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About the Venue: JIMSH

Jagannath Gupta Institute of Medical Sciences and Hospital (JIMSH) is a renowned and leading
multi-specialty hospital located at Budge Budge, Buita, Kolkata-700137. Since its establishment in
the year 2016, it has been successfully serving people from West Bengal as well as from other
states. JIMSH has been committedly working in the medical field to foster patient care with
advanced medical approach. Apart from providing quality health care services, it has also focused
to create excellence in education where through establishing technologically advanced learning
system and implementing innovative learning approaches, JIMSH is creating a new dimension in
the medical studies.

How to Reach:

Via Flight: Kolkata is well connected to other major cities of the country via regular flights.
Airports: Netaji Subhash Chandra Bose International Airport JIMSH, Budge budge is at a distance
of 45 kms from the Airport.

Via Train: Nearest Rail stations are Sealdah (29.8 kms via sampriti bridge), and Howrah
station(29.1 km via BT Road) for long distance trains*. Nearest Local railway station: Budge budge
station(6 kms )**

*We will be providing bus pick up and drop two nearby Medical colleges, NRS Medical College
and IPGMER for facilitating the transport of Delegates.

**Pick up and Drop facilities will be there for the delegates.

The Rajbari Bawali JIMSH Guest House

983-631-0106

801-711-6648 824-010-4102 810-018-1600 033-4180-0305
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Message from the desk of Chairman, JIMSH

) 4

o etk .

It is my distinct honor to welcomeyou to the 11th AnnualNationalConferenceof the Forum
for EthicsReviewCommitteesin India (FERCICORD24), hostedby JagannathGuptalnstitute
of Medical Sciencest Hospital (JIMSH)from November7-9, 2024 Thisyear's conference
theme, "AssuringQuality of Reviewand Oversightby Ethics Committees,"is particularly
timely andrelevant,addressingressingcontemporaryissues

We take immense pride in organizingthis prestigiousevent, and | extend my sincerest
appreciationto the OrganizingCommitteemembersfor their tirelessefforts in ensuringits
success The conference promises an engagingand comprehensiveprogram, featuring
esteemedexpertsdeliveringinvited lectures,symposiapanel discussionsand mini-lectures
overthree days

| believethis conferencewill strengthenunity among Associationmembersand serveas a
sourceof inspirationand motivation for the youngergeneration fosteringgreaterenthusiasm
for medicaleducationandscientificresearch.

| extend my heartfelt best wishesto all participantsand wish for the grand successof this
esteemedconferenceBest

Regards,

Krishna Kumar Gupta
ChairmanJIMSH

Hospital : City Office : Phone : +91-33-66112222 Fax : +91-33-24820641
K. P. Mondal Road, Buita, 7/1 Russel Street, +91-9903396230
Budge Budge, Unit 1B,

Kolkata - 700137 Kolkata - 700071 Website : www.jimsh.org Email : contact@jimsh.org
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Message from the desk of Vice Chairman, JIMSH

It givesgreat pleasureto welcomeyou to the 11th Annual National Conferenceof the Forum for
EthicsReviewCommitteesin India(FERCICO2024), hostedby JagannattGuptalnstitute of Medical
Sciences& Hospital (JIMSH)from November7-9, 2024 The theme of the conference,"Assuring
Qualityof Reviewand Oversightoy EthicsCommittees,'is apt and opensup scopesof the way Ethics
Committeefunctions

We are happyto havethe opportunity to hostthis NationalConferenceand sincerelyappreciatethe
OrganizingCommitteemembersof FERCICORD24for their immenseefforts in ensuringits success
We hope the conferenceunfolds an enlighteningprogram, featuring esteemedexperts delivering
invited lectures,symposiapaneldiscussionsand mini-lecturesoverthree days

| believethis conferencewill strengthenunity amongAssociatiormembersand serveasa sourceof
inspiration and motivation for the younger generation, fostering greater enthusiasmfor medical
educationand scientificresearch | extend my heartfelt best wishesto all participantsand wish for
the grandsucces®f this esteemedconference

BestRegards

Dr. BalramGupta
ViceChairman JIMSH

Hospital : City Office : Phone : +91-33-66112222 Fax : +91-33-24820641
K. P. Mondal Road, Buita, 7/1 Russel Street, +91-9903396230
Budge Budge, Unit 1B,

Kolkata - 700137 Kolkata - 700071 Website : www.jimsh.org Email : contact@jimsh.org
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Message from the desk of Executive Director,
JIMSH

It is my proud privilegeto welcomeyou to the 11th AnnualNational Conferenceof the Forumfor
EthicsReviewCommitteesin India(FERCICO2024), hostedby JagannattGuptalnstitute of Medical
Sciences& Hospital (JIMSH)from November7-9, 2024 Thisyear's conferencetheme, "Assuring
Quality of Review and Oversight by Ethics Committees," is particularly timely and relevant,
addressingpressingcontemporaryissues

We take immensepride to host this prestigiousevent, and | deeplyappreciatethe relentlessefforts
of the OrganizingCommittee membersto culminate this into a grand successThe engagingand
comprehensiveprogram, and its esteemedexpertsfrom all parts of the globe delivering invited
lectures, symposia, panel discussions,and mini-lectures over three days promises interesting
insights

| believe this conferencewill serve as a source of inspiration and motivation for the younger
generation takingresearchethicsto greaterheights

| wishall participantsinsightfullearningoverthe 3 day. Maythe Conferencéoe a grandsuccess
BestRegards,

Dr. ShubhangiGupta
ExecutiveDirector

Hospital : City Office : Phone : +91-33-66112222 Fax : +91-33-24820641
K. P. Mondal Road, Buita, 7/1 Russel Street, +91-9903396230
Budge Budge, Unit 1B,

Kolkata - 700137 Kolkata - 700071 Website : www.jimsh.org Email : contact@jimsh.org
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Message from the President of Forum for Ethics
Review Committees in India

It givesme greatpleasureto write this messagdor the 11th NationalConferenceof Forumfor Ethics
ReviewCommitteesin India (FERCI}he national chapterof WHOinitiated Forumfor EthicsReview
Committeesin AsiaPacificregion (FERCARyhich is being held at the JagannathGuptalnstitute of
Medical SciencesKolkatathis year We are gratefulto the institution for holdingthe Conferencehis
year and extendingits hospitality and supportfor this event Thetwo mostimportant factorswhich
will help good researchare a review of the scienceand ethics content of researchproposalsand
informed consentdocuments Theethicscommittee (EC)membersshouldgearthemselveso meet
the demandby being updated on researchethics and related regulations FERCtonferencechose
W! & a QuilityysfReviewand Oversightoy the Ethics/ 2 Y Y A (adti8s® 50 thekdéfor making
ECmembersawarethat they must take their role and responsibilitiesnore seriouslyto protect the
rights, safetyand well-being of researchparticipants | am surethat the convergenceof participants
and national and international speakersfrom different areas of health researchwill enrich the
participants' knowledge, leading to better outcomes in quality assuranceand improvement in
researchandpublications | wishthe programall successandhopethat it will leadto fruitful learning
at the conference

=

Dr. NandiniKumar
President FERCI
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Message from the desk of Secretary FERCI

The Forumfor EthicsReviewCommitteesin India(FERCNvelcomesall the delegatesto the annual
academicmeet focusingon Quality of Reviewand Oversightby the EthicsCommittee Over the

years,FERGE striving towards capacitybuilding of the ethicscommittee membersand researchers
all over India Theulterior gainis to facilitate effective functioningof the EthicsCommitteesall over

India, leading effectively towards safeguardsof the dignity, rights and well being of research
participants

FERCIs organizingthis conferencejointly with JagannathGupta institute of Medical Sciences&
Hospital(JIMSKolkata We expressour deep gratitude to Mr. KKGupta,Chairman,and Dr Balram
GuptaVice Chairman JIMShospitalfor hostingthe conference We sincerelyappreciatethe efforts
of Dr ShantanuTripathi OrganisingChairman FERCORO024, PrincipalIMShospitalfor painstakingly
working towards makingthis academicmeet possible Our gratitude to the entire organisingteam
for their hardwork andassiduousfforts overthe lastfew monthsto makethis daypossible

This hybrid meet will ensurethat the learningsfrom this 3 day meet will empower you to face
challengesalongyour path in researchethicswith easeand confidence Thevariedtopicsin the 3

day meet from multicenter trials, WHO benchmarkingtool, ethical review challengesfor EC
functioningto integrativeresearchwill give new learningsin conductand review of Ethicsresearch
Ethicscommitteeshavethe mostimportant role to ensurequality researchby havingan oversight(

comprehensivereview and monitoring mechanisms)ith simultaneousquality checkthrough self
assessments We look forward to your active participation and brainstormingto leash out new
challengesn Biomedicaresearch Onceagain,a warm welcometo all. Wishinga grand successo

the organizingeam.

With regards,

Dr. LalitaSavardekar

SecrethyFERCIScientiBt

Reproductiveand Bone Health Unit &harge,

Woman'sHealth Clinic & Bone Health Clinic,

NaigaonICMRNational Institute for Research in Reproductive and CHidlthJ
.M.Street Pare]

Mumbai 400012 o
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Dear Delegates, Respected Dignitaries, Honoured Guests,

I have the pleasure in welcoming you ALL to the 11™ Annual National Conference of
Forum for Ethics Review Committees in India — FERCICON 2024 to be held at our
institution, Jagannath Gupta Institute of Medical Sciences & Hospital, Budge Budge
(JIMSH), during 7-9 November, 2024. The Conference Theme is interesting — “Assuring
Quality of Review and Oversight by the Ethics Committees” that is indeed very
pertinent carrying huge contemporary relevance.

We are proud that our Department of Pharmacology took this challenge to organise this
Conference at our institute. I most cordially congratulate the members of the Organising
Committee who put their best to make this great event a grand success.

An engaging learning programme awaits us over the three whole days — 7%, 8" and 9th
November, 2024 with invited lectures, symposia, panel discussions and mini lectures,
covering diverse state-of-the-art and contemporary topics to be deliberated by renowned
experts, along with an optimum number of oral presentations by youngsters.

I express my sincere thanks to all the dignitaries and delegates who would grace this event
taking a break from their busy schedule sparing their valuable time. My institute offers the
perfect ambience for learning as well as social communication and networking. I take this
opportunity to extend our thanks and gratitude to all the delegates who have come from
far and distance to attend this important Conference. On behalf of JIMSH, Budge Budge,
I assure you all the best of our support and cooperation as necessary to achieve the
objectives of the Conference.

Wish FERCICON 2024 a grand success!

Prof Santanu K Tripathi
Dated 5" November, 2024 Principal
Kolkata JIMSH, Budge Budge
&
Organizing Chairman,
FERCICON 2024
Hospital : City Office : Phone : +91-33-66112222 Fax : +91-33-24820641
K. P. Mondal Road, Buita, 7/1 Russel Street, +91-9903396230

Budge Budge, Unit 1B, ) .
Kolkata - 700137 Kolkata - 700071 Website : www jimsh.org Email : contact@jimsh.org
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Prof Debasis Bhattacharyya
Director General — Academics
JIMSH, Kolkata

Date: 05.11.2024

Message

It is a great pleasure to know that JIMSH is conducting FERCICON 2024 during hih
November, 2024. The theme of the Conference “Assuring Quality of Review and Oversight by
the Ethics Committees™ is very much timely and appropriate.

I wish the conference grand success and I believe the deliberations in the conference shall bring
newer insights and recommendations that we can follow towards better and more ethical conduct

of clinical research in the country.
b

Prof Debasis Bhattacharyya
To
Prof Santanu K Tripathi
Principal, JIMSH &
Organizing Chairman — FERCICON 2024
Hospital : City Office : Phone : +91-33-66112222 Fax : +91-33-24820641
K. P. Mondal Road, Buita, 7/1 Russel Street, +91-9903396230

Budge Budge, Unit 1B, . -
Kolkata - 700137 Kolkata - 700071 Website : www.jimsh.org Email : contact@jimsh.org
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MESSAGH-ROMTHE DESK OF

Organizing Secretary, FERCICON 2024

It is with immensepride and honor that | extend a warm welcometo all esteemedpatrticipants of
FERCICORD24 Thisyear, the conferencetheme, "AssuringQuality of Reviewand Oversightby the
EthicsCommittees,"resonateswith the crucialrole that ethics committees play in safeguardingthe
integrity and ethical rigor of clinical research In an era where researchmethodologiesare evolving
rapidly, and trials are becomingincreasinglycomplex,the needfor robust ethical review and oversight
mechanismshas never been more pressing Our theme reflects the commitment to uphold these
standards, ensuring that ethics committees remain vigilant and adaptive to contemporary ethical
challenges

On behalf of the organizingcommittee, | would like to extend heartfelt gratitude to the Jagannath
Guptalnstitute of Medical Sciencesand Hospital (JIMSHYor graciouslyhostingFERCICOR024. JIMSH
has been instrumental in facilitating an environmentconduciveto meaningfuldialogueand learning,
further enrichingthe conferenceexperienceor all delegates

It hasbeena true honorto work underthe guidanceof Prof. SantanuK Tripathi, whosecontributions
to clinicalresearchethicsin Indiaare both profoundandinspiring Prof

Tripathi'svisionaryapproachand deepcommitmentto ethicalresearchpracticeshaveseta benchmark
in the field. Hisguidancehasbeeninvaluablein shapingthis conference and his unwaveringdedication
to ethicalrigor servesasa modelfor usall. Servingasthe OrganizingSecretaryunder hisleadershiphas
beena rewardingexperienceone that hasallowed me to gaindeeperinsightsinto the principlesthat

shouldguideall clinicalresearchendeavors

Our gratitude also extendsto Dr. Nandini Kumar and Dr. Lalita Savardekay along with all respected
members of the organizingcommittee and steering committee, for their unwavering support and
dedication Their efforts have been central to curatingan academicfeastthat bringstogether diverse
perspectivesand fostersrich discussion®n the evolvinglandscapeof researchethics Eachmember's
unique contributions have been pivotal in ensuringthe successof this event, and it is through this

collectiveeffort that we are ableto presenta conferenceof this scaleandsubstance

Reflectingon the essenceof ethics, it can be understoodas the multiplied product of morality and
materialism Ethical conductin research,therefore, is not merely a matter of following established
guidelines it is about integratingmoral valueswith the practicalconsiderationghat arisein reaklworld

scenarios This balanced approach s vital in ensuringthat researchremains both impactful and
respectfulof humandignity. By viewingethicsthrough this lens,we cancultivate a frameworkthat not

only adheresto regulatorystandardsbut alsoresonateswith the deepermoral obligationsinherentin

researchinvolvinghumanparticipants
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In closing et usrememberthe timelesswisdomof Vidurafrom the Mahabharata
cAatmanaPratikulaniPareshungSamacharet
(Dounto otherswhat youwould like othersto do unto you).

Thissimpleyet profound principleencapsulateshe essenceof ethicalconduct,remindingusthat ethics
is not only about rulesbut about empathyand respectfor all individualsinvolved If we canfollow this
guidingprinciple,we will createa researchenvironmentthat is just, compassionateandtruly ethical
With sinceregratitudeandbestwishesfor an enrichingFERCICOR024

ShamboSamratSamajdar

MD DM (ClinicaPharmacology)

FIPS-ellowDiabetesndiaDiplomain AllergyAsthmaandImmunology
Fellowshipn Respiratoryand CriticalCare
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UNTOLSTOROYFBUDGEBUDGE

Pre-ColonialEra(320-550 AD) BudgeBudgewasan important center for trade and commerceduring the
Gupta Empire Duringthe SenaEmpire (11th-12th century AD),it becamea major center for Buddhist
learningand culture.

ColonialEra(17th century). ThePortugueseestablisheda trading post, which becamea significantcenter
for exportingjute, cotton, and other commodities The British Eastindia Companytook control in 1756
andit remainedunderBritishrule until India'sindependencen 1947.

Industrialization During the British colonial era, Budge Budge underwent significant industrialization,
becominga major center for jute mills, cotton mills, and other industries The constructionof the Eastern
Railwayandport of BudgeBudgefurther boostedthe town's economy

Independenceand Beyond (194 7-present) After India'sindependence BudgeBudgecontinuedto grow,
becoming a major center for smaltscale industries, including manufacturing, engineering,and food
processing Recentyearshaveseensignificantinvestmentin infrastructuredevelopment BudgeBudgeand
Swami Vivekananda SwamiVivekananddanded in BudgeBudgein 1897 after returning from Chicago,
markinghisfirst landingon Indiansoil after hisjourneyto the West

Important historical places-
AswamiVivekanandd&railwayStation
AKomagataviaru

AOld BudgeBudgeRailwayStation

Milestones- 1756 British General Robert Clive captured a fort in Budge Budge 1884 West Bengal
Municipal Act establishedBudge Budge Municipality 1890 KomagataMaru steamshipwas built 1897

SwamiVivekanandaeturned to India 1900 BudgeBudgebecamea municipality 1914 KomagataMaru

incident occurred 1940s-1950s. BudgeIndustriesstarted manufacturingvinyl car coversand automotive
seat covers 1941 Municipal Town Hall was built 196566: Railwayelectrification 1971 Supplyof raw
materials decreasedafter India's partition 2013 Budge Budge railway station renamed 2014 Area
industrializedwith oil storageand jute mills 2015 Bogiemanufacturingfactory started producingcoaches
for IndianRailway

P
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KOMAGATMARU

The KomagataMaru Incident A Tragic Chapterin CanadianHistory In 1914 the KomagataMaru, a Japanese
steamshipsetsailfrom HongKong boundfor VancouverCanadagarrying376 passengersrom India, mostly Sikhs
Thejourneywasmeantto be a new beginningfor theseimmigrantsseekinga better life in CanadaHowever their
dreamswere shatteredwhentheywere deniedentryinto Canadalueto discriminatoryimmigrationlaws
Background In the early 20th century, Canadavasexperiencinga surgein immigration,leadingto growingconcerns
about job securityand cultural identity amongthe Canadianpopulation In response,the Canadiangovernment
implementedthe ContinuousPassageRegulationwhich requiredimmigrantsto travel directly from their country of
originto Canadawithout stoppingen route. This regulationeffectivelybannedimmigrationfrom India,asthere were
no directshipsfrom Indiato Canada

The Journey The KomagataMaru passengersmostly Sikhfarmersand laborers, had paid a significantamount of
moneyto travelto Canadahopingto find work and a better life. Theysailedfrom HongKongon April 4, 1914, and
arrived in Vancouveron May 23, 1914 However,upon arrival, they were not allowed to disembarkdue to the
ContinuousPassag®egulation

The Standoff Thepassengerded by Gurdit Singh,a Sikhbusinessmanvho had charteredthe ship,refusedto leave
without beingallowedto disembark Theyarguedthat they hadfulfilled all the necessaryequirementsand shouldbe
grantedentry. TheCanadiangovernmenthowever,remainedfirm in its refusal

The Return Journey After a two-month standoff,the KomagataMaru wasforced to return to India, leavingbehind
22 passengersvho had been allowedto stayin Canadadue to specialcircumstancesThe ship arrived at the port
town of BudgeBudge nearKolkataon Septembe29, 1914

The Budge Budge Incident Upon arrival, the British authorities attempted to arrest and detain the passengers,
fearingthey would spreadrevolutionaryideas However,the passengersesisted,leadingto a violent confrontation
Britishsoldiersopenedfire, killing 19 passengerandinjuring manymore.

Legacy The KomagataMaru incident highlightedthe discriminatorynature of Canada'smmigration policiesand
exposedthe racistattitudes prevalentin Canadiarsocietyat the time. It alsobecamea symbolof resistanceagainst
colonialrule anda catalystfor the Indianindependencenovement

Apology. and Recognitionin 2016 the Canadiargovernmentofficially apologizedfor the KomagataMaru incident,
acknowledginghe "racismand xen6phobia"that led to the tragedy. Theinci%ent is now recognizedas a significant
momentin Canadiarhistory, servingasa reminder of the country's past mistakesand the importanceof diversity
andinclusion .

Rememberingthe KomagataMaru: Today,the KomagataMaru incidentis commemoratedthrough variousevents,
exhibitions,and memorialsin Canadaa
immigrantsandthe importanceof fig
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Conferencelheme AssuringQualityof Reviewand Oversightoy the EthicsCommittees
Date: November07, 2024 Thursday
Venue JagannatiGuptalnstitute of MedicalScience€ Hospital Kolkata(6™ floor Auditorium)

EventObjectives Concernschallengesand potential solutionsfor ethicalconductof clinicalresearch
LearningMethods: Brieflectures,Interactions,Groupactivities
AudienceSize& Type 50; Ethicscommittee members Investigators Supportstaffin investigatordgeam

Program Schedule

Time Session ResourceéPersons

10.00am | ReceptionRegistrationRefreshments -

10.15am | Introduction& WelcomingAll Participants Dr SantanWK Tripathi, Principal¢ JIMSH &
OrganizingChairman FERCICORD24

10.25am | PreConferenceEvent Chair:Dr NandiniKumar(President,FERCI)
10.30am | Session: Dr RoliMathur, ScientistG & Head,(Virtual
CommonEthicsReviewfor Multi-Centre Presence)
Studies DrDileepG, Scientist B

Dr ElnaPaulChalisserry
ProjectResearctScientistll (Medical)
ICMRBIoethics Unit|ICMRDHR Govt. of India

12.00pm TEABREAK
12.15pm | Sessior2: Dr CristinaTorres,University of the PhilippineDr
WHO Tool for Benchmarking in Research | Madhur Gupta, Technical Officer
EthicsOversight(Virtual Session) PharmaceuticalsyWHO India
01.30pm LUNCHBREAK
02.15pm | Sessior8: DrDoris Schroeder,
Research in Fragile Settings (Virtual Professorof Moral Philosophyand Director
Session) Kate Chatfield,Faculty
Centrefor ProfessionaEthics,Universityof Central
Lancashire
03.30pm TEABREAK

03.45pm Meeting of FERCExecutiveCommittee andSteeringCommittee Members
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FERCICORD24:: ProgramSchedule

Date: Novembel08 & 09, 2024 Friday & Saturday
Conference ThemeAssuring Quality of Review and Oversight by the Ethics Committees

DAY1:. November 08, 2024riday
Time Session Resource’ersons
09.00am ReceptionRegistrationRefreshments -
09.25am | Welcoming AlDelegates DrBalramGupta, ViceChairman,
JIMSH&
Dr SantanuK Tripathi,
OrganizingChairperson,
FERCICON 2024 & Principal,
JIMSH
09.30am [ SYMPOSIURII. Contentious Issues in Ethical Chair:Dr LalitaSavardekar
Conductof ResearclhinvolvingHumans (Secretaryi-ERGI
Ethicallssues in Investigatdnitiated Clinical Trials Dr RoliMathur, Scientist G &
(Virtual Session) Head, ICMBioethics Unit,
ICMRDHR
EthicsOversightn AdaptiveClinicallrials Dr MurugananthanK (Novartis,
India)
EthicalChallenges in MukCentric Trials including Dr SaibalDas(ICMRCAMH,
Provisionfor CommorEthics Review Kolkata)
FromReview to Continuous OversighHow Can the | Dr Sumalys&en(GIMSH,
EthicsCommittees Copwiith this ChangingRole? Durgapur)
11.00am | LECTUREL. Continuous Education for Ethics Dr LalitaSavardekar(Secretary,
CommitteeMembers FERCI)
11.20am TEA BREAK and Poster Exhibition
11.35am SYMPOSIURIII. Enhancingualityot Ethics Review Chair:Dr. SuparnaChatterjee
(IPGMER)
QualityL 84 dzS& Ay GKS 90KA Oa|DrifawonikKémasrERE { d
Functioning
Roleof Auditin QualityAssurancgVirtual Session) Dr ParloopBhatt (NABHAssesso
StandardizingReviewProcessegVirtualSession) DrMedhaJoshi(NIG,Mumbai)
EthicsCommittee Documentation Practices (Virtual | Dr.SuchetaBKurundkar(CDSA)
Session)

NXiz(
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DAY1: November 08, 2024riday(Contd.)
Time Session ResourcePersons

01.00pm INAUGURATION
WelcomingNote by OrganizingChairman(2 min) Prof SantanuK Tripathi (OrgChair)
Inviting Dignitariesto DiasandFelicitation(3 min) Dr ShamboSSamajdanOrgSecy
InauguralLamp Lighting (&in) All Dignitarieson Dias
HostlInstitute Welcomeg5 min) Mr KK Gupta(Chairman JIMSH)
PresidentSpeakg5 min): Dr NandiniKumar(President,FERCI)
InauguralAddressbythe ChiefGuest(20 min) Dr TP Sasikumai(JNANAM Kerala)
Vote of Thankg3 min) Dr ParamitaPal(Convenor)

01.45pm LUNCHBREAHK PosterExhibition

02.30pm | DrVMuthuswamyMemorialOration(30min) Orator: DrDorisSchroede(UK)

Chair: DiNandiniKumar(President,FERCI)

03.00pm | PANELDISCUSSION | Decentralised Clinical Panelists:Dr BikashMedhi, PGIMERChd
Trials,EmergingTechnologiesnd ShiftingEthics (Regulatory)/Dr GeetaJotwani, ICMR
Paradigm Scientist(Genomics Researchpr
Chair Dr Urmila Thatte (ExSecretary,FERCI) I\R/Iurugagarr:thgnrlj, N%/a;tls_(lgdusXIy)D d
Moderator. Dr PradeepNarayan(NABH) anajitGuha(Ethics) Dr Amit Dey(Al)

03.30pm TEABREAR: PosterExhibition

03.45pm | LECTUREII. EthicalandInformativeTrials: How Dr Emma LawUK)
COVIEL9 Experiences Can Help to Improve Trial
Design(Virtual Session)

04.15pm | LECTUREIII. EthicalChallengesn Research Dr SuparnaChatterjee(IPGMER)
involving Childreand Howto Address them

04.35pm | PANEL DISCUSSIKQJNAcademic Clinical Tridts PANELIST®r BikashMedhi (PGIMER,
Indiag Ethicallssues Chd/ Dr Avijit Hazra(IPGMER, Kolkata)Dr
Chair:Dr RanajitGuha(IGIMS Patna) FERERTMAENER(NAZ )
Moderator: Dr SantanuK Tripathi(JIMSH)

05.00pm GeneralBodyMeeting

06.30pm CulturalEveningfollowed by Dinner
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DAY 2NovemberQ9, 2024Saturday
Time Session ResourcePersons
09.00pm | FreeOralPaper Presentatio(8 Papers7 min each| Chair:Dr ShamboSSamajdar(IHS Kolkata)

10.00am TEABREAK: PosterExhibition

10.15am | SYMPOSIUMNIIII. Ethical Challenges in Researcly Chair:Dr Avijit Hazra(IPGMERKolkata)
with the Vulnerable; Case Studies / Experience
Sharing

Researchin Emerging Infectious Diseases Dr SayantarBanerjee (AlIMSKalyan)
andNeglectedTropicalDiseases

Researchn Psychiatry Dr SoumitraDutta (TMC Kolkata)
CanceResearch Dr RRoychoudhury (SGCCRblkata)

11.20am | LECTUREV.Ethicsin Conduct of Dr AchintyaMitra (CCRAS)
Ayurvedi€linicalTrialsin India

11.45am | LECTUREVI Ethical Concerns in Dr Gurudev Choubey, Research Office#§S
HomeopathyResearch DACRRIHKolkata(CCRH)

12.00pm TEABREAR: PosterExhibition/Evaluation

12:15 pm | PanelDiscussior Il DataPrivacyandEthics Panelists:ThirdEyeDatgData Science)Ms
inBiomedicaResearch ShivangiRai GHELPIndia (Law)/ Dr Pradeep

Narayan, NH Hospitals, Kolkat&thics)/Dr

Chair: Dr R Roychoudhury (SGCCRI, Kolkata) | gg - chviedhi, PGIMERChandigarh(Clinical

Moderator: DrAvijitHazra(IPGMER,

Research)
Kolkata)
01.10pm LUNCHBREAHKand Poster Exhibition/Evaluation
02.00pm | LECTUREVII.Ethicallssuesn PublicHealth Dr AnantBhan(Sangath Bhopal)
Researct{Virtual Session)
02.20pm | LECTUREVIII.Ethicsin ResearchiPublication Dr ShamboS Samajdarn(IHS Kolkata)
02.35pm TEABREAK

02:50 pm | MINI LECTUREERIESExtemporel2 min each |Chair:Dr SabnamAraBegam(RGKMCH)
ML-1. ExposingMedical Studentsto ResearclEthics:An Unmet Need¢ Dr Aditi Aikat (JIMSH)

ML-2. Role visa-vis Lived Experiences of Neéviedical Members of Ethics Committees in the
Reviewand OversightProcess; Dr SutapaBiswas(CFI, Kolkata)

ML-3. UsingPatient Registriesn ResearchAddressingethical Issueg Dr AshisKkumarSaha(JIMSH)
ML-4. Ethicsin Critical CareResearch; Dr RakhiSanyal(JIMSH)

03.30pm PHOTCSESSION
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DAY 2November09, 2024Saturday(Contd.)
Time Session ResourceéPersons
03.40pm VALEDICTORSESSION

Chairpersonsbr NandiniKumar,President,FERCI &rBalramGupta,ViceChairman JIMSH

Summarnyof Proceeding$10min) Dr PayodhiDhar(OrgJt Convener)
Valedictoryy RRNX aayY a! LRI S pQrDicegGrecaRrofegsor Emeritus
5S 0t I KeDniin (Fisfuél Session) UFMG(Brazil)

AwardCeremony: BedDral/PostePresentationgb | -

min)

Feedbackrom Participant§10min) -
Commentand Announcinghe next Conferencg€d | Dr NandiniKumar(President, FERCI)

min)

Closingremarks fronDrganizingcommittee(5 min) | Dr ShambdsamratSamajdarnOrg
Secy)

Voteot Thanksk WrapUp Comments (3nin) DrBalramGupta(ViceChairman,
JIMSH)

04.40pm FAREWELTIEA




The 11" National Conference of
Forum for Ethics Review Committees in India

FERCICON 2024

INAUGURAL Address byDr T PSasikuma

BIODATA of Dr. T.Basikumar

Dr T P Sasikumay MSc, MPhil, PhD, LLB,MBA, MSSpaceScientist, Mathematician, Photogrammetry¢ Remote

Sensing¢ Image ProcessingExpertEducationalist,Spiritual - Meditation Director, Exponenton IKS ¢ Indian

ScientificHeritage LIFEMentor, Motivation Speaker,Writer, Poet, Thought Leader, Image Creator,Management
consultant,Bloggerand Youtuber

, Studentof VedicScholarg (Late)Brahmasre&KPCAnujanBhatathiripad

, Studentof Astrology& VaastuExpert¢ PayyanuKesavarichari

, Studentof HimalayarMeditation Master (SwamyRamal; (Late

MahamandaleswaBwamyVedaBharati

A Professowf Practice JCFAUniversity,INDIA

A CHANCELLQWRationalEducationForum,KOLKATA

A Acharya SHIKSHGurukulamYOGAUniversityof AmericasFlorida,USA

A HonoraryinternationalDirectorat ViswaHumanitylnternationalRoyalCouncil
A DeputySecretaryGeneral SpaceTechnologyat GlobalSustainableCouncil UK
A Advisor All IndiaSustainabldevelopmeniCouncil

A Director(Researchit GlobalFoundationfor EarlyChildhoodCareEducation&

Researcl& NationalFoundationTeachersgnstitute

A Advisor Mentor, & Counselloat YESYouCANInternational, UK

A Mentor, JyotiLearningUK

A BhagavadsITAAcharya& Advisor¢ World YogaCommunityat the UNNGO

AssociateNewYork
A IndiaMemberof the Education& ScienceCouncilat Centerfor GlobalAuditorium

Advisor Bridg360, TexaslUSA

Founder GrandmaChildCareSHIKSH&urukulam

CHAIRMAMN. CEOShikshaNAANAM

Founder World SocialCraftFoundation

Director, ColumbusSHIKSHE&amp

Founder DestinationlAS& MissionCSAT

FounderDirector,Worksat ConsciousivingCommune
ChiefExecutiveOfficer(CEO& Founderat ShikshalnaananResidentiaCamp
ChiefExecutiveDfficer(CEO% Founder Internationallnstitute for Advanced

To T To T To T To o

AcademicsSoftSkills& LifeLearning
A FounderChairmanRamaDharmaPracharak&amithy Hyderabad
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Thankyou for this kind invitation and keepingtrust on me, Leadersof Forumfor EthicsReviewCommitteesin India
andJagannatiGuptalnstitute of MedicalScience& Hospital

| amdeeplyhonouredto inauguratethis important gatheringof FERCICOR024here in Kolkata Kolkatathe cultural
heart of India, hasa rich legacyof intellect, spirituality, and ethicalreflectiornt a fitting settingfor C 9 w imisdibéto
uphold ethical rigor in clinical research The theme, & | a a dNdlity’d Reviewand Oversightby the Ethics
I 2 Y'Y A (igti®@yzaid crucial C 9 w feffoi@dn promoting ethical clinicalresearchresonatestronglyin a world
wherethe boundariesof scienceandethicsare continuallytested

Importanceof Ethicsin Research

AC 9 w/ded@dtion to fostering ethical standardsin clinical research echoes a fundamental truth from our
philosophicaheritage that true knowledge(vidya mustbe alignedwith compassiorandintegrity. Indianphilosophy
emphasizesiot just the acquisitionof knowledge,but the responsibleand ethical applicationof it, asseenin the
ancientprincipleof Dharma acommitmentto righteousnessjustice,andduty.

Indian PhilosophicaReflectionson Ethics- Bewith BhagavadsitaVerses

A TheBhagavadGita offers timelesswisdomon the ethicsof duty andintegrity. In Chapter2, Verse47, LordKrishna
advisesArjuna "Youhavea right to perform your duty, but not to the fruits thereof." Thisversehighlightsour duty
to act ethically,without attachmentto personalgainor recognitiort principlesthat shouldguide ethicscommittees
asthey reviewresearchor its societalimpactratherthan individualor corporateinterests

AFurther,in Chapter3, Verse21, Krishnasays,& 2 K | (i &g@& peIsondoes,others follow. Whateverstandards
they set, others adopté AsC 9 w /warkxantinuesto set high ethical standardsin research,it influencespractices
acrosdndia,settingbenchmarkdor transparencyandethicalresponsibility

A TheBhagavadGitaalsospeakf selflessnesasa coreaspectof ethicalconduct Chapter3, Verse25saysd ! tiie
ignorant perform their duties with attachmentto results, the wise must perform theirs with detachment,for the
welfare of societyé Thisguidingprinciple callsupon usto act in serviceto society,striving for the welfare of all,
particularlythe vulnerablepopulationsinvolvedin research

Connectingo Y 2 f | Préasen@Cantext

ARecentyearshave seenchallengesin Y 2 f | health@relandscape,from concernsin healthcaredelivery in
generalto the ethicsin clinicaltrials,complexsociocmedicalchallengesn recentyears,with publictrust in healthcare
under strain. It is our sharedduty to foster trust through transparent, ethical researchpracticesthat prioritize
patient well-beingAsresearchcontinuesto expandhere, it is vital that the trust betweenthe publicandthe medical
community is upheld through rigorous ethical standards Our ethical responsibilities should align with the
Upanishadicallfor knowledgethatisd A f f daytutif.& R

May this conferenceserve as a beacon of ethical clarity and strengthen our collective resolve to uphold the
principlesof justice,compassionandintegrity. Aswe light the inaugurallamp,let it be symbolicof the light of Jnana
(knowledge)rnd Dharma(duty), guidingus all towardsthe higheststandardsof ethicalpractice

Let us strive, as Arjunadid, to act with unwaveringdedicationto truth and compassion Thankyou, and may this
eventinspireethicaladvancementshat benefitall of society.

Dr TPSasikumar
+919502038875 .
www.drtps-shiksha.in
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Dr VMuthuswamy Memorial Oration
By Prof. Doris Schroedé&CLarUK andJCLarCyprus, 8 November 2024

Introduction

Namaste

It is a great privilegeand honourto givethe Dr VasanthaMuthuswamyMemorial Orationat FERCICQ824.
Thankyouverymuchfor the invitationto the Presidentof FERCGindto the OrganizingChairman

DrNandinj ProfSantanyLadiesand Gentlemen,

I would like to showmy appreciationfor havingknown Dr Vasanthaby consideringwvhich legaciesheleft and
what shewould still want to do.

Dr Vasanthadied on the 215 of February2023andthe lastwritten messagd receivedfrom her wason 10" of
Januaryabout5 weeksbeforeshewent to her heavenlyabode

Amongstother thingsshewrote: & D zhassomependingwork for me in this world still.¢ And shewasright,
there is so much still to do for a personlike Vasantha and now she canlonger do it herself Othershave
steppedforward to carry her legacy,alegacyof promoting ethicsand integrity in all medicalresearchin India
andbeyond

Themainresponsibilityof carryingforward + | & I ylégéckwad Zall on Indianshoulders for instance on the
Presidentof FERCDr Nandini Indiais now the most populouscountry in the world and it hasa very large
numberof EthicsReviemCommitteesl|t isanhonourto havea speakingslotat the yearlyFERGionference

The title of this conferenceis & ! & & dNality’a Reviewand Oversightby the Ethics/ 2 Y Y A (i anS S
extremely important topic becauseonly good-quality ethics review can prevent harm and exploitation in
research

| want to structure my thoughtson Dr Vasanthaacrossfour themesprecededby a short recollectionof our
collaborations

Two of the themes refer to the new Declarationof Helsinki, which | believe Dr Vasanthawould have
welcomedvery much Twofurther themesreferto Dr+ | & | ya@Hievefdnts

Toconclude) havea smallrequeston wherewe couldtake+ | & I ylégé&ckglliallyandvery practically

How | haveknown Dr Vasantha

| first met Dr Vasanthaat a UNESC@osted meeting, which was organizedby our commonfriend, Dr Dafna
Feinholz the Chiefof Bioethicsat the UNESCOThiswas about 15 yearsaga After this meeting, we met
regularlyat eventsin Europeor in India

It wasin 2015that the first opportunity aroseto work togethermore closely

I invited Dr Vasanthao join a consortiumfor a grant proposalto the EuropeanCommissionThefunding call
requestedthat the successfutonsortiumbuild an ethicsframeworkagainst¥ S (i '® & @ § "@iH&export of
unethicalresearchpracticesrom higherto lowerincomecountries

TheWikipediapageon DrVasanthasays & { K&sarecognizedexperton ethicsdumpingin Indiaé
Thosewho opposeethicsdumpingpromote equitable partnershipsin globalresearchand opposehelicopter
researchandother colonialpractices
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We were successful and it was a great privilege to work wittid3anthaand DrNandinifor 3.5 years on the
TRUST project. For instance, together we published a paper on the six types of ethics dumping.
SchroedeD, ChatfieldK, MuthuswamyV and KumarN (2021). EthicsDumpingq How not to do researchin
resourcepoor  settings Journal of Academics Stand Against Poverty, 1(1), 32¢55.
https://doi .org/10.5281/zenoda8089799

The collaboration was excellentand we decided, together with our
global teams, to bid for another project from the European
CommissionWe were successfuhgain
| now lead the largest ethics project the EuropeanCommissiorhas
, ever funded, with 4.7 million Euros,A {icBlléd PREPARE&Nd we are
e v developinga framework for acceleratedresearchduring pandemics
. -veps . andother globalcrisesthat doesnot cut ethicscorners
Equitable ParneC |} Dr Vasanthaassistedgreatly in the team building of the PREPARED
e groupandwasveryactivein the groupfor four months
I will return to PREPAREdDthe end of the oration. Now | would like to
cometo the four themesthat structure my oration. Thefirst two are
on the Declaratiorof Helsinki

Nairobi May2016 Dr JoshuaKimani,
DrVasanthaMuthuswamy, DrDoris Schroeder

PREPARED team in Amsterdam May 2024

Schroeder D, Chatfield MuthuswamyV and Kumar N (2021). Ethics Dumpirdow not to do research in resourg®or settings. Journal of Academics Stand
Against Poverty, 1(1), 885. https://doi.org/10.5281/zenodo.8089799 .
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TheDeclarationof Helsinki

THEMEL ¢ Respect

26 yearsafter this wasrecommendedby the British Medical Journal,the drafters of the new Declarationof
Helsinkihave done somethingthat | believe Vasanthawould have approvedof. Theyhave shownrespectto
researchparticipantsby abandoninghe term W K dz¥ldz6 2.5 O a Q

It was as early as p w w,gnore than three decadesago, that the British PsychologicaBocietynoted that
psychologistare indebtedto thosewho agreeto take part in their research Andasa result, theseindividuals
deserveto be treated with respect ¢ K | wihQthe societyrecommendedthat the term W K dzYaldgd 280
abandonedandthe term WNJB & BJI NI K Qdedidistgad a Q

| havealwaysexperiencedr Vasanthaasan extraordinarilyrespectfulperson Shewasrespectfulto all those
she met irrespectiveof their class,wealth or standing In our work together, we met highly impoverished
peoplewho struggledto earn their livelihood, somefor instance,relyingon sexwork to feed their children
We also met world famous scholarsor politicians | noticed no differencein + I a I y Kind Bn@ polite
conduct Shedid not judgepeopleon circumstanceand showedeverybodyrespect

Thatis why | believe shewould have congratulatedthe drafters of the new Declarationof Helsinkion their
morerespectfuluseof language

Chalmers|. People are "participants" in research Further suggestionsfor other terms to describe
"participants" are needed BMJ 1999 Apr 24;318(7191):1141 doi: 10.1136bmj.31871911141a. PMID
10213744PMCIDPMT115535

Thisleadsme to a 2"d new feature of the Declarationof Helsinki,which | believe Dr Vasanthawould have
approvedof.

THEMR ¢ Therecognitionof structural inequity
Forthe first time, the Declarationof Helsinkimakesreferenceto structuralinequitiesin the contextof medical
research
Previously,Article 7 simply noted that medical researchmust promote and ensure respect for all whilst
protectingtheir healthandrights. Thissentimentwaspreservedin the new Article 6, but it wasalsoput into
contextfor the first time.
& { A nfdbialresearchtakesplacein the contextof variousstructuralinequities,researchershould
carefullyconsiderhow the benefits,risks,andburdensare distributed ¢
(World  Medical  Association (2024 Declaration  of Helsinki, available at:
https://www .wma.net/policiespost/wma-declarationof-helsinki/)

In the drafter commentaryon why this referenceto structural inequitieswas made,the drafters noted that
they wanted to include an aspirational sentence about global justice, especiallyafter the consultation
meetingsat the Vaticanand Johannesburg

Chalmers.IPeople are "participants” in research. Further suggestions for other terms to describe "participants” are needd®9BMGr 24;318(7191):1141
doi: 10.1136bm;j.318.7191.1144. PMID10213744 PMCID: PMI115535 .
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Theresultof this recognitionof structuralinequityis two-fold.

First,the new declarationemphasizestronglythat communityengagements a mustandnot a maybe
Secondthe regularexclusiorof participantsin vulnerablesituationsfrom medicalresearchwasreconsidered
In the past, it was arguedthat those in vulnerablesituations should be widely excludedfrom researchto
protect them from harm and exploitation It has now been recognizedthat suchexclusioncand LJ2 G Sy
perpetuateor exacerbateheir R A & LJ- (A& TOh S & €

We made a submissionto the drafters on behalfof the PREPAREfPoup, and three of our suggestiongvere
incorporated exactly with the wording we suggested All three were about the articles that focus on
individualsin vulnerablesituationsin a world of structuralinequity. | wasvery grateful for this recognitionof
our thinkingand| wassorrythat the PREPARKPoupat the time did not includeDr VasanthaThesubmission
wasmadein Junethisyear.

Theresultof bringingglobaljusticeand structuralinequity into the Declarationof Helsinkifor the first time isa
drivetowardsmore equitablepartnershipsn researchjncludingmuchneededmedicalresearch

Whatwould DrVasanthghavemadeof this development?

Dr Vasanthads a co-author of the TRUST ode,a GlobalCodeof Conductfor EquitableResearchiPartnerships
TheTRUSTodeis featuredon the FERGAebsiteunderd L Yy SN¥Y 2 O dzg VY & & €

Asthe lead author of the code, | know exactlyhow engagedwhich co-authorswere in the processof writing
this guidance guidance which hasnow beenwidely adoptedaroundthe world. It hasbeenadoptedby major
funders (e.g. the EuropeanCommission)top publishersSchroederD and Pannofino C (2024 PREPARED
comments integrated into the Declaration of Helsinki 2024 a blog for PREPARERvailable at:
https://prepared-projecteu/preparedcommentsintegratedinto-the-declaratiorof-helsinki2024

FERQhot dated)Internationaldocumentshttps://ferci.org/international_documents

(e.g. NATURE)overnments(e.g. Polandand the Netherlands) Jeadinguniversities(e.g. the top two African
universities,the Universityof CapeTown and the Universityof Witwatersrandin Johannesburgand major
associationge.g. the Associatiorof CommonwealtiJniversities)

Dr Vasanthaand also Dr Nandini were very much part of the 3 N2 dgudf a@gainstany type of double
standardsand any type of extractive helicopter research,which did not involve local communitiesand
researchersandwhichhadthe potentialto harmor exploitthosewho were affectedby structuralinequities
Letme giveanexample

Togetherwith Dr Urmila, Dr Sandhyaand Dr Nandinj Dr Vasanthaorganiseda major consultationfor the
TRUSTodein Mumbaiin 2016 The casesof double standardswhich were exposedat this workshop,have
sincebeenquotedaroundthe world to counterinequitableresearchpractices

World Medical Association (2024) Declaration of Helsinki, availabitjas://www.wma.net/policiespost/wma-declaratior
of-helsinki/

Schroeder D anBannofinoC (2024) PREPARED comments integrated into the Declaration of Helsinki 2024, a blog for PREPARE
available athttps://prepared-project.eu/preparedcommentsintegratedinto-the-declarationof-helsinki2024/

FERCI (not dated) International documethtisps://ferci.org/international_documents
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Most prominently,the 2021 CIOMSGuidelinesfor & / f Args@a@hinfresourcelimited O A O @ Erdfe@r €l at
length to the casestudy written up for Dr+ I & I y'Nluiibaiwarkshopby Dr SrinivasanDr Joharj and Dr

* AGBAT E

We alsousedthis casestudyin atraining video clip on ethicsdumping | therefore havevery strongreasonto
believe that Dr Vasantha who was passionateabout addressinginjustice, would have welcomed the
aspirationalthoughts about globaljustice,which are now part of the Declarationof Helsinki After thesetwo
themeson the Declarationof Helsinki,l would now like to turn to Dr Vasanthaachievementsn a further two

themes

March 2016, Workshop organised by Basanthaand colleagues to sure
equitable partnerships in global research.

Ethicscommitteesneed ethics codes Thereare so many possibilitiesfor

Achievements

Theme3 ¢ Drafting ethicscodes

Dr Vasanthavasresponsiblefor

the release of the main Indian
Council of Medical Research
(ICMR) ethics guidelines for

biomedical research in 2000

2006 and 2017, in addition to

guidelines on animal research,
stem cell research and

geneticallymodified food. | want

to pausehere becausat is mind-

blowing that one person could

be so hard-working to oversee
the drafting of ethics guidelines
oversomanyyears

My sincere respect to Dr

Vasantha for this major

achievement

exploitation in researchand not

everyresearchethicscommittee membercanknow them all. REGnembersrely asmuchon ethicsguidance

asresearchersin my view.
It isalsoa movingdfield, asattitudestowardsthe ethicsof researchchange

& 2 Bavealwaysdoneit this g | &séot a goodanswerwithin the contextof researchethics Giventhat Dr
Vasanthavasthe Indianexperton ethicsdumping,L Qke to useit asanexample

https://www.globalcodeofconduct.org/

#) | - (RG21) Clinical research in resowlgaited settings https://cioms.ch/wp-

content/uploads/2021/06/CIOMS_ClinicalResearch RLS.pdf
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https://cioms.ch/wp-content/uploads/2021/06/CIOMS_ClinicalResearch_RLS.pdf
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https://youtu .be/gARIUOUMOL U&t=Am2s

(1) DOUBLE STANDARDS An example of patronizing conduct as well as
(@ HELICOPTER RESEARCH helicopter research,both forms of ethics dumping,
(3) CULTURALLY INAPPROPRIATE CONDUCT is the arrival of researchersfrom abroad with
(&) LACK OF DUE DILIGENCE fundingin a lower incomesettingwho then demand
(5) DISHONESTY that their study is pursued exactly as they wish,
(6) PATRONIZING CONDUCT without or with little input from localresearchersor
communities,and that it is swiftly approvedby a

It is therefore essential that researchers work as closely as ” )
possible with local collaborators and reflect together on  [Jlelecl Iy SligleSlololy gl TS

ways to prevent ethics dumping. That researchin the past has been done this way
doesnot meanit is ethicallyacceptable

Torecognizethis requiresvisionandforward thinking, which Dr Vasanthahad and whichis neededto counter
persistentclaimsthat & 2 Bavealwaysdoneit thisg | @sfio excusefor unethicalconduct

It is a greatachievementof Dr+ | & | ytd alefeéognizedand counteredthe highly unethical practice of
ethicsdumpingyearsagoin orderto makeglobalsciencanorejust.

I would now like to cometo anothergreatachievemendbf Dr+ | & |y lieKvisiGharyopennesgo the world.

Theme4 ¢ Visionaryopennesgo the world

All Europearcountriestakentogether havehalfthe populationof India Hence there would alwaysbe enough
work for an engagecethicistjust workingin India But DrVasanthavorkedaroundthe world.

Oneof the last video meetingsl had with Vasanthavasin December2022 three monthsbefore her passing
Shewasfull of energyandjoy andvery happyto talk to Prof. OckJooKimfrom SeoulNationalUniversityand
me aboutacceleratingesearchduringpandemicsvithout cutting ethicscorners

Notably, India had been one of the first
countriesin the world to issuespecificethics
guidanceduring the COVIEL9 pandemicin
April 2020 And whilst the guidancedrafting
was led by her successorat ICMR, Dr
Mathur, | believeshewasstill involved

She had a graceful ease and wit when
working internationally and crossedcultural
boundarieswith humility.

Shewas the FounderMember-Secretaryof

P REP ARED thg Forur_n_for EthicsRevieWCom_mitteegin
St AR AR S  Asia Pacific (FERCAPand her links with
other Asianbioethics leaderswas close In
Video meeting December 2022 of Masanthawith Prof. Doris 1997, she was a World Health Organization
and Prof.OckJoo (WHO) Visiting Fellow at the Kennedy

Institute of Ethicsat GeorgetownUniversity,
a highlyprestigiousuniversityin the US

v -“‘
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Hereis what someof the PREPAREBam membersfrom other countrieshadto sayabout Dr Vasanthaafter

we losther.
& b iy a great national leader in researchethicsin India she was a warm true friend. | have a
gratefulheartfor + | & | ytfiukhph@ndiandfulfilled life. May shefind eternalpeaceé
Prof OckJooKim,SeoulNationalUniversity, SouthKorea
& 2 K $fiyst met her herein my country,the Philippinesshewas alreadya distinguishedpersonabut
shewashumblewith alwaysan easyand availablesmile¢
Prof FatimaAlvarezCastilloUniversityof the Philippinesn Manila
& 2 &re blessedo haveknownand workedwith her over manyyearsand her legacywill continueto
shineas we follow her great example | am surethat we have a great friend and intercessorin our
heavenlyhomenow.¢
Prof PamelaAndanda Schoobf Law,WITSJohannesburg
& 2 Bavelosta friend and a collaborator,but ¥ ¢ Ky8yfosesomeoneyoulove,yougainan angelyou
1Yy 28 Q
DrJoshua&imanij ClinicaDirectorPHDANairobi
dvasanthawas a wonderful person,| wishwe couldhave benefitedfrom her presenceamongus a lot
more,but shenow restsin peace¢
DrFrancoiBompart DNDI
G ! R@S ydpidzMiBddmartand abundantgrace Thisis howwe shallrememberyou.é
DrMichelleSinghEDCTRCapeTown

Asthe PREPARE®oup, we want to dedicatea book about the PREPAREDode,which will be releasednext
year, to Dr Vasantha But in addition, we want to do somethingvery practicalthat we hope would have
pleasedDrVasantha

Thefirst conferenceof the PREPARE@oup wasin September2022 when Vasanthastill seemedwell and
definitely able to travel. It would have been her first meetingwith the group and aswe now know, it would
havebeenher last

But it was thwarted by somethingthat hampersglobal scienceto an extreme extent and that is still very
mundane Dr Vasanthaand Dr Nandinicould not attend the first conferenceof the PREPARE{Poup because
they were not ableto obtain a SchengervisaTheconferencewasin September2022 and they were givena
visaappointmentfor January2023 four monthslater.
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Internationalresearchemobility is essentiafor researchandthe world cannotafford to havemeetingswhere

importantdelegates|ike DrVasanthaare missingsimplydueto visahurdles

In June2024, the Lancetcoveredthe problem,sayingthat:
a + Ais8uescanunderminethe inclusivityof scientificmeetings,hinderingcollaborativeopportunities
and bi-directionalknowledgeexchangesWe believethat scholarlyorganisationshave an obligationto
advocatefor inclusiveshort-term visaproceduresijllustratingthe valueof wider scientificinteractionse

We aim to launch a policy brief on the negative impact of visa hurdles for researchers on global science at
European Parliament in June 2025.

If any of you want to give me examples or statistics of how visa difficulties have impeded global research ir
your case, please contact me after the conference.

Perhaps this is a small step towards more global justice in research thasBnthavould have approved of.

Let me end this oration by saying théasanthds very much missed by the whole PREPARED team, and | stil
feel a deep personal loss that she is no longer with us.

Thank you again for the privilege of inviting me to give this oration.
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Presentedby: Dr Roli Mathur, ScientistG and Head,ICMRBioethicsUnit, Indian Councilof Medical
ResearchDepartmentof HealthResearch

Background

Investigatorlnitiated Clinical Trials (IICTs)are studies conducted on human participants by academic institutions,
collaborativeresearchgroupsor individual investigators,to explore a new indication, route of administration,dose, or
dosageform of an already approved drug. These studies are strictly for research purposesand not intended for
commercialization/or to seek marketing approval Under NDCTrules2019, AcademicClinicalTrialsare defined as a
clinical trial of a drug already approved for a certain claim and initiated by any investigator, academicor research
institution for a newindicationor new route of administrationor new doseor new dosageform, wherethe resultsof such
a trial are intended to be used only for academicor researchpurposesand not for seekingapproval of the Central
LicencingAuthority or regulatoryauthority of any countryfor marketingor commercialpurpose

L v R AaFg@ and diverse population, trained professionals,and relatively low research costs present significant
opportunitiesfor conductingimpactful clinicaltrials. HarnessingheseadvantagesconductinglICTscanhelp Indiaaddress
a range of diseaseswithin its population while producingvaluabledata at a fraction of the cost typically required in
developednations

TheNeed

The exploratory nature of [ICTscould pose unique risksto participantsas the CentralLicensingAuthority (CLA)is not
accountablefor their oversightand no permissionis to be soughtfor the conduct of these studies Lackof adequate
budgetscould be a significantdeterrent to 1ICTs Further, providingmedicalmanagementand treatment, compensating
for researchrelated injuries,and reimbursingparticipantexpensesare perceivedby manyinvestigatorsandinstitutions as
a costly responsibility that discouragesparticipation in [ICTs Ethics committees and institutions have a heightened
responsibilityto ensure quality and safety in IICTs Thereis a need to establisheffective mechanismsfor monitoring
seriousadverseevents(SAEs)n [ICTsasthere is a lack of clarity regardingwho is accountablefor causalityassessment,
SAEsubcommittee compositionand reporting timelines Additionally, the need for Data and Safety Monitoring Board
(DSMBXanNd its implementationis not clear. In additionto above,often limited fundingand absenceof externalsponsors
could challengethe maintenanceof ongoingstudiesand posttrial access/benefitsharing Thesegapsunderscorethe
needfor a comprehensiveethicalframeworkfor Investigatorinitiated ClinicalTrialsin India,addressinghe unique ethical
challengesand ensureparticipantprotection.

TheProcess

To addressthe above the ICMRis developingan ethical guideline document which would provide clear direction to
researcheraindertakingllCTsn India Duringthe last 6 months, two multidisciplinaryexpert committee meetingswere
conductedand valuableinputs have been received A draft framework has been developed,which is being finalizedin
consultationwith experts The revised draft will undergo peer review and public consultation before finalization and
release

ExpectedOutcome

The proposedguideline document would provide a framework for the ethical conductof Investigatorinitiated Clinical
Trialsin India,addressinguniqueethicalchallenges

It is intended for all stakeholdersinvolvedin any aspectof [ICTsincludinginstitutions, ethics committees, investigators,
postgraduatestudents,fundingbodiesand sponsorsyegulators,study participants,patient groups,and the publicamong
others. By addressinghese issues,the documentseeksto enhancethe quality and effectivenessof [ICTsgencouraging
more researchersandinstitutionsto engagein theseimportant studies,ultimately benefitingpublichealthin India
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Presentedby: ElnaPaulChalisserry, DileepGt, RoliMathur?!

IICMR Bioethics Unit, ICMRDHR, Nirmal Bhavan Bengaluru, Karnataka, 562110Email
icmrbioethicsunit@gmail@gmabm

Collaborativeefforts in biomedicaland health researchhave grown significantly,enablingresearcherdo pool

resourcesand expertise toward shared goals These partnershipswhether within departments, between
institutions, or acrossinternational borderst hold the potential to produce impactful outcomesand engage
diversestakeholdersMulticentre studies,in particular, allow researchergo achievegreater statisticalpower,
enhancethe validity and reliability of findings,and improve generalizability potentially leadingto improved
outcomesor policy changes However,these collaborationsalso presentethical challengesjncludingcomplex
approvalprocesseslengthytimelines,communicationgaps,data-sharingconcerns.ownershipand intellectual
propertyissuesanddiverselocalsocicculturaldifferences

In India, all biomedicaland health researchproposalsrequire review and approvalfrom EthicsCommittees
(ECs)before the study can commence Eachsite involved in the researchmust obtain approval from its

respectiveEC While this independentreview model promotesaccountabilityand ensurescultural, ethical,and
contextual relevance, it often leads to duplicated efforts, inconsistencies,and extended timelines To
streamlinethis process,the ICMRNational Ethical Guidelinesfor Biomedicaland Health Researchnvolving
Human Participants (2017 recommendeda common review approach for specific low-risk studies and
multicentre researchinvolvinganonymizeddata. Thisapproachdesignatesa primary ECto overseethe study,
while representativesfrom participating ECs collaborate to address site-specific concerns and ensure
proceduralconsistency

Buildingon this foundation,the L / a @@32Joint EthicsReviewGuidelinesfor Multicenter ResearctStudies
introduce a structured processfor conducting common reviews Under this model, a DesignatedEthics
Committee(DECYoordinatesjoint virtual meetingwith membersof localsite ECgo review protocols,consider
site-specificfactors,and approvestudy protocols, all while outlining stepsfor monitoring follow-up safetyand
upholdingcoreethicalstandards

Despitetheseadvancementscommonreview processesre not yet widely adoptedin India Tobridgethis gap,
the ICMRBIoethicsUnit aimsto understandthe factorsthat deter EthicsCommitteesfrom implementingthese
processeslevelopinga practical,implementableethicsreview approachto tacklethe remainingchallengesn

the joint review process This workshop aims to facilitate dialogue among participants, including Ethics
Committee members and investigators, through group discussionsthat identify practical obstaclesto

implementingcommonethicsreviewsfor multicenter studies Thegoalis to developactionablesolutionsthat

will inform policymakersin streamliningnational multi-center ethicsreview processesKeyareasof focuswill

includecommunicationbarriers,lengthy approvaltimes, varyingethical standards and the implementationof

commonreviewprocedures
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Thesegapsunderscorethe need for a comprehensiveethical framework for Investigator Initiated
ClinicalTrialsin India,addressinghe unigueethicalchallengesndensureparticipantprotection.

TheProcess

Toaddressthe abovethe ICMRIis developinganethicalguidelinedocumentwhichwould provide clear
direction to researchersundertakinglICTsin India Duringthe last 6 months, two multidisciplinary
expert committee meetings were conducted and valuable inputs have been received A draft
frameworkhasbeendevelopedwhichis beingfinalizedin consultationwith expertsThereviseddraft
will undergopeerreviewand publicconsultationbeforefinalizationandrelease

ExpectedOutcome

Theproposedguidelinelocumentwould provide a frameworkfor the ethical conductof Investigator
Initiated ClinicalTrialsin India,addressinginiqueethicalchallenges

It is intended for all stakeholdersinvolved in any aspect of 1ICTsincluding institutions, ethics
committees, investigators, postgraduate students, funding bodies and sponsors,regulators, study
participants,patient groups,and the publicamongothers. By addressingheseissuesthe document
seeksto enhancethe quality and effectivenessof IICTsgncouragingnore researchersand institutions
to engagen theseimportant studies,ultimately benefitingpublichealthin India
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Presented byNandiniK Kumar Former Deputy Director General Senior Grade (ICMR), President, Forum for Ethic
Review Committees in India

Abstract

The two pillars protecting researchLJ: NJi A Qights)) sgfetycaeid well-being are informed consent processand
independentdecisionmakingby ethics committee (EC) In order to assureabout quality of review and oversightby
ethicscommitteesone needsto considerthree mainfactorsc institution, researchemand ethicscommittee. While the

institution should have policiesfor responsibleconductof researchpertainingto the researcherand supportto the

ethicscommitteein terms of its structure and functioning,the latter shouldgive extra careto seethat these policies
are implementedand its standardoperating procedures(SOPs)aradheredto. Forthis the ECmembersneedto be

trained in the relevanttopicsand SOPsTheyshouldalso be updated as and when newer guidelinesand regulations
come into force. Registrationof ECsis the first paper requirement towards quality. For registeringthe ECsin the

relevant portals of Government(Sugamportal of the drug regulator and Naitik portal of Department of Health
Researchjraining certificatesof the membersare required to be uploaded Asa result of that the ECmembersare
forced to undergosuchtraining which is only a smallbeginningof the bigger picture of quality review of research
proposals One needsto seethat this training extendsto the ECsecretarialstaff and investigatorstoo for smooth
functioningof the EC Additionally,training in researchmethodology,GCP current ethical guidelines regulationsand
responsibleconductof researchshouldbe impartedto researcherperiodically

Concerningstructure of EC there is still a lack of understandingabout the requirements Consideringhe number of
ECsin the country not many have registeredyet which is a grave matter. Many times, it is during the registration
processthat the ECcorrectsits membershipstructure. Anotherissueis that the regulatorsdo not consideralternate
membersas acceptableinclusions whereasNational EthicalGuidelines2017 do. Alternate membersare a necessity
to replaceabsentmemberswho shouldbe part of the quorumasper New Drugsand ClinicalTrialsRiles2019without
whichthe minuteswill be considerednull andvoid. Thisflexibility is neededfor the timely review of regulatoryclinical
trials. Many ECsonducta meetingfor the sakeof following the existingnormsbut without givingseriousthought to
their responsibilitiesThereis no discussioron risk-benefit analysisand vulnerabilityto provide safeguardsMonitoring
asa routine or ¥ ¥ @ INdz& & @tegral part of ECfunctioning despiteits mention in the ethical guidelinesand the
regulationsbut this is not beingpaid muchattention to. For efficient functioningof EC one needsto work out a faster
turnaroundtime. All this will be moreregularif quality reviewby externalagenciess carriedout.

Solutionsto addresstheseissuesare registrationof ECsgcontinuingeducationand training for ECmembersto make
them aware of their SOPsand the latest information to justify their decisionsin that light, usageof L / a \ill@de
forms asannexuresn SOFor uniform procedureacrossthe country, monitoringasa routine processand W ¥ @ IINdza -
and internal and external quality assessmentCurrently,three agenciesdo this ¢ one nationaland two international
ones Thenationalone is the National AccreditationBoardfor Hospitalsto asses€CsTheinternationalonesare the
WHGinitiated Strategic Initiative for Developing Capacity for Ethical Review and the American Alliance for
Accreditationof HumanResearcHProtection Program The National Medical CommissionDental Counciland similar
Statutorybodiesof AYSHNCISMandNCH)
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Title: Lessongrom COVIB19 experienceto improve clinicaltrial designfor better quality?

EmmalLaw Isabel Smith
Headof Clinical Quality Senior Research Officer,
AssuranceProtas UK Protas UK

Duringthe COVIBL9 pandemic the raceto find an effectivevaccineor treatment sawan WS E i NJ 2
y dzY 6 & Nlikical trials being conducted While there were some key successstories, not all trials
producedresultsthat informed patient care Therewasa significantamountof wastein clinicalresearch
during the pandemicwhich is saidto have hamperedan evidencebasedresponse Conductingtrials
which could have been predicted to fail to answerthe researchquestion (e.g. becausethey are not
largeenoughto providea definitive result)is not only a waste of resourceshut alsoa breachof research
LJ- NI A Gréstadhdy vickatibn of researchethics

Theissuesseenin COVIBL9 clinicaltrials highlighta broader crisisin trial design,where manytrials do
not provide informative results Thispresentationwill explorethe ethical concernsof poorly designed
trials and discusshow ethicscommitteesand other stakeholderscanidentify and prevent suchtrials in
the future.

Keywords Researclethics,researchintegrity, COVILY, 19, clinicaltrials, trial design
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Presentedby: Prof (Dr) Ranjit Guhg Principal& Professorof Anatomy Indira GandhiInstitute of
MedicalSciencesPatna,Bihar

ABSTRACT

Fuelledby adaptationsto clinical trial implementation during the COVIEL9 pandemic,decentralised
clinicaltrials (DCTshavebeenburgeoned Decentralizectlinicaltrials are conductedin whole or in part

at locationsother than traditional clinicaltrial sites While thesetrials havethe potential advantageof

access participant centricity, convenience,lower costs, and efficiency, they also raise a number of

important ethicalandpracticalconcerns

Decentralisectlinicaltrials alsoinvolve manydigital tools to facilitate researchwithout physicalcontact
betweenresearchteamsand participantsat variousstages,suchas recruitment, enrolment, informed
consent,administeringstudy interventions, obtaining patient-reported outcome measures and safety
monitoring Thesetools can provide waysof ensuringLJ: NIi A Gafdtyland fese&chintegrity, while

sometimes reducing participant burden and trial cost Researchsponsorsand investigators are
interested in expandingthe use of decentralisedclinicaltrials. The USFood and Drug Administration
and other regulatorsworldwide haveissuedguidanceon how to implementsuchadaptations However,
there has been little focus on the distinct ethical challengesthese trials pose including participant
safety, privacyand confidentiality,remote consent,digital accessand proficiency,and trial oversight In

digital ethics frameworks,the related ethical issuesfall under three areasrequiring increasedethical
vigilance LJI NJIi A Gafdiyland dight§ scientificvalidity, and ethics oversight DCTsalso raise some
other issuesmany of which are of considerableethical significance Theseincludethe implicationsfor

the relationshipbetween patients and healthcarestaff, for the socialdimensionof the patient, for data
integrity (at the source,duringtransmissionjn the analysigphase) for personaldata protection, andfor

the possiblerisksto health and safety Despitetheir considerablegrowth, DCThaveonly receivedlittle

attention from bioethicists

Awarenesof theseethical complexitieswill help foster the developmentof processesand cooperative
solutionsto promote safe, ethical trials going forward, optimized to decreaseburden and increase
accessfor all participants Prof (Dr) Ranjit Guha Principal & Professorof Anatomy Indira Gandhi
Institute of MedicalSciencesPatna,Bihar.0
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Presentedby: Dr Aditi Aikat! and Dr SantanuK Tripathi 2

1. ProfessorCommunityMedicine& Dean, StudentsAffairs,JIMSH

2. ProfessoiPharmacology Principal JIMSH

Abstract

Clinicalresearchinherently involves complex ethical considerations,especiallywhen human participants are
involved No clinical researchcan proceed responsiblywithout prioritizing the rights, dignity, and welfare of
participants Ethicalstandardsn clinicalresearchare not only foundationalbut mandatory With clinicalresearch
being integral to advancingmedical science,understandingthese principlesmust be part of the foundational
training for everymedicalprofessional Medical students,the future doctorsand researchersrequire early and
comprehensivexposureo researchethics,yet their current curriculumoften overlooksthis crucialarea

TheCurrentState of ResearclEthicsEducation

Globally, and particularly in India, researchethics in medical education has yet to receive the emphasisit

warrants Medical students are educatedextensivelyin patient care and medicalknowledgebut seldomgain
formal trainingin ethicalresearchconduct Thisoversightleadsto a criticalknowledgegapregardingkey ethical
concepts,such as autonomy, non-maleficence,beneficence,and justice, which are pillars of ethical research
practice Further,important concerndike confidentiality,the nuanceddistinctionsbetweenmedicalpracticeand
researchconflictsof interest,andthe protectionof vulnerableparticipantsremaininadequatelyaddressed

TheUrgentNeedfor EthicalLiteracyin Medical Research

Ethical literacy is indispensablefor medical students who, as practitioners, may encounter clinical trials,

regulatoryresearch and investigatorinitiated studies Theymust be equippedto navigatethesevariedresearch
environmentswith an ethicalcompassunderstandingooth the similaritiesand distinctionsbetweenclinicalcare
andresearch Studentsshouldbe educatedon principlesguidingpre-marketindustry-led drugtrials, investigator

initiated studies, and the ethical complexitiesof & 2-fF F 6 &g disesin researchcontextsWithout formal

educationon thesematters, medicalstudentsmay unknowinglyperpetuate ethical oversights Tofill thesegaps,
medicaleducationprogramsmust prioritize researchethics, tailoring the curriculumto include both theoretical
foundationsand practicalapplicationof ethicalprinciples

Conclusion

Addressingthe ethical dimensionof clinical researchwithin medical educationis no longer optionaklt it is a
necessity Developinga curriculumthat immersesmedical studentsin ethical principleswill ensurethat they
becomeresponsiblepractitionersand researcherspreparedto upholdthe dignity andwelfare of everyresearch
participant L (ti@eifor educationainstitutionsand medicalregulatorybodiesto prioritize this pressingeform.
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Presentedby: Dr. SuparnaChatterjeg Professorof Pharmacologyinstitute of PostgraduateMedical
Education% ResearclKolkata

Essentialityof researchin childrenis well perceivedby all. Thebasicprinciplesof researchethicsi.e.
justice,autonomy, beneficenceand non-maleficencehold good for researchinvolvingchildrenaswell.
However,researchin children posesunique ethical challengesespeciallyin countrieswhere research
ethics practicing standardsare heterogeneous All stakeholdersneed to be sensitizedabout these
challenges Excellentinternational and national guidelinesare in placeto ensure ethical conduct of
researchin children Someof the unique ethical challengesf pediatricresearchincludevulnerability of
the researchparticipantsand complexitiesin assessingisk versusbenefit of researchprojects Other
than the generalchallengessomeare also contextuallike issuespertainingto sociocultural sensitivity
andagegroupof the participants

Measuresto addressthem would include engagingin discussionwith children and their caregivers
about whether the proposedresearchwould provide and direct or indirect benefit to the participants
and the nature, extent and severity of anticipatedharm. Ethicscommitteeswhile reviewingpediatric
researchprotocolsshouldensurethat the best possibleresearchdesignis selectedand the participant
selectioncriteriais scientificallyjustifiable Issueslike invasivebiologicalsamplecollectionshouldbe
carefully reviewed and only those deemed truly essentialare allowed Researchinvolving healthy
children with no direct benefit of participants needs specialattention. Trainingof IECmembersto
mindfully evaluate risk versus benefit of each research proposal is very essential However, such
exercisesare not commonlyundertakenby most IECsin our country. Reviewof both the informed
consentand assentforms haveto be undertaken Childfriendly languagemust be usedin assentforms
andalsowhile communicatingwith childrenandtheir parentsduringthe processseekingconsent
Additionally, issuesrelated to recruitment of children under care of guardiansother than parents
demandspecialattention and IECsshouldstringentlymonitor ongoingapprovedstudiesto ensurethat
studiesare being undertakenas per the protocol and abiding by all applicableethical principlesand
norms

Anothercomplexissueis how to computewhat amountof moneyshouldbe payableto the parentsof a
child for participationin an interventionalresearchstudy. For adultsthis is relatively easybut ensuring
that the child gets somethingeither as gifts needsto be looked at. In severaldevelopednations gift
vouchersfor sole use for children are given However, such practicesare yet to be adopted in our
country,

Finally, it is important that all stakeholdersmust have adequate knowledge about complexitiesof
researchethics in children and strive towards ensuringgood quality researchis undertakenwithout
compromisingwith anyprinciplesof researchethics
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Ethicsin Conductof AyurvedicClinicalTrialsin India

Presentedby: Dr. AchintyaMitra, M.D. (Ayurveda

Assistant Director In-charge (Scientist4), Regional Ayurveda Researchinstitute, Gangtok Central
Councilfor Researchin AyurvedicScienceq CCRASMIinistry of Ayush Governmentof India, New
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Ayurvedahasits roots in Indiasincethe time of Vedasand is one the most commonlypractisedsince
time immemorial in India and Ascian countries The use of Ayurvedic medicine has increased
tremendouslyworldwide due to costeffectivenessand costbeneficial preference Nevertheless,of
Asian origin, a recent study in the United Statesof Americahas shown nearly 59% of the study
population used Ayurvedaand almost all were aware of Ayurveda Patientswith common ailments,
preventivecare,chronicpain,andimmunedeficiencywere estimatedto use Ayurvedamore often.

Ministry of Ayush Governmentof India, the then Department of AYUSHpublished Good Clinical
Practice(GCPyuidelinesfor AYUSHystemin 2013dueto the growingdemandfor Ayurvedaand other
traditional medicalsystemacrossindiain recentdecades Thetherapeuticefficacyand safetyof the use
of Ayurvedicmedicinesas well as different treatment proceduresare to be validatedwith the latest
modern parametersto assurethe consumersand beneficiaries Moreover, the repurposingof the
Ayurvedais the major domainin the presentday. The classicaformulationsand new drugsare to be
enforced through rigorous scientific studies and clinical trials at par compliancewith the rules and
regulationsof the competentauthoritiesincludinglicensingauthorities

Ministry of Ayush Governmentof Indiahasissuedthe different directivesand there is strongvigilance
in everypossiblesector CentralCouncilfor Researchn AyurvedicSciencegCCRAS$ the apexbodyto
conductthe researchprogrammeincludingclinicaltrials on Ayurvedicmedicines Theclinicaltrials may
be carried out after obtaining approvalfrom the Institutional Ethical Committee of Human Research
followed by the CTRIregistration The IECHRshould be accredited by the Department of Health
ResearchMinistry of Health and FamilyWelfare, Governmentof India Thereare separateState Drug
Controllers in each state for licensing after the phase Il study The ministry launched the
pharmacovigilanceprogrammender the central sector schemein the structured networking involving
governmentand privateinstitutesall overthe countryin 2018

There are many unique things by the principles and practices in Ayurveda which differ from
conventionalmodernmedicinesand existingclinicalresearchmethodologies The Ayurvedicphysicians
are used to treat patients with fundamental doctrines like tridosa theory, saptadhatu theory,
panchamahabhut#heory, prakriti assessmenasit is consideredpersonalisednedicine
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The treatments in Ayurvedainclude a long history of tradition, observation, faith, availability of
resources,etc. The challengesinvolved in carrying out trials in Ayurvedaare well-known such as
treatment plan basedon prakriti; difficulty many times in using the blinding technique of Ayurveda
medicine comprehensiveapproach including lifestyle and dietary regimes associatedwith poly
pharmaceutical Ayurveda drugs with enormous phytoconstituents However, there is lacking of
standardizatiorof Ayurvedamedicinesandvariationin the method and mode of drugadministrationin
many cases Despitetheselimitations includinglackof infrastructure,and poor governanceof licencing
authority, the generationof goodquality evidenceappliedto Ayurvedas essentiafor rationaluse

More than 700000 registered Ayurvedic physiciansat more than 250 governmentaccredited
universitiesor collegesform a major resourcefor carryingout clinicaltrials relatedto the field whichis
still not enoughto meet the requirementfor good conductof clinicaltrials. Ayurvedicmedicineneeds
more rigorous scientific researchto evaluate safety, quality and efficacy in a collaborative and
integrativeapproachto be acceptablego the scientificcommunities

