — India. CDSCO/DCGI presentation at the WHO, International
Conference of Drug Regulatory Authorities. 2013.
http://www.pharmexcil.com/data/uploads/clinicaltrials.dr.surinder.ppt. Accessed 26th November
2020.

 Chawan V, Gawand K, Phatak A. Impact of new regulations on clinical trials in India. International
Journal of Clinical Trials. 2015;2:56.

» Jeffery R, Porter G, Jesani A, Sariola S, Ravindran D. Structure, organization and knowledge production
of the Indian clinical trials industry. In: Jesani A, Prasad P, eds. Equity and Access: Health Care Studies in
India. Noida, India: OUP India; 2018:178-201.

* Gogtay NJ, Ravi R, Thatte UM. Regulatory requirements for clinical trials in India: What academicians
need to know. Indian journal of anaesthesia. 2017;61:192-199.

e Jesani A, Srinivasan S. New Drugs and Clinical Trials Rules, 2019: The market trumps ethics and
participant rights. Indian journal of medical ethics. 2019;4(2):89-91.

* Paramasivan S, Davies P, Richards A, Wade J, Rooshenas L, Mills N, Realpe A, Raj JP, Subramani S, lves J,
Huxtable R, Blazeby JM, Donovan JL. What empirical research has been undertaken on the ethics of
clinical research in India? A systematic scoping review and narrative synthesis to map the evidence.
BMJ Global Health, Accepted 24t February 2021 (in press).


http://www.pharmexcil.com/data/uploads/clinicaltrials.dr.surinder.ppt

“If you have come here to help
me, you are wasting your time.

But if you have come because

your liberation is bound up with
mine, then let us work
together.”

—aboriginal activists group, Queensland, 1970s

Through Lilla Watson, Aboriginal educator, artist and activist
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Trials Methodology
CHALLENGES ENCOUNTERED IN IMPLEMENTING
VACCINE TRIALS IN LOW MIDDLE INCOME

COUNTRIES: EXPERIENCES FROM TANZANIAN
INVESTIGATORS

WIGILYA MIKOMANGWA (BPharm, Msc)




Background 1/2

=LMICis the house of the disease of the poor (HIV, Malaria, TB and NTDs)

4 R
- 1B Treatment/prophyla
, - Malaria ( Xis
= - HIV
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Background 2/2

=Only few vaccines are in clinical trial phases

=Lack of documented methodological challenges encountered by vaccine trialists in LMICs like
Tanzania

=\We intended to explore challenges experienced by Tanzanian investigators when conducting HIV,
TB and malaria vaccines




Methodology

=Explorative design

*In-depth Interview involving
Investigators of vaccine trials in Tanzania

*HIV and TB trials at MUHAS and
Malaria vaccine at IHI (Bagamoyo)

=Analysis is still ongoing to explore the
challenges encountered by investigators
during the conduct of vaccine trial
designs in Tanzania.

= Protocol approval

= Recruitment of volunteers
= Retention

= Enabling environment

~ Malaria vaccine
- center-1HI
(GELE[0Y6)




Preliminary findings

Challenges encounted during protocol approval,
volunteer recruitment, retention and enabling
environment



Protocol approval

P1
Application Ethical review “...1 think reviewers
P2 are not experienced
“...now days we submit p ?eca;ﬁ_e Olncle you apply
electronically, however, o : Inadequate number of or ethical clearance,
the system is not user Sugrgltlailgrnfﬁ;%caelss 1S reviewers with expertise i there are lot back forth
friendly, it is y vaccine trials comments, which if the
unnecessarily long and ) (RS Wgrti .
. 2 . ) e experience ey wou
repetitive. .. Poor communication between Delay in approval # y
the NatREC and applicant HCESENEWRATIE
PP >6months mean”
High application Fee; Ethical approval time is shorter than
NatREC-500USD requested (short expiry)

NRA-3000USD -




Volunteer recruitment

| i

“...volunteers are awareness on the vaccine trial P3

like sheep to be “...it is not difficult to
sacrificed, you will =False beliefs recruit volunteers if are
be infertile and male aware of the trial vaccine
sperms are but is not easy to recruit
destroyed... if you them if the community is

*Inadequate community and potential volunteer’s

=Takes a lot of time and resources to raise

agree to volunteer | community awareness not well informed of the
will curse you....” trial vaccine...It was very
=The significant others phenomenon difficult initially but

nowadays we do
community sensitization..”

*The need to engage or involve community in
the design of vaccine trials*




Retention

Despite of high retention rate, several challenges have been noted to contribute to high attrition

rate P1
o “...some are
. Migration convinced by their
] friends or relatives to
Loss of interest stop. ..some just

‘Long —follow up time decide to quit with no
proper reason...others

stop because they
experienced some

Complete side effects even if not
the StUdy linked to the trial

vaccine...”

Infected

Recruited \/Aolunteers

Pregnancy

Significant others

Peer pressure
AEI




Enabling environment

=L_ack of skilled personnel to conduct vaccine trials

=L_ack of curriculum for training vaccine trials

=L_ack awareness not only in the community but even

In the scientific community

=Lack of reliable of Power supply

=Competing interest

“...availability of skilled
personnel is still a challenge,
as vaccine trial is a new field

In our country... the same
people who were trained since
the introduction of this

vaccine in 2008 are still the
same up to now.. may be
because there is no accredited
course on vaccine clinical
trials...”




Challenges faced in this project

=Slow rate of recruitment. This have affected the estimated time of study completion.

=Coordinators of vaccine trials refused to provide contact and list of trial participants due to fear of

breach of confidentiality, so they were not included in the study as was proposed.
=The findings rely on experiences from investigators and regulators

=Some potential key informants refused to participate because of fear from political leaders
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