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MOU

INTEGRETED COUNSELING
AND TESTING CENTER (ICTC)

MAHARASHTRA STATE AIDS
CONTROL SOCIETY (MSACS)

Departments engaged:

1. Obstetrics & Gynecology

2. Microbiology

3. Preventive and Social Medicine
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Krishna Institate of Medical Sciences Deemed University, Karad, a facility having its office at

Karad in Satara District, acting through Dr. M.Y. Ghorpade, The Registrar, Krishna Institute of
l Medical Smmes Deemed University, Karad the authorized signatory, hercinafier referred to as
" PPP implementer, which expression shall, unless repugnant to the context, include its-successor in
i business, administrators, liquidators and assigns or legal representatives.

L PURPOSE OF THE COLLABORATIVE PROJECT
The purpose of the agreement is to set up NACO certified facility integrated counseling and testing
l centre for HIV counscling and testing in a private sector/not for profit /non governmental
_ organizations run health facility through a public private partnership. The aim is to provide access
} to quality HIV counseling and testing services fo clients who access private/not for profit health
care system in both urban and rural areas of the country.

T
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L 15 agxeem&nt between NACO (through MSACS), end Krishna Institute of Medical Sciences

Dﬂmd University, Karad to scaling up Integrated Counseling and Testing Centers {ICPE} T e

'PWM of Parent To Child Transmission of HIV centers (PPTCT) in state and Private H-miﬂ] 5
“facilities (private sector/not for profit /non governmental organizations run health facility Hospitals
mtdﬁm'ﬁrm Itnmes} :

I RESPONSIBILITIES or 'mE SACS / DAPCU:
l Tu suj:rpiy rapid Hﬂ' diﬁugmmim kits (3 different antigens/ principles) in quarterly advangce as
S titute of Medical Sciences Deemed. Hm'm'sil}*, .
1 mmmmaﬁlﬁﬂﬁﬂwmm-m W!ﬁ'itewrjreﬁortw“iihemm-
pfoﬁdz uninterrupted supply of above kits, SACS will not be held responsible for any
shortage of above kits due to un foreseen circumstances.
2. -To Prc.wdr: training of staff of ECTC {staff of facility) in HIV counseling and testing in NACO
‘approved centers. If required more than one training will be provided by the SACS. .
ol suppiv pmtactwe kits for delivery of HIV posilive pregnant woman as per requirement to
sti Deemed University, Karad.
aff of Krishna Institute of Mw

hcﬁngthem‘ftﬁ_ﬁ.- s, formats ete. from theoﬁimafﬂﬂ*SACSmdfm
d  of coded bload samp!c ﬁi’ dcll‘very of Blood test records from Krishna Institute of
'_':"Sc;tnm w 1 irmﬁly, Karad to the SRL (State Reference Laboratory-
' hority) under the external quality assurance schemes
;de[masmr Inwgmwd Counseling and Testing Centre”

v, of India in Hu}y, 2007 or

3. .Tl.‘.l suppiy prophylar;hc A’R"-ﬁ dmgs Fc-r preventmn of transmission from HIV pusﬂwe mother

: to their new born babies as per national protocol.
g, -"Eq evaiuam the pe;fgnmm of tlw.-r ICTC pcnn-dma!]y as per moniforing and evalua:iun tools

lﬂ To prm'tde Regim&_ _ as “Opc-mhmal gu:&ehnes for Integrated Counscling
and Testing Centre” ptklislteﬁ b}' mca Ministry of Health & Family Welfare, Govi. of
e rmt'n in July, EWTmmmwmmmnwf
S UIT6 ;m:w:de capacity building maasa slaff of private sector involved in lcTC?PI*TCT 5
. 12. Monitoring support whenever required, to ensure smooth functioning of ICTC! PI"?E'T in
private sector. Nevertheless, also ensure the quality parameter.
~13. Support Private Sector ICTC/PPTCT team in record keeping and provide the necessary
:nformation to MSACS which cen be fed into CMIS format of NACO, j

st

; (3 |
 Krishna instiute u::umﬂ : 'DAPCU, Satara.
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.- 'Responsi bilities ﬂf Krkhnn Institute of Medical Sciences Deemed University, Karad:
1. To provide a room with suitable, sufficient and convenient space to be used for r:-uunsehn‘g
 purpose with adequate furniture, lighting and privacy and any other infrastructure required.
71 provide a laboratory equtpﬁed with refrigerator, centrifuge, micropipetie, needle cutter, etc
for HIV testing & blood sample storing tacility,
3. To designate existing staff or appoint new staff for the posts of counselor and faboratory
technician in the ICTC. To also designate an existing Medical Offi icer as ICTC Manager,
4. To provide consurmables such ag nwdits, gloves, syringes, serum storage vials, microtips, ete.
of standard qualify mquired for HIV testing to the ICTC.
5. Ta provide counse]mg and testing services in the ICTC 1o any client who approaches the
ICFC without discrimination either freely or on receipt of a charge not exceeding Rs. 75/-
as per protocol laid out in the guideline text per “Operational guidelines for lntegrazed
ffﬁtﬂﬂsoimg and Tmmgf;mm'e" pubhshed by NACO, Mmistry of Health & Family Welfare,
.Qf-ﬁiﬂia-_-ii'l-';fg__l\i" r any newer version themﬂ‘f“ 'Hte eh&rge will be used to defray

E?ﬁiﬁly beﬁ#l‘e Wﬂ-mﬁ sa?&ry, mﬁ*asxructure and cansmnahles mqusrcd for

s ac; hﬁnts and maintain confl den"tlal"'ty Provide data pmte@ttﬂh systems
_-,!I! ensure that :marﬁs fall ﬂms@ who are counseled and tested are not accessible to any

) ‘E’Hﬁ -are ccmducﬁngﬂ three test, both screening nad
x '.AET links a5es ﬁmnﬂ HIV positive in ﬁmﬁty
}__Hﬂ all TCTEI-WM instructions of NACO which

nes for I'ntmgmted Counseling and Tﬁtmg
Family %ﬁarc, Govt. of India in July,

niversity : € j far q;}}rﬁutﬁsﬁnﬁm delivery of services.
12 To pummpm-: in EQﬂE {E‘qema‘l {}ual”ly Assessment Scheme) as laid out in the above
mentioned guufcllnﬂ text. Laboratory In charge, Krishna Institute of Medical Sciences
Bee:meﬂ Umversity Karad will send samples in-the first week of every quarter, for cross
checkin.g to the SRL {sta!:e reference laboratory-state/ district [CTC management authority)
nmae every quaxﬁ:* :Ihc. aboratory technician designated by Krishna Institute of Medical
Sﬂqm Deemed ﬂnh' rsity, Karad (o ensure that these samples are collected in th: first
w&&of}anmqr, A;:unl, ly and October & sent to the SRL.
13. To provide data and mf@rmatmn to the coordinating agency to perform their duties as per the
instruction and dircction from SACS
14, To send meonthly report to the SACS/DAPCU in CMIS format by Sth of every month in

mﬁmmﬂmﬁmﬂmwﬂmmcs
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-15 To use all the TEC materials, condoms, items required for laboratory use, protective kits for

: dclwm'y, PEP (post exposure prophylms] drugs supplied by the SACS at the service delivery
- purpose by Krishna Institute of Medical Sciences Deemed University, Karad.
="-1¢mmmmmmrﬂumimmmpmmwm SACS. o
~17. To maintain quality waste ma t af&tsgmiwmsﬂmwmm HIV testing.
!ETﬂmmmﬂth“mﬁhﬁhmeblmdcoﬂectmn room and laboratory will observe
- universal safety precaution (LISF).
19. To ensure that ICTC staff are aware of the PEP procedure and display the name and contact
mfcnnatmn of &m PEP focal point! pgrson as well as the location where the PEP drugs are
‘.'ZI} To follow the national pr-:-tomi for ARV prophylaxis for prevention of parent to child
hnsrmssmn of HIV (PPTCT).
=21 Toattmd ooordmat:—mfm:wmmtmgs conducted by SACS.
22 “I‘u ensure that no research or clinical trials are done on the clients who visit the ICTC or-
Mr:d o-n -:ima nf nhems who visit the ICTCs.