ICMRBIoethicsunit hastakenthe initiative to formulate the ethicalguidelinesfor researchin integrative
medicinewith AYUSHsystemof medicinewhere the ethical issueshaveto be soughtout in caseof

integrativeresearchwith conventionalmedicine Theguidelineswill be the valuablein near future by

the ICMRNational EthicalGuidelinesor Biomedicaland Health ResearchnvolvingHumanParticipants
(2017, New Drugsand ClinicalTrial Rules( 2019, Good ClinicalPracticeguidelinesfor clinicaltrials in

Ayurveda Siddhaand Unani(ASUGCP)

Ministry of Ayushas well as CCRA&astaken much initiative to strengthenthe clinicaltrials with an

integrative approachfor main streamingfor which there is some high-quality scientific evidenceof

safetyand effectivenessCollaborationis requiredto ensurethe benefitsof Ayurvedaasan adjuvantor

add-on with conventionalmedicinewith synergism,as a standaloneintervention for which Ayurveda
can be referred, to explore the non-pharmacologicameasures,and to strengthenthe public health

programme CCRA®as collaboratedwith leadingorganizationsin the country like NIMHANS CIMR

AIIMS,IMSBHU,Safdarjunchospitals,NClJhajar LadyHardings Ayushdepartmentof all AIIMS, TMG

TMH&ACTREQCMR,CSIRDSTDBT etc. Thereare regularschemedor clinicaltrials under the intra-

mural for the scientistsworking in the councils and extramural researchfor any institutions or

organizationsapart from the Ministry of Ayush CCRA®as initiated many schemesto boost up the

youngmind for researchlike SPARK 200 projectsper year),PDH 20 candidatesper year), SMART44

projects,2023), PGSTAR 48 projects, 2023, PhDprogramme ARMSfor researchmethodologyand

scientific writing, AyushDikshaor human resource development, PRAYATNAor fostering scientific
writing, etc.
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Abstract

The EthicsCommitteeservesto ensuresafety and protection of the rights of the study participantsby
reviewingand monitoring researchstudieswithin the frameworkof the nationalregulationsand ethical
guidelines, both national and international The core ethical principles of autonomy, justice,
beneficencenon maleficenceandresearchintegrity are the basicrequirementsfor anyresearchstudy.
National and international ethics guidelinesmandate that all the ethics committee membersshould
undergoperiodictrainingsto keepthemselvesupdatedwith the latest regulatoryand ethicsguidelines
to effectively monitor and evaluateresearch The functions of the multidisciplinaryethics committee
membersare specific,varied and hence individual ECmembersneed themselvesto be abreastwith
their specialty In addition, latestadvancesn the ethicsandregulatoryscenariowill be helpfulin critical
reviewand ensuresappropriatedecisionmakingby the ethicscommittee and therebythe protection of
the studyparticipants

EthicsCommitteefunctionsexclusivelybasedon the StandardOperatingProcedure§ SOPsj)leveloped
by the ECfor objective decisionmaking ECmembershave a basicresponsibilityto keep themselves
updatedwith the SOPsand ensureits functioningasper the SOPshenceany new changesn the SOPs
should be explained, deliberated to and by the EC membersfor a complete understandingand

objectivefunctioningby guidelinesandregulations

Modalitiesfor continuouseducationare online trainingsmodules,specialtraining for lay person,social
scientists,one or two daysintensivetrainingswith challengingscenariocaseseries Suchtrainingsmay
be tailormadeto ensurethat the busy ethics committee memberscan undergotheir training at their

own pace,haveactive discussionsgnd deliberationsand exposureto real life or simulatedchallenging
scenariosandwaysto handlesuchevents
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The landscapeof clinical trials is undergoinga profound transformation, driven by technological
advancementsuchasdecentralizectlinicaltrials (DCTsandthe integrationof artificial intelligence(Al).

This shift holds the promise of expandedaccesso research,enhanceddata accuracy,and improved
patient-centered care However,it also raisesintricate ethical considerationsthat clinical researchers
and ethics committees must carefully address As we explore the convergenceof DCTs,emergent
technologies,and Al, it becomesessentialto considerboth the opportunities these innovationsoffer

andthe ethicalchallengegheyintroduce

TheEmergencend Impactof DecentralizedClinicalTrials(DCTS)

Decentralizedclinical trials leveragedigital technologiesto enable remote participant engagement,
thereby minimizing the necessity for frequent site visits Utilizing telemedicine, mobile health
applicationsandremote monitoringdevices DCTgresentmultiple advantagesincluding

Enhanced Accessibility DCTsfacilitate broader participation across diverse geographicalregions,
enablingthe inclusionof variedpatientdemographicsn clinicalresearch

Improved Patient Convenience The ability to participate remotely reducesthe logisticalburdens of
travel, likelyincreasingtudyadherenceandretention.

RealTime Data Collection Continuousmonitoringvia wearabledevicesand mobile applicationsallows
researcherso obtainreaktime dataon LJ- NJi A Géaltklinypiovingdataqualityandaccuracy

While DCTsrovide these benefits, they also challengeestablishednorms regardingclinical oversight,
informed consent,and patient confidentiality Thus,an updatedethicalframeworkis essentiato uphold
participantwelfareandtrust.

Artificial Intelligencein ClinicalTrials Expandinghe Scopeof DCTs

Al is becomingintegralto DCTswhere it supportsfunctions suchas patient recruitment, monitoring,
anddataanalysisKeyapplicationsof Alin thesetrials include

Patient Recruitment and Screening Al algorithms can analyze large datasetsto identify eligible
participants,enhancinghe efficiencyof recruitmentefforts.

Data Analysisand Pattern Recognition ! L c@@acityto processcomplexdata allowsfor the detection
of trendsandinsightsthat maybe beyondhumananalyticalcapability

Remote Monitoring: Machine learning models can identify irregularities in reattime health data,
enablingtimely interventionwhennecessary
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However, as Al assumesa central role in trial management,new ethical questions arise around
transparencyaccountabilityand the potential for algorithmicbias Ethicaloversightis crucialto ensure
that Aldrivendecisionsare fair, accurate andinclusive

EthicalChallengest the Nexusof Aland DCTs

The integration of Al within decentralizedtrials introduces novel ethical considerations,demanding
attention from clinicalresearchersind ethicscommittees

Informed Consentin the Digital Age Traditional methods of obtaining informed consent may not
suffice in DCTs,where limited faceto-face interaction complicatescommunication Aldriven tools
employedin consentprocessesnust prioritize clarity, ensuringthat participantsfully comprehendthe
study's objectives,risks, and procedures Ethicscommittees play a critical role in scrutinizingthese
processeso safeguardnformedandvoluntaryparticipation

Data Privacyand Security GivenDCTstelianceon digital data, maintaining patient confidentiality is
increasinglychallenging Al algorithmsrequire extensivedata to function optimally, elevatingthe risk of
sensitiveinformation exposure Robustdata protection protocols and anonymizationtechniquesare
thusessentialwith ethicscommitteestaskedwith enforcingstringentcybersecuritystandards

Biasand Fairnessn Al Models: Almodelsusedin DCTsnay perpetuatebiasesnherentin their training
data, leading to potential disparitiesin participant recruitment and clinical recommendations For
instance,algorithmsdevelopedwith datafrom limited populationsmay yield inaccuratepredictionsfor
underrepresentedgroups To foster equity, ethics committees must ensurethat Al models undergo
rigorousvalidationacrossdiversepopulations

Accountability and Transparency Albased decisionmaking in DCTscan be complex and opaque,
potentially limiting participants'and researcherstinderstandingof the reasoningoehindcertainactions
Transparent,interpretable Al systemsare necessaryto maintain trust. Ethics committees should
advocatefor & S E LIt 1 A yiHéredyafgorithmicprocessesre ascomprehensiblespossible
Patient Autonomy and Agency With Al increasinglyinvolved in health monitoring, questionsabout
patient autonomyemerge Forinstance,if an Al systemflagsa participantasnon-compliantbasedon
data patterns,there might be an automaticintervention without consultingthe patient. It is essentiako
balancethe need for intervention with respectfor participant autonomy, supportedby clear policies
that regulateAl'srole in suchscenarios

Redefiningthe EthicalParadigmin ClinicalTrials

The convergenceof DCTsand Al signifiesa shift in the ethical paradigmstraditionally associatedwith
clinical trials. To uphold ethical, patient-centered practices,clinical researchstakeholdersand ethics
committeesmay considerthe following strategies

Development of Updated Ethical Guidelines Existingguidelines,such as those provided by the of
Helsinki,may not adequatelyaddressthe ethical challengesposed by DCTsand Al. Collaborations
among regulatory bodies, ethics committees, and technology developers can contribute to the
developmentof guidelineshat aretailoredto thesenovelparadigms
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Continuous Ethical Review Given that DCTsinvolve reattime data collection, continuous ethical

monitoring may be more effective than periodicreviews Establishingthicscommitteesthat specialize
in DCTaind Al couldprovidenuancedoversighttailoredto theseinnovations

Stakeholder Education and Training Clinical researchersand trial coordinators should receive

specializedrainingon the ethicalimplicationsof Alanddigital healthtechnologiescoveringtopicssuch

asAlbiasesdataprivacybestpracticesandtransparencyn Alassisteddecisions

Conclusion

Decentralizectlinicaltrials, empoweredby Al and other advancedechnologiesare pavingthe way for
a new erain clinicalresearch However,this progressnecessitatesa proactivereassessmenof ethical
frameworksto confront the unique challengesposed by these innovations Ethics committees and
clinical researchprofessionalsmust collaborateto develop guidelinesthat ensure participant safety,
data integrity, and inclusivity By thoughtfully embracingthese advancementsthe clinical research
community can ensurethat technologicalprogressalignswith the best interests of participantsand
societyat large
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Abstract

Qualityassurancen healthcareindustry ensurescomplianceand integrity falling in the ambit of global
regulationsas well as national/ international accreditationstandards Systematicexaminationsof the

processesand procedures governing clinical trials, healthcare industry at large through audits,
facilitatestheidentification of discrepanciesenhancingoperationalefficiency,and promotingadherence
to establishedstandards

The framework of Quality assurance(QA) encompassegolicies and practices designedto ensure
consistencyintegrity andfollowing of ethicalpracticesat all times. Variousaccreditationbodies,suchas
the FDAIn the United Statesandthe EuropearMedicinesAgency(EMA)in Europe, FERCI NABH have
set forth guidelinesand standardsensuringthe quality assurance Both internal and external audits
contribute to a comprehensivequality managementsystemthat fosters continuousimprovementand
accountabilitywith correctiveactionsand preventivemeasuresyisk managementstrategiesas well as
Qualityby Designto enhancethe quality standards

As healthcareresearch/industry continuesto evolve, embracinginnovationsand complexities,the
integration of robust audit mechanismswill remain vital for safeguardingthe integrity of scientific
inquiry and protectingparticipantrights.
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Abstract

The World Health Organization(WHO) plays a key role in promoting ethical conductin clinical researchby
supportingethicalstandardsyeviewing researchand developguidelineson ethical aspects WHOhaspublished
many Guidancedocumentsfor researchethics committees for rapid review of researchduring public health
emergencies

The World Health Assemblyadopted Resolution75.8, "Strengtheningclinical trials to provide high-quality

evidenceon health interventionsandto improveresearchquality and coordination”. Thisresolutionemphasized
the urgentneedto enhanceboth globaland national clinicaltrial ecosystemsln responseto this, recently WHO
publisheda guidelinefor best practicesfor clinicaltrials. The guidanceis a pivotal tool for strengtheningthe

globalclinicaltrials ecosystemgnhancinghe efficiencyand credibility of clinicalresearchand promoting public

trust in the outcomesof researchandin the evidencebasefor healthinterventions

WHOworkswith Member Statesand partnersto promote ethical standardsand appropriate systemsof review
for any courseof researchinvolvinghumansubjects Within WHO ,the ResearclEthicsReviewCommittee(ERC)
ensuresthat WHOonNly supportsresearchof the highestethical standards TheERGeviewsall researchprojects
involvinghumanparticipantssupportedeither financiallyor technicallypy WHQ The ERGs guidedin its work by
the World Medical AssociationDeclarationof Helsinki(1964), last updatedin 2013 aswell asthe International
EthicalGuidelinegor BiomedicaResearchnvolvingHumanSubjectCIOMS016).

WHOIndiais committedfor the areaof ethicsand biomedicalresearchfor strengthenthe ethicsreviewof health
researchin India,and contributeto the rights,safety,andwell-beingof researchparticipants

The World Health OrganizationCollaboratingCentresfor Bioethics (CCs)are key institutions with relevant
expertise distributed throughout the world. The Indian Councilof Medical ResearchBioethicsUnit, National
Centrefor Diseaselnformaticsand ResearctBengaluruhas been designatedas WHO CollaboratingCentre in
2020andit s the first onein the South EastAsiaRegionSEAR)f WHQ

ICMRNationallnstitute of Epidemiologyand WHOjointly developedthe online courseon EthicsReviewof Health
ResearcHor building capacitiesof ethicscommitteesand researchersand the courseprovide the fundamentals
of ethical issuesin biomedicalresearchinvolving human participantsand provide updateson researchethics
guidelinedn India

In 2023 WHOintroduceda tool for benchmarkingethics oversightof health-related researchinvolvinghuman
participants Thetool is intendedto assistcountriesin evaluatingtheir capacityto provide appropriate ethical
oversightof health-related researchWHOTtool is intendedto promote policy convergenceand best practicesin
researchethicsoversight,to enhancepublictrust in health research,andto ensurethat the rights and safety of
humansinvolvedin health-related researchare adequatelyprotected, both in ordinarytimes and during public
healthemergencies
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Abstract

Adaptiveclinicaltrial designsare innovativeapproacheghat allow for modificationsto the trial procedureshased
on interim data. Adaptiveclinicaltrial designsoffer flexibility and efficiencyby allowing modificationsbasedon
interim results Ethicsoversightin adaptiveclinicaltrials is crucialto ensurethat the flexibility and efficiencyof
thesedesigngdo not compromiseethicalstandards Ethicsoversightin adaptiveclinicaltrialsincludes,

A EthicsCommitteesand Institutional Review Boards(IRBs) Thesebodiesplay a vital role in reviewingand
approving adaptive trial protocols They ensure that the trial maintain clinical equipoise and that any
modificationsare ethicallyjustified.

A Interim Monitoring: Adaptivetrials often involve interim analyseswhich require careful oversightto ensure
that changesbhasedon interim resultsdo not introduce biasor ethicalconcerns DataMonitoring Committees
(DMCshretypicallyresponsibldor the governanceandoversight

A Informed Consent Maintaininginformed consentis more complexin adaptivetrials dueto potential changes
in the trial design Participantsmust be kept informed about any significantmodificationsthat could affect
their participation

A Transparencyand Communication Clear communicationwith participants, stakeholders,and regulatory
bodiesis essential particularlydetailingthe adaptivenature of the trial and any changeghat occurduringits
course

A RegulatoryGuidance Regulatoryagencies(FDA,EMA)provide guidelinesto ensurethat adaptivetrials are
conductedethicallyandthat their resultsare scientificallyvalid

A Publicand Patient EngagementEngagingvith the public and patient communitiescan help ensurethat the
trial designandits adaptationsare alignedwith patient needsand ethicalstandards

Thesemeasureshelp maintainthe ethical integrity of adaptiveclinicaltrials, ensuringthat they are conducted
responsiblyandtransparently
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Abstract

Adaptiveclinicaltrial designsare innovativeapproacheghat allow for modificationsto the trial procedureshased
on interim data. Adaptiveclinicaltrial designsoffer flexibility and efficiancyby allowing modificationsbasedon
interim results Ethicsoversightin adaptiveclinicaltrials is crucialto ensurethat the flexibility and efficiancyof
thesedesignsdo not compromiseethicalstandards Ethicsoversightin adaptiveclinicaltrialsincludes,

AEthics Committeesand Institutional Review Boards (IRBs) Thesebodies play a vital role in reviewingand
approving adaptive trial protocols They ensure that the trial maintain clinical equipoise and that any
modificationsare ethicallyjustified.

Ainterim Monitoring: Adaptivetrials often involve interim analyseswhich require careful oversightto ensure
that changesbasedon interim resultsdo not introduce bias or ethical concerns Data Monitoring Committees
(DMCshpretypicallyresponsibldor the governanceand oversight

Ainformed Consent Maintaininginformed consentis more complexin adaptivetrials due to potential changesn
the trial design Participantsmust be kept informed about any significantmodificationsthat could effect their
participation

ATransparencyand Communication Clearcommunicatiorwith participants,stakeholdersandregulatorybodies
is essentialparticularlydetailingthe adaptivenature of the trial andanychangeghat occurduringits course

ARegulatory Guidance Regulatoryagencies(FDA,EMA) provide guidelinesto ensurethat adaptive trials are
conductedethicallyandthat their resultsare scientificallyvalid

APublicand Patient Engagement Engagingwith the public and patient communitiescan help ensurethat the
trial designandits adaptationsare alignedwith patientneedsand ethicalstandards

Thesemeasureshelp maintainthe ethical integrity of adaptiveclinicaltrials, ensuringthat they are conducted
responsiblyandtransparently
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Abstarct

Multi-centretrials canbe a major opportunity to generalizefindingsor enhancethe statisticalpower of clinicalstudies
However,suchstudiesalso pose vital ethical challengesjncludingrespectfor participants'rights and protection of
researchintegrity. An effective approachto such challengesis through a joint ethics review incorporating local
variations Theethicalbasisof multi-centre trials is founded on someof the most basicprinciples,suchas collegiality,
trust, fairness,accountability and cooperation Collegialityrespectsmutual respectamongteam memberswhile trust
implies a clear sharing of information. Equitable recognition of contributions with special attention towards
intellectual property and rights for publication are standardelementsin favor of fairness Accountabilityconcerns
responsibilityon the part of all parties, and cooperation underlinesthe need to work with one another toward
commonlysharedgoalsof research The most significantethicalissuein a multi-centre trial would be that it would
posedelays,asthere is the needfor multiple ethicsreviews Everysite that participatesin the researchhasits own
ethicscommittee, which might havedifferent requirementsappliedto it asa result of local ethical standards thereby
makingit an inefficient practice Conflictof interest managementamong severalsites could also make the review
processcomplicated In order to ensureintegrity, the study mustforce all researchersand membersof committeesto
declarepotential conflictsof interest

The above challengesare resolvedthrough the joint ethics review process This processestablishesa Designated
EthicsCommittee (DECHt the coordinatingsite, which first reviewsthe researchprotocol. The ParticipatingEthics
Committeeg PECs)f the other sitesreviewit with a concernfor localethics The DECharmonizeshe communication
of the PECsensuringthat there are uniform ethical standardsapplied,alongwith offering a reductionin redundancy
for the review process Informed consentis an important ethical considerationin multi-centre trials. A standardized
consentform may be developed,but a number of local differencesin language cultural, and literacy factors should
also be considered The CoordinatingPrincipallnvestigator'stask is to supervisethe generalconductof the multi-
centric trial in compliancewith the study protocol, coordinate communicationbetween the DECand Site Principal
Investigatorsand manageethical and scientificintegrity throughout all sites To sayit in simpleterms, every SPlis
responsiblefor tailoring the consentform to the local setting, ensuringthat participantsare adequatelyinformed and
their rightsrespected

The next big challenge is maintaining the privacy and confidentiality of participants across multiple sites
Standardizatioron sharingand custodianshipf datais therefore a mustfor protecting participantinformation. A joint
ethicscommittee, therefore, must make adequateprovisionsregardingdata securityand addressany breachesthat
would occur. Riskbenefit assessmenfiormsthe heart and soul of the JointEthicsReview Althoughthe DEQnakesan
overallrisk-benefit assessmenobf the study, PECsire concernedwith particularissuespertinent to the site. Likewise,
the protocol amendmentand adverseeventreporting proceduresdemandclear communicationbetweenall sitesto
protect the participantsaswell asthe integrity of the study. Postresearchbenefits in order to provide participantsat
all the siteswith uniform resultsof the study. Thisis very significantin vulnerablepopulations,who may havedifferent
expectationsand needs Bestpracticestandardsfor multi-centre trials ensuretransparencyin communicationstimely
reporting, and respectfor core ethical principles In that respect,ensuringa joint ethicsreviewis necessaryo protect
participantswhile enactingvaluablecollaborativeresearch
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Introduction

Ethicsin researchpublication are essentialfor upholding the scientific record and ensuringcredibility in
academia Adherenceto ethical guidelines helps prevent issueslike plagiarism, data fabrication, and
undisclosecconflictsof interest, which canharm scientificprogressand erode publictrust. Organizationdike
COPEalongwith publisherslike Wiley and Elsevier provide frameworksto addressthese concernshelping
maintain high standards This article outlines best practices for researchers,editors, and reviewers,
incorporating/ h t @oferacticesand recommendationdrom major publishersto supportethicalintegrity
in publication

1. Overviewof COPEnd EthicalGuidelines

1.1/ ht dM@QsfonandResources

The Committee on Publication Ethics (COPE)s a global non-profit organizationthat promotes ethical
standardsin scholarlypublishing/ h t esbércesnclude

COPH-orun A collaborativeplatform where editorsdiscussethicaldilemmasand seekpeerguidance

Core Practices Guidelinesthat cover publication ethics, including data integrity, conflicts of interest, and
postpublicationcorrections

CaseArchive A databaseof realworld ethical casesthat providesinsightsinto handling complexethical
issues

1.2 CoreEthicalStandardsby COPE

/ h t Stahdardsemphasizéransparencyaccountability andintegrity. Keyprinciplesinclude
Transparencyand Accountability: Honestreportingto avoiddatamisinterpretation

Editorial Independence Editors should make decisionsbased on scientific merit, free from external
influence

Correctionsand Retractions Promptcorrectionof errorsandaddressingf misconductvhennecessary

2. Authorshipand Contribution Ethics

Clearauthorship criteria are vital for recognizingcontributors appropriately and avoiding conflicts COPE
advisesthat authorship should reflect substantial contributions to study conception, design, analysis,or
manuscriptdrafting.

Authorship Types Description

Ghost Authorship Excluding contributors who played a major role, often linked to undisclosed sponsors

Guest Authorship Including individuals with minimal involvement, usually to enhance credibility.

Gift Authorship Assigning authorship based on affiliation or status rather than contribution.
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2.2 RecommendedPracticedor Authorship

Structured Author Contributions Use of frameworks like the Contributor Roles Taxonomy(CRediT for
preciserole attribution.

ORCIDmplementation: Assigninginigue IDsfor authorsto preventauthorshipdisputes
AuthorshipDisputeResolution Clarifyauthorshipcriteriaearly, seekinstitutional mediationif disputesarise
3. ManagingConflictsof Interest (COI)

Conflicts of interest (COls)arise when personal, financial, or professional affiliations may bias study
outcomes COPHEecommendsfull COldisclosurefor all relevant parties, includingauthors, reviewers,and

editors.

COlI Type Description
Financial COI Ties to financial entities that may benefit from study outcomes.
Non-Financial COI Personal beliefs or affiliations potentially influencing objectivity.
Professional COI Academic or institutional relationships that may affect impartiality.

3.2 COIDisclosureRequirements

Author Disclosure Authors should declare all funding sourcesand affiliations to allow readersto assess
potentialinfluence

ReviewerCOlITransparencyReviewershouldrecusethemselvesf COlssompromisempartiality.

Editorial COI Policies Editors should abstain from decisionmaking if they have conflicts related to a
manuscript

4. Plagiarismand RedundantPublication

Plagiarisminvolves using 2 i K Svbi& @ithout acknowledgment,while redundant publication refers to
reusingpreviouscontentwithout proper citation. Bothcompromiseresearchoriginalityandintegrity.

Plagiarism Type Description

Direct Plagiarism Copying text verbatim without citation.
Paraphrasing PlagiarisnwS 6 2 NRAY 3 I y2iKSNDa ARSI&a ¢gAGK2dzi ON

SelfPlagiarism wSdzaAy3 2ySQa LINB@GA2dza O2y Syl o6AGK?2

4.2 Strategies to Prevent Plagiarism

Citation Best PracticedProperly cite all references and sources.

Pre-Submission Check#Jse tools likdurnitinor iThenticateto screen for duplicate text.
Avoiding RedundancyClearly label and cite any reused data or methods from prior studies
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5. Datalntegrity and ImageManipulation

Data fabrication (creating false data) and falsification (altering data) are serious ethical violations COPE
emphasizeshat researchershouldavoidanymanipulationthat distortsresults

Allowed Adjustments

Prohibited Manipulations

Equalbrightnessadjustments

Selectiveenhancemenbf imagesectiongo misleadinterpretation.

Uniformcontrastapplication

Addingor removingelementsto alter findings

5.2 DataSharingand Transparency

Datasharingimprovesreproducibilityand trust. COPEand other organizationsencourageadherenceto the
FAIRprinciples

Findable Datashouldbe easilylocatable

AccessibleDatashouldbe openfor analysis

Interoperable Datashouldbe compatibleacrosssystems

ReusableDatashouldbe availableunderappropriatelicenses

6. EthicalPeerReviewProcess

Peer review is essentialfor ensuring researchquality. Reviewersare expectedto provide constructive
feedbackwhile maintainingconfidentialityand avoidingbias

Peer Review Model Description
SingleAnonymized WS @ASSGSNE 1y26 | dziK2NBRQ ARSYydAGASa:z
DoubleAnonymized [Both reviewer and author identities are concealed.

Transparent Review WS @A Séa IyR NBGASHGSNEQ ARSYdGAGASA N

6.2 ReviewerResponsibilities

Confidentiality. Reviewershouldnot disclosenanuscriptdetails

BiasAvoidance Discloseany COlsand declinereviewif impartialityis compromised

Objectivity: Provideunbiasedconstructivefeedbackaimedat improvingthe manuscript

7. ResponsiblaJseof Artificial Intelligence(Al)

Al tools like ChatGPTan aid productivity but must be usedresponsibly Any Al usageshouldbe disclosed,
andAl shouldnot alter or generateoriginalresearchdata.

Permissible Al Uses Prohibited Al Uses
Grammar and style ediGenerating original research data or manipulating study results.

Language refinement [Submitting Algenerated manuscripts without proper oversight.

Accountability: Authorsareresponsiblefor Alassisteccontent
TransparencyAl useshouldbe disclosedn the manuscript
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8. PostPublicationCorrectionsand Retractions
Corrections,expressionf concern,and retractions addresserrors or misconductafter publication COPE
providesguidelineson implementingthesecorrectiveactions

Correction Type Use Case
Erratum aAy2N) SNNBENBR y20 FFSOGAy3 GKS adadz
Corrigendum Author-initiated correction for significant errors.
Retraction Major ethical issues, like fabrication or plagiarism, invalidate the study.
Expression of Concern  [Suspicion of misconduct pending investigation.

8.2 Transparencyn Corrections

All correctionsandretractionsshouldbe linkedto the originalarticleto maintaintransparency

9. ClinicalResearclEthics

Researchinvolving human subjectsrequires adherenceto guidelineslike the Declarationof Helsinkiand
CONSORTgcusingon participantwelfare,informedconsent.and ethicalapproval

Framework Description
Declaration of Helsinki Ethical principles for medical research involving human subjects.
CONSORT Standards for reporting clinical trials to ensure clarity and reproducibility.
ICMJE Guidelines Provides guidance on ethics, authorship, and transparency in biomedical rese

9.2 Informed Consentand Confidentiality

Informed Consent Researchermustinform participantsof studygoalsandobtainconsent
DataAnonymization Sensitivedatashouldbe anonymizedo protectLJr NJi A @idvady y G a Q
Conclusion

Ethicalpracticesin researchpublicationare crucialfor scientificcredibility and public trust. By adheringto
guidelinesprovidedby COPEWiley, and similarorganizationsyesearchersanensuretransparencyfairness,
and integrity in their work. Followingethical standardsin authorship, peer review, data management,and
COildisclosurehelps sustaina robust scientificrecord, fostering trust within both the academicand public
communities
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Abstract

Introduction

Current medical education guidelines emphasise teaching professionalismas one of the core
competenciesfor students With the increasinginterest among the medical fraternity in teaching
professionalismas part of the curriculum, there is a need to understand the perception of
professionalismamong the students and faculty. This study would enable us to understand the
perceptionof the medicalstudentsandfacultytowardsprofessionalism

Methods

PennsylvaniaState University College of a S RA O PgEMprofessionalismquestionnaire was
administered online through emails to faculty, residents, and final-year and secondyear medical
students The questionnairecomprisedsix elements(Accountability,altruism, excellence duty, honor,
integrity, and respect),with sixitems for eachelement Theparticipantswere askedto rate the degree
to which eachstatementcorrespondedo their definition of professionalisnon a five-point Likertscale
(1 =never,2 =little, 3=some,4 =much,and 5 =greatdeal) Thequestionnairewasanalysedand scored
asperthe originalvalidationstudy.

Results

378 participantsrespondedto the questionnaire Total scoreswere higheramongfaculty and final-year
medical students comparedto secondyear students and residents The groups had no significant
difference in mean scoresof elements of professionalism Internal consistencyestimatesfor each
elementof professionalisnwere between0.73- 0.83.

Conclusion

Participantsscoredfiy dzO Erd fgreat R S | oh almost all the items in the elements Therewas no
difference in the mean score of each element between the groups This study revealsthe level of
understandingof professionalismamongfaculty, residents,and medical students Structuredtraining
sessionsfor the medical fraternity may help understandthe tenets of professionalismin a better

manner
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Introduction

Postapprovalreview actsasan important safeguardmechanismto protect the rights, safetyand well-being
of participantsand ensurescontinuity in assessingisk benefit analysisBut the exposureto riskdoesnot end
with trial completioninstead,commencesa new uncertaintyfor posttrial accessDevelopingcountrieshave
been emerging as hotspots to conduct clinical trials through sponsorship offered by international
pharmaceuticatompanief developedcountries Themajorincentivebeinglow cost,easein recruitmentof
participants,not so strict regulatory framework as comparedto developedcountries Thus,achievinga fair
distribution of benefit remainsa concern One of the methodsto achievefair distribution of benefits is
addressinghe needfor Posttrial acces{PTA) Thuswho holdsthis responsibilityand for how long needsto
be explored

Objective

Thisstudyaimsto summarisethrougha literature review, the challengedo accesposttrial benefits
Methodology Thedatais basedon a review of the literature on PubMedon Posttrial accesoverthe last5
years(from 20192024). The keywordsincluded (post trial provisions)AND (post trial accessOR post-trial
benefits) Onlyarticlespublishedin the EnglisHanguagewere included A total of 18 articleswere retrieved
Onreviewingthe abstracts,12 were excludedasthey were not relevantto the scopeof this review. 6 original
articlesthat discussegosttrial accessand patient/participantexperiencesvereincluded 1 more articlewas
included through snowballing Results Our findings highlight gap in the system concerning current
proceduresfor posttrial managementwith a few facilitators Theseinclude counsellingserviceby clinical
staff, referral letter from study doctor, funding via sponsors,supportive clinical trial team and strong
collaboration between stakeholders Participant centric barriers include lack of awareness among
participants, failure to understand implications PTA denial, more focus on short term relief, poor
understandingof research,possibilityof therapeutic misconception inability to afford transport related
cost, inability to attend clinic visits and difficulty in understandinginformed consentdocument Other
barriers included O 2 Y LJI gliginr@st in seeking approval, regulatory restrictions, lack of insurance
coverage difference in understandingamong stakeholdersw.r.t responsibilityand conceptof PTA,power
dynamicsjnadequatecollaborationand poor communicatioramongstakeholders

Discussior& Conclusion
Findingsunderscorethe needto addressthese barriersand strengthenthe identified facilitatorsto promote
Posttrial accessByjust offeringtrial resultsto participantswill do verylittle to meetthis obligation
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Abstract

Background EvidenceBasedMedicine (EBM)has shifted the focusof clinical practice from expert opinion to
systematically}conductedresearch jntegratingthree components the bestavailableevidence clinicaljudgment,
and patient preferences The hierarchicalevidencemodel (HEM)in EBM,which ranksresearchdesigns,faces
limitations in evaluating complex interventions such as surgery, psychology,and traditional medicine In
Ayurvedasignificantgapsexistin scientificliterature regardingappropriateevidencemodelsandthe application
of researchethicsin studydesign Thisstudy assessesyurvedaresearchersperceptionsof evidenceapproaches
andthe applicabilityof researchethicsin Ayurvedaresearch

Methodology: A qualitative study involving in-depth interviews with seven Ayurvedaresearchersirom South
India was conducted Thematicanalysiswas usedto analysethe data, moving from codingthe interviews to
creatingcategoriesandthemesalignedwith the researchobjectives

Results The study identified several key themes EBM perception and application, Ayurveda evidence
approachesstatus of Ayurvedaresearch,comparisonswith modern medicine,and the applicationof research
ethics Sub Themesincluded "What counts as evidencein Ayurveda,""Evidencethrough whose lens?" and
"Researctethicsin Ayurveda' Participantshighlightedthe needfor researchdesignghat accountfor ! & dzNJJ &
personalizedapproach Many researchersfelt compelledto follow HEM to gain legitimacyin the scientific
domain Thosewith experiencen more adaptableresearchmodelsfor Ayurvedahad greaterclarity in designing
appropriateresearchrmethodsandapplyingethicalconcepts

Conclusion Ayurveda researchersadvocate for more freedom in developing methodologiesthat reflect
personalizedholistic practices Thisalignswith Bourdieu'sTheoryof SymbolidPower,wherein Ayurvedaresearch
seeks legitimacy within the dominant biomedical paradigm Future research could explore bioethical
perspectives,particularly the concept of autonomy, in developing adaptable research methodologies for
Ayurveda

Acknowledgement The Authors acknowledgedhe specificuse of ChatGPTo mini for languageediting and
summarizatiorfor the word countof this abstract

Keywords Evidence approach, research ethics, ayurveda research, hierarchical evidence model and
methodology
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https://orcid .org/0000-0001-65922960Abstract

Background Duringthe COVIBEL9 pandemic,the globalissuesof vaccineaccessand equity, particularlyin low-
and middle-incomecountries(LMICs)cameto the forefront. Simultaneouslythere wasnotable advancemenin
artificial intelligence(Al)andits potential applicationsin vaccinedistribution and schedulingIn responseto these
developments, we gathered insights, lessons, and perspectivesto inform future strategies for Albased
distribution planningand schedulingsystemskffectivenessn ensuringequitablevaccinedistributionin LMICs

Method: A scopingreview was conducted,followed by two separatewitness seminarsheld at different time

points. Theanalysedor eachseminarwere performedand presentedcollectivelyt | NJi A Gtatédtenfsivered
transcribed, coded, categorized, and analysed, with the findings organized thematically These findings
subsequentlynformedthe developmentof the ethicalframework

Results A total of 28 articleswere includedin the scopingreview. For the witnessseminar,there were eight
witnessparticipants,three moderators,andtwo observersgengagingn discussionshat lastedan averageof one
hour and 40 minutesfor both seminars In the transcriptof the first withessseminar,192 codes,22 categories,
and five themeswere identified through inductive coding In contrast, the secondd S Y A yrandtlipéyielded
159 codes, 11 categories,and five themes through open coding The coding and analysisprocesseswere
conductedindependentlyandthen collectivelyalidatedto minimizebiasin judgmentandinterpretation.
Discussion Despite! L pbéential, severalchallengescan impede the effective deployment of Al in vaccine
distribution, especiallyin low-resource settings These challengesinclude ensuring equitable accessand
managingdistribution priorities, as well as addressingdata managementissuesand technologicallimitations.
Additionally,leveragingdata and technologyto optimize the distribution processis crucial,alongsideevaluating
the effectivenessand governanceof Al systems Ultimately, ensuringequity and inclusivityin Aldriven vaccine
distributionremainsparamountfor maximizingts impact

Conclusion This study highlightsthe effectivenessof Al implementation in vaccinedistribution and equity,
especiallyduring the pandemicin low- and middle-income countries (LMICs)where achievingvaccineequity
remainsa significantchallenge It proposesan ethicalframeworkconsistingof 10 core componentsalongwith 11
implicationsand policy recommendationsaimed at promoting the responsibleand equitable use of Al support
systemgo enhancevaccineequity in future pandemics

Keywords Vaccineequity, Alin publichealth,vaccindogistics ethicalimplications and pandemiaesponse
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Background Theinseparablerelation betweenhumanand nature made mankindstrongerby acquiring
knowledgefrom nature through continuousinteractionsincludingexperiencesusingall his sensesThe
knowledgethat acquiredthrough experiencesare transferredfrom generationsto generationsby oral
teachings hearing,seeingand other experiencesThisknowledgeistermedasWA Y RA B$ ¢ 2 tiz8
Indigenoustribal communitiesin Keralapossesaunique traditional knowledgesystems particularlyin
healthcare However, sharingthis knowledgewith external researchersaisesconcernsamongtribal
healers

Objective This qualitative study aimed to explore the perspectivesof indigenoustribal healersin
southern part of Kerala, Kani tribal community regarding sharing of their traditional indigenous
knowledgeof healingwith researchers

Methodology: In-depth interviewsof 8 tribal healersfrom Kanitribal communitywas carried out, and
thematic analysisdone and their perceptionsregardingsharingof knowledgewith other communities,
challengesdn practicetoday and type of practiceand indicationfor referral was probed Thedatawas
analysednanually

Findings Tribalhealersexpressedconcernsabout cultural appropriation,exploitation, Ideaplagiarism,
Knowledgeattrition and loss of control over their knowledge They emphasizedthe need for trust,
reciprocity, and benefit-sharing in researchcollaborations Some healers saw potential benefits in
sharingknowledge suchaspreservingheir traditionsandimprovinghealthcare

Conclusion This study highlights the importance of understandingtribal healers' perspectiveson
knowledgesharing Researchersnust prioritize ethical considerationscommunity engagementpolicy
initiation by governmentto enhancethe sustainabilityof knowledgeand collaborativeapproacheso
ensurerespectfuland mutuallybeneficialknowledgeexchange

Keywords indigenous knowledge, tribal communities, traditional healthcare, knowledge sharing,
researchethics,communityengagement
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Background Protection of confidentiality of data in healthcareand researchstemsfrom the ethical
and legal obligations frameworks Our study aimedto identify challengedacedby the custodiansin
maintainingconfidentialityof samples/datavhenresearchis conductedon patient samplesor data

Methodology. We conducteda crosssectionalquestionnairebasedstudy on the custodiansof patient

samples/data After obtaininginformed consent,the validatedquestionnairescontaining10 questions
were administeredthroughfaceto-facemeetings,to 39 custodiang12 samplecustodiangdSCsand 27

datacustodiangDCs))

Results

The DCs belonged to the Medical Records and clinical departments Majority used secure
cabinets/storagg85.18%) and ensuredno photographswere taken (55.55%). Majority statedthat they

provided accessafter documentingthe request (92.6%), verifying the permissionfrom the Medical

Superintendent(MS) (81.5%) and Ethics Committee (EC)(74.1%). 25.9% of DCsexperienceddata

breach 18.5% of the DCsdid not go for any training. The challengesdentified from the study were

time constraints, lack of secure storage space, technology and protection mechanisms, poor

staff/researchercooperationand knowledge

The SCcamefrom microbiology,pathology,biochemistryand laboratories 91.7% kept logbookaccess
to storage equipment, 66.7% had lock and key and biometricsto rooms, 58.3% looked the storage
equipmentand kept logbooksto storagerooms 3.3% required ECand MS approval,and 33.3% only

requiredMoU in caseof researchergrom other institutes. None experiencedconfidentialitybreach Al

SCshave undergonetraining. The challengesidentified from the study were time constraints,and

technicalissues

Conclusion Fromour study it was observedthat there were severalareasthat neededimprovement
like measurego protect samples/datagrantingaccesgo researchersdoth internal and external,data
breaches and training. The study also reveals that custodiansface challengesfor maintaining
confidentiality hence making it necessaryfor introducing more stringent measuresto protect the
confidentialityof the samples/data
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Introduction ¢ A protocol deviation(PD)is any departurefrom study proceduresor treatment plansas specified
in the IEGapproved protocol. PDscan be minor or may compromisestudy integrity and participant safety
(violations) Auditing PDsprovidesvaluableinsightsto identify and addressareasof deficit. Our study aimedto
analyzePDsand comparepre- and postCOVIEBEL9 pandemicdeviations

Methods ¢ The study protocol was IEGapprovedwith a consentwaiver. Anonymizedregulatory studieswere
evaluated,and Trial Master Filesand IECcommunicationgegardingPDswere reviewed PDswere classifiedas
major (violations affecting patient safety, data, or study integrity) or minor, followed by content analysis
categorizingthem as eligibility, consentrelated, investigationalproduct (IP) related, documentationerrors, or
samplerelated Correctiveand preventive actions(CAPA}aken were also assessedDescriptivestatisticswere
applied

Resultsg Of 21 regulatorytrials analyzed 15/21 (71.4%) were pre-pandemic,and 6/21 (28.6%) were conducted
duringand continuedpostpandemic Atotal of 526 PDswere reported. Ofthese, 454/ 526 (86%) were minor and
72/526 (14%) were major PDs Amongstthe 454 minor and 72 major PDs 221/ 454 (49%) and 63/ 72 (88%) were
pre-pandemicwhile 233454 (51%) and 9/ 72 (12%) were duringand postpandemicrespectively

For minor PDs,22(0/454 (48%) were due to missedfollow-up timelines, followed by 145454 (32%) related to
sample storage/processingand 45/454 (9% to documentationerrors. Among major PDs,49/72 (54%) were
missedpharmacokinetictimepoints, and 8/72 (11%) were IP administrationrelated Of the 72 major PDs,12
(16% were beyond researchers'control, while 60 (84%) were deemed preventable (e.g., Electrocardiogram
takenbefore consentdelayedSeriousAdverseEventreporting).

Amongthe total 526 PDs,242 (46%) occurredduring and postpandemicacrossthe six trials, with a significant
proportion[205 242 (85%)] linkedto pandemierelatedchallenges

A total of 204/526 (39%) corrective actions involved re-counsellingparticipants,and 65/526 (12%) involved
retrainingstudyteams

Discussionand Conclusions;PDsmay hot be entirely avoidable However,audits such as these suggestareas
where researcherscan improve to minimize PDs targeted training in key areasand the implementation of
quality checkscanaddresssomeof the issuesdentifiedin this study.
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PREAMBLE

1. The World Medical Association (WMA) has developed the Declaration of Helsinki as a statement of ethical
principles for medical research involving human participants, including research using identifiable human
material or data.

The Declaration is intended to be read as a whole, and each of its constituent paragraphs should be applied
with consideration of all other relevant paragraphs.

2. While the Declaration is adopted by physicians, the WMA holds that these principles should be upheld by all
individuals, teams, and organizations involved in medical research, as these principles are fundamental to
respect for and protection of all research participants, including both patients and healthy volunteers.

GENERAL PRINCIPLES

3. The WMA Declaration of Geneva binds the physician with the words, “The health and well-being of my
patient will be my first consideration,” and the WMA International Code of Medical Ethics declares “The
physician must commit to the primacy of patient health and well-being and must offer care in the patient's
best interest.”

4. Itis the duty of the physician to promote and safeguard the health, well-being and rights of patients,
including those who are involved in medical research. The physician’s knowledge and conscience are
dedicated to the fulfilment of this duty.

5. Medical progress is based on research that ultimately must include participants.

Even well-proven interventions should be evaluated continually through research for their safety,
effectiveness, efficiency, accessibility, and quality.

6. Medical research involving human participants is subject to ethical standards that promote and ensure
respect for all participants and protect their health and rights.

Since medical research takes place in the context of various structural inequities, researchers should
carefully consider how the benefits, risks, and burdens are distributed.

Meaningful engagement with potential and enrolled participants and their communities should occur
before, during, and following medical research. Researchers should enable potential and enrolled



10.

11.

12.

13.

14.

15.

participants and their communities to share their priorities and values; to participate in research design,
implementation, and other relevant activities; and to engage in understanding and disseminating results.

. The primary purpose of medical research involving human participants is to generate knowledge to

understand the causes, development and effects of diseases; improve preventive, diagnostic and
therapeutic interventions; and ultimately to advance individual and public health.

These purposes can never take precedence over the rights and interests of individual research participants.

While new knowledge and interventions may be urgently needed during public health emergencies, it
remains essential to uphold the ethical principles in this Declaration during such emergencies.

. Itis the duty of physicians who are involved in medical research to protect the life, health, dignity, integrity,

autonomy, privacy, and confidentiality of personal information of research participants. The responsibility
for the protection of research participants must always rest with physicians or other researchers and never
with the research participants, even though they have given consent.

Physicians and other researchers must consider the ethical, legal and regulatory norms and standards for
research involving human participants in the country or countries in which the research originated and
where it is to be performed, as well as applicable international norms and standards. No national or
international ethical, legal or regulatory requirement should reduce or eliminate any of the protections for
research participants set forth in this Declaration.

Medical research should be designed and conducted in a manner that avoids or minimizes harm to the
environment and strives for environmental sustainability.

Medical research involving human participants must be conducted only by individuals with the appropriate
ethics and scientific education, training and qualifications. Such research requires the supervision of a
competent and appropriately qualified physician or other researcher.

Scientific integrity is essential in the conduct of medical research involving human participants. Involved
individuals, teams, and organizations must never engage in research misconduct.

Groups that are underrepresented in medical research should be provided appropriate access to
participation in research.

Physicians who combine medical research with medical care should involve their patients in research only to
the extent that this is justified by its potential preventive, diagnostic or therapeutic value and if the physician
has good reason to believe that participation in the research will not adversely affect the health of the
patients who serve as research participants.

Appropriate compensation and treatment for participants who are harmed as a result of participating in
research must be ensured.

Risks, Burdens, and Benefits

16.

17.

18.

In medical practice and in medical research, most interventions involve risks and burdens.

Medical research involving human participants may only be conducted if the importance of the objective
outweighs the risks and burdens to the research participants.

All medical research involving human participants must be preceded by careful assessment of predictable
risks and burdens to the individuals and groups involved in the research in comparison with foreseeable
benefits to them and to other individuals or groups affected by the condition under investigation.

Measures to minimize the risks and burdens must be implemented. The risks and burdens must be
continuously monitored, assessed, and documented by the researcher.

Physicians and other researchers may not engage in research involving human participants unless they are
confident that the risks and burdens have been adequately assessed and can be satisfactorily managed.