- the ﬁl.;mct level and SACS level as per_the supervisary
gmﬂe‘tﬁm ijntegrdm& Cmmeling and Testing
of Health & Family Welfare, Gowt. of India in July,
'_ To allow access fo authorized mcofsacm}mu_

~Inte e '_ '_g me* puhlislm by NACD Mims:ry nf Hcahh &
anlty Watrm, Gﬁvi.-afrnmﬁﬁ*}ufy 2007 or any newer version thereof, in the Hboratory
by Krmlma lnsmn‘te@f Medical Sciences Deemed University, Karad

26. To ﬁ}llow “"Q’a’tmiml AIDS Control P-:}Jacy & Statc HIWA!D&. poli icy.

i _'="="m, T g",ﬂ; mm in ﬁul fwcc and effect for a pr:’rlod Ofﬂnc ?’W

ificatio of ﬂ:: site. nf iin: mliabmamc tcs:mg pfo_lf.‘ct as “H&{ﬁfSACS_'

SJ‘HAPCUWEII supfmt ne priv sas‘tar in commencement and closely coordinate for smooth
m‘ﬁpﬁt. '
=
Disrtict Programime
DAPCY, Setara.
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- RENEWAL OF AGREEMENT
| 1} This Memorandum of Understanding is renewable at the option of Krishna Institute of -
" Medical Sciences Deenied University, Karad/SACS.

3) - Three months prior to the: expiry of the Memorandum of Understanding due to efflux of time
SACS shali intimate Krishna Tnstitute of Medical Sciences Deemed University, Karad i it
intends to renew or no‘r to renew the Memorandum of Understanding,

3) In the event that SACS decides not to renew the Memorandum of Understanding, Krishoa .
Institute of Medical Sciences Deemed Unmrsity, Karad shall give notice to the patients
;pgsrdmgthe caneuﬂmmn of:ts certification, In the event that SACS decide to renew the

of , _T'~ﬁﬁmmmdiumuf&m Memorandum of
%mmdmg, us—rmylfe smmﬂod, will apply.

YL TEIMATIUH OF AGREEMENT
i} Any party may tcrminate [I'IIS Memumndum of Understanding after giving three months
notice to the other party at the address provided in this Memorandum of Understanding for
espondence ﬁrﬁi ,_ -Mﬁ&ﬁmd for the puose and mkngwtedgma in writing by.

q%ﬁbn arising. p,t any time between the pa,mu& hereto arising

. with or in relation to this agreement shall be referred 1o and settled by

arb:t!ﬂmu under ﬂ}a' ;H‘G'E’ISIDIHE of the Indian ﬂ:b:tratl{m and Conciliation Act, 1996 or any
ﬂwd:f' ication or rq:law‘pmmt thercof as apphcabic for the time being in India.

- 2) The arbitration shall be referred to an arbitrator nominated by Secretary Department of Legal

Affalﬁ, Ministry of Law and Justice, Govt. of India, Delhi. The arbitrator, if he so feels

necessary, seek opi 7 ﬂf any hﬂ]thcare personnel with experience'of working in the field of

 HIV and care and tre
3} “The place of arbitrati "ﬁ:erﬂmu Delhi urthr.snﬁeoﬂhe%ﬂaﬁmahwlamww

which shall be dmmdhyﬂlh arbitral tribunal b&amlg in mind the conivenience of the parties.
4) The decision of the ﬂrbmai@r sh&ifbe final and bmcﬁ ng on both the partics.

ramnme Officer
DAPCU, Satara.
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- LAW mmm

This Memorandum of Understanding shall be construed and governed in amordanu: with the laws

af Ind:a

= ADRESSES FOR CORRESPONDENCE | £ i
In m&ms thereof, the pnmes herein have appended their respective signatures the day and the year

: ab::wé stated.
e e TSigned For and on behalf of NACO
| The Registrar,
1 D MY G]wrmde :
| Krishna Institute of Medical Sciences CS/DPO, DAPCU,
' Dﬁsmeﬂ Unwmity, d. MSACS
Signature
A Dhate......... =
In the presence of
Mame /‘i, 2 A fﬂ-f-’7 |
Drsf  sefogr)seor” |

PROFESSOR,
DEPT. OF OB. & Gyn
KIMSDU, KARAD
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Underwriters Laboratories (UL, USA) funds
sanctioned for public safety research, education and
awareness

Department engaged:
1. Biochemistry



NATIONAL REFERRAL CENTRE FOR LEAD PROJECTS IN INDIA

ST IOHNS NATIONAL ACADEMY OF HEALTH SCIENCES
BANGALORE 560035

Ref: NRCLPI/RC/PR()J/M!ZGM Date: 12/ 08 /2014

To:

Dr. Arun J, Patil

Professor in Biochemistry

Krishna Institute of Medical S¢i ences “Deemed To Be University” Karad

Subject: Disbursement of Research Project Fund
Dear Dr,

I'am pleased to inform you that UNDERWRITERS LABORATORIES (UL), USA has sanctioned an
amount of Rs. 25 Lacs for Lead project in India [Estimation of lead from water, cosmetics, paints
and traditional medicine and this amount will be equally disbursed to the following five Lead
Referral Laboratories with a share of 5 lacs for each of the laboratories in stages with the
progress made by each of the centre,

South Central at NRCLPI Chief Dr. Anita Bijoor, PhD HOD Biochemistry,
South Western at Karad in Maharashtra Dr. Arun Patil, PhD

Central at Lucknow, Dr. Abbas at KGMU PhD

Northern at Delhi, Dr. L. M. Srivastava is the chjef coordinator PhD

North Western sector at AIIMS Jodhpur, Dr. Praveen Sharma PhD is the chief
coordinator

s )
(ool -

Prof. Thuppil Venkatesh, Chairman
National Chairmen “Indian Society for Lead Awareness & Research” [InSLAR], Lucknow

National Director “National Referral Center for Lead Projects in India™ [NRCLPI], Bengaluru
Bengalury

LR L ~ N S T N
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REVISED NATIONAL TUBERCULOSIS
CONTROL PROGRAM (RNTCP)

Departments engaged:
1. Preventive and Social Medicine
2. Medicine, TB Chest

sl c}%“:”{__
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Govt.of Maharashtra, Health Services

Jt.Director of Health Services (Leprosy & TB)
‘ARDGYA BHAVAN" Opp. Vishrantwadi Police Station,
Alandi Road, Yerwada, Puno-4110046.

JDirector - W (020) 26686355 1 _ Py Seclion wise e-mail
Dy Dirsctor - 26686951 ar & & | 7B section- stomhi@micp.org
Office - 26686052-54 1,50 y | 5.8 3§ | Lep section - flepnms@redifimai cor
Fax — 26686956 Yo' | Gl | Est section - idhsest9%Darnai com
No.Jt DHS/TBAL Desk-RNTCP/OR Proposal !
Date A1/ B[2016 6d3z 5 -3
To,
The Dean,
Krishana Hospital and Medical Research Centre,
Karad

Sub:- Sanction of grant-in-aid for Operational Research proposal of
Dr. Vijay D. Nair, Assistant Professor Under RNTCP.

Ref:- The State Operational Research Committes meeting held on 23rd April,
2016 at Disha Hall, Parivartan Building, Arogya Bhavan, Pune.

T

The following Operalional Research proposal submitted by the Principal
Investigator (P1) of your institute was discussed in State Operational Research Committee
Meeting held on 23rd April, 20156 under RNTCP and it has been approved

—_— —_— Sa——. e —— = -

| sr. | | Name of the Department | .
= Mame of the PI | & Medical College I Topic

Cross sectional siudy on the _-:
Assistant Professor | Krishana Hospilal and health reiated qually of ife in i
| Medicai Research Centre, patients who complete treatment |
| Karad o | for pulmonary T8, !

1 | Dr. Vijay O. Nair, [ Department of Medicine,
|
|
|

‘.
|
|
|

The Principal Investigator (Pl) will sign 2 Memorandum of Undertaking (MCOU) with
] the TB programme manager on behalf of the soclely for the release of funds The MOU
will include the objects for which he will utilize the funds ang the timeline for the study. &
will also inciude the commitment from nim o retum the funds i the study cannot be taken
up due lo any reason, and other relevant causes, Funds will be released on the name of
the instifution of the Principal Investigator, so that the College | Department can ensure the
study of its completion / relurn the funds in the event that the Principal Investigator is
moved from the college during the course of the study. A Grant-in-aid of Rs. 24,720 (Rs.
Twenty Four Thousand Seven hundred twenty only) for the above OR proposal will be
reicased from the "Medical College Budget Head" from RNTCP funds by Distict T8
Officer, Satara. 50% of the grant-in-aid will be released initially and remaining 30% after

Add. Director of Research
KIMSDU, Karad
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receiving the report of data analysis and 20% will be released after receipt of the four
e hardcopies of the final documents.

GRRA
Joint Difector of Hwtﬁgawicus

- {Leprosy & TB) Fune

Copy 1o -
! The DTO Satara— To follow up with the respeclive medical college & Principal

Invesligator and release the grant-in-aid amount from the “Medical College Budget
Head” from RNTCP funds as per the gudelines,

2. The Principal Investigator—

Dr. Vijay D. Nair, Assistan| Professor
and Medical

Research Centre, Karad
3. The RNTCP Medical Consultants by email — mheonsultants@rmicp.org

4 The OR Committee Members . —{All)

. Department of Medicine, Krishana Hospital

Copy with complements to —
Dr. N. N. Ramraje, HOD & Professor Dept of Chest and TB, J. J. Hospital Mumbai & State

Task Force Chairperson, Maharashtra.

kg

Add. Director of Research
KIMSDU, Karad
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Govt.of Maharashtra, Health Saervices

Jt.Director of Health Services (Leprosy & TB)
"ARDGYA BHAVAN" Opp. Vishrantwad| Police Station,
Alandi Road, Yerwada, Pune-411008.

@

JiDirector - & (020) 26686955 Section wise e-mail
Dy.Director - 26686951 ' i T8 section- stfomh@rntcp org
Office - 266RB052-54 p e e 2 Lep section - lepnmsirediffmad. com
Fax = 286869586 "*u.‘.‘ﬂ’ Est section - [dhsesl99@gmail com
No JLDHSITBAL! Desk-RNTCPIOR Proposal/ 116
Date 4] /%2016 263~ 2 6
To,
The Dean,

rishana Hospital and Medical Research Cenlre,

Karad

the objects for which she will utilize the funds and the timeline for the study.

Sub:- Sanction of grant-in-aid for Operational Research proposal of
Dr. Asha Prathinidi, Director of Research Under RNTCP.

Ref:- The State Operational Research Committee meeting held on 23rd April,
2016 at Disha Hall, Parivartan Building, Arogya Bhavan, Pune.

The: following Operational Research proposal submitted by the Principal investigator
(PI) of your institute was discussed in State Operational Research Committee Meeting held on 23rd
April, 2016 under RNTCP and it has been approved.

Name of the P1

Name of the Department & |

Medical College _

I Dr. Asha Prathinidi
| Directar of Research

3 Departrrem of Medicine.

Krishana Hospital and Medical

_| Research Centre, Karad

Topic ;
“Tdentifying predictors of
{reatment outcomein TE

| B

The Principal Investigator (Fl) will sign a Memorandum of Undertaking (MOU) with
the TB programme manager on behalf of the society for the release of funds. The MOU will include

It will also include the

commitment from her to return the funds if the study cannot be taken up due fo any reason, and other
relevant causes. Funds will be released on the name of the institulion of the Principal Investigator, so

that the College / Department can ensure the study of its completion / return the funds in the event
that the Principal Investigator Is moved from the college during the course of the study.

A Grant-in-sid of Rs. 1,26,00 {Rs. One lac Twenty Six Thousand One Hundrea only) for the
above OR proposal will be released from the "Medical College Budget Head" from RNTCP funds by
District TB Officer, Satara. 50% of the grant-in-aid will be released initially and remaining 30% after

._,-.__

Add.'Dl,re.amwfResaarm
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e mmwing the report of data analysis and 20% will be released after receipt of the four hardcopies of

the final documents.
__"j J-r—-‘ .F("_/'L...--" '_,.-""'J
Joint Director n!ﬁnﬁﬁﬁewices
{{Leprosy & TB) Pune
Copy to -

1 The DTO Satara — To follow up with the respective medical college & Principal
Investigator and release the grant-in-aid amount from the "Medical Callege Budget
Head" from RNTCP funds as per the guidelines.

2 Dr. Asha Prathinidi, Director of Reseaich, Department of Medicine, Krishana

Hospital and Medical
Research Centre, Karad

3 The RNTCP Madical Consultants by email — mheonsultants@rotcp.org

4. The OR Committee Members .. {Al)

Copy with complements to -

Dr. N. N. Ramraje, HOD & Professor Dept of Chest and TB, J. J Hospital Mumba: & State
Task Force Chairperson, Maharashtra

e Y

Add. Director of R
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Govt.of Maharashtra, Health Services

Jt.Director of Health Services (Leprosy & TB)
"ARDGYA BHAVAN" Opp. Vishrantwadi Police Station,
Alandi Road, Yerwada, Pune-$11006.

JtDirector - '@ (020) 26688955 2%, | Bection wise g-mail
Dy.Director - 26686951 2 x| TB sechion- stomh@rtep org
Office - JEEE6052.54 1 D’%‘,” ;& & i | Len section - flepnms@rediffmar! com
Fax — 2GEBBEUSE o S ~w | Est section - jghsest9X@amail com
No. JLOHSTBEL! Dask-RNTCPIOR Propasall 18
ate - 42016
i Date 1|WIEQ1£UJ 2_{:33?_(;?_’
| TO. ]
. The Dean,
| Krishana Hospital and Medical Research Centre,
Karad

g Sub:- Sanction of grant-in-aid for Operational Research proposal of
Dr. Vaishali Raje, Professor Under RNTCP.

Ref.- The State Operational Research Committee meeting held on 23rd April,
2016 at Disha Hall, Parivartan Building, Arogya Bhavan, Pune.

The following Operational Research proposal subrmttsd by the Principal Investigator
(P1) of your institute was discussed in State Cperational Rescarch Committes Meating on 23rd April,
2016 under RNTCP and it has been approved

Name of the Department & | . . Bl

Sr.no Name of the P i Medical College l _ Topic 'L

1 Dr. Vaishali Raje, Dept. of Community Medicine, | Tuberculosis case detection |
Professor Krishana Hospital and Medical I| in high risk poputation in i

| - Research Cenire, Karad __| context fo Migrants. |

The Principal Investigator (P1) will sign a Memaorandum of Undertaking {MOU) with
y the TB programme manager on behalf of the society for the release of funds. The MOU will include
the objects for which she will utilize the funds and the timeline for the study. It will also include the
commitment from her ta retumn the funds if the study cannot be taken up due o any reason. and other
relevant causes. Funds will be released on the name of the institution of the Principal Investigator, so
that the College / Department can ensure the study of its completion / return the funds v the event

that the Principal Investigator is moved from the college during the course of the study.
A Grant-in-aid of Rs. 1,08,000 (Rs. One lac Eight Thousand only) for the above OR proposal will be
released from the "Medical College Budget Head” from RNTCP funds by District TB Officer. Satara.

Add. Director of Research
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50% of the grant-in-aid will be released initially and remaining 30% after receiving the report of dala
analysis and 20% will be released after receipt of the four hardcopies of the final documents.

Flslced i
Jaint éc'to([r of Haﬁﬁﬁfﬂ’;rvices

(Leprosy & TB) Pune

Copy to -

1. The DTO Satara — To follow up with the respective medical college & Principal
Investigator and release the grant-in-aid amount from the "Medical College Budget
Head" from RNTCP funds as per the guideines

2. Dr. Vaishali Raje, Professor  Depariment of Medicing, Krishana Hospial and
Medical Research Centre, Karad

3. The RNTCP Medical Consultants by email - mhconsultants@rnicp.org

4 The OR Committee Members (Al

Copy with complemenis to —
Dr. N. N. Ramraje, HOD & Professor Dept of Chest and T8, J. J. Hospital Mumbal & State
Task Force Chairperson, Maharashira,

Add. Director of Research
KIMSDU, Karad
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MOU

NARI-AIDS RURAL RESEARCH IN
MAHARASHTRA (PROJECT: NARRIM)

Department engaged:
1. Obstetrics and Gynecology

o Sy

Add. Director of Rese
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Memorandum of Understanding
Tor
ANARL-AIDS Hural Resesech in Mabarashiea {Froject: MARRIN)

This Memasmndum 6F Understanding is drson bemveen the Netenzl ALY Heswarch lnsiue: a
prensier bustitte devotesd T seseanch on HIV imfeciion and ANYS, with s offiee a0 63 73 MIDC,
Bhosirs, Puse. Maharntghire: (JICMR-RARD sml RKeishna Insioic ot Bbedical = enee deemid
b b umiversity, with it office at Karad (KIMSDU L o 19" Rovgmber 201E

Title of the Project:
 MARI-AIDS Rural Ressarch in Muhirashis (Praject: HARRIM)

Cienesis

Wfubrarashira is one of the carliess staies 1o be affecied by HIV/ATDS 0 India wnd ooe of thee first
(o b gansidered @5 o Migh prevalence Suee. The S has a figh infh ol in-mgeion from
oiher Indian-staies end 32 of ©s 35 disriets e Capepery A disthicls, conneting high prevalence
af HIV and AIDS in the Stae. Funher while 72% of fndiins dwell inrueal aneas where the
estienated HIV. prevalenes ds only slightly lower thim i urban ares: anl wwaremess an HIV ad
retaed issucs i precariensly low. Thus, the NARRIM project has beai tonoepualized w
decentraliie HIV prevention cffons in rural areas and sxpand sessarch sapsciies in EhesE DT

Briel Description

| The Wescarch Project will cstablish 2 HIV rescarsh sentre as an-extension of ICVR-NARD in
rural Mahsrashirn in colleboration with beeal ormnizsions and covernitan hodies 10 il
variois aspects of Y Preveniion and Preventian reszarch

Aims and ODhjeciives
o ool YOV resancly capuciny of ICME-SART thrighe
o Establishiment of Research Contfes in the rissl s an coliabossizie Wil
the Stk Governmient offices, 380G0, Medical colleies aad Stk AHTE
»  Stady the socio-behivineal and culursl determirants of HIV infection
»  Site, community, cpidemiclogy and resesrch prepancdness fov fensibiiiny of
Conducting research related (o Nevw Bicrmedical Tooks for Preventon of HIY fop
Preventive vacaine] To the near fulure when avaiiabie,
s Study the trmmsmisgion dynamics of HIYV and imnmrie-plvgeneses g AIDFS
pafignts in mural Malwcishtre

Term:
Thi= Staement ¢f Wark 15 effective for 3 vears and will termimmae aficr g present wesh-3oop
Tutal Duration: from 19% Noversber 2018 w 1§ Movember 2073

Collaborating Institutes:
»  Feational ATDS Research Institide (JEMR-NARLL Pune. India
» Intemabonal AIDS Viegine [nitimtive (A VT LS

MO _NARREM Howembe: A0TE
HELAR-MARLE SRS 0L, ¥arad Fage 1l o4

DIRECTOR
A0S Roscaich imstncha

PURE - 411 m

.Q\WQM - Add. Director of Research

Dr. Asha Jadhay, KIMSDU, Karad




s - Site Medical colfeges and rescarch insiitutions

Project Management and Implementation

Project Oversecing Growp (PO )
Directar, ICMR-NARL- (11
- Comantey Dincetor, BAY] - (1)
- [ Nominee, [CME <1 1)
- DGs Nomines, National ALDS Contro] Orgimization {NACO) - (15
- Representatives from Local Parmner Rescarch Instiiures - (2§

Study Investigators
- Proncipal Investigator (PL), Dr Secma 5oy [ICMBE-NARE
- Co nvestigator, Shweta Charsih JAVE
- Bite Principal Investigator {Site Pl Karad site: By, Asho Jadhav

Responsibilitics
ICMR
» Financial support of the praject
& Appoinl representatives in the Project (hverseeing Growp for advizsory roles 1o the
priect
ICMR-NARL
+  Teghnical leadership of the Rewarch Project
= Establishewent of the ICMR-NARE Rl Reasarch Centes
o Hirifg and 1raining of Siaf a1 the Rural Resconch Centre
&  Tratning of the Research Projecs Staff for s secesstul implementation of activities fer
progect defiverables
Togsablish linkages with local ICTC, ART Centres. DAPUL and NGCs
Community engagement

ERY |

=  Fipancial suppon of ihe projéct

s Provide technical assistance in
Cammuanity Mobilization
Imerfacing with key local inflacncérs and stakeholders

= Preparation of Community cngagement wiwl Education plans

Interacting with General Poputation, napping of Most at Bisk Poapolation Growps
Training of the Rescarch Project Sttt
Preparation of 1EC maserisls for researck: literacy

MU _NARRIM Mowpmber 2346
POARMARE S KIMSDU. Farad Page 2 ot 4

REGISTRAR "
Krishaa Insthue of Medical Sclances

i “Deemad To Ga Linivarshy’, Karad

DIRECTOR
Nakonai A1DE Aogyahat b bhs
PUNE - 411 D28,

=5 “‘_—, ’D'_-.
Add. Director of Research
d\‘a—o‘:ﬂmﬂ_ﬁ—-ﬁ KIMSDU, Karad
Dr. Asha Jadhay,
Ste Principal Investigator - NARRIM Project
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 Lacal medics! colleges

Provide space for the Reseurch Centre Clinic a8 KIMSDU, Ramd

» Recruitment of clinical. peromedical and socio-behavioral: swff for the cemine
Jointly with ICME-MNAR]

+  Mansgement of the Rescarch-Contre and f1s-day to sy aotivities (dass collaciion.
smple  collection provessing asd maspant o WCMBR-NARL and - pofiens
mianggement)

+  Provide guidance in procurement o aweeditiad cqlupments

» Study key behindoml and hfﬁhjbﬁ'al indicatnes amone high msk o moups and the
general population. with support from ICMR-NARE and 1AVE

s With support fron IOMB-MAR] md TAN Ldex clop

o informed congent for HIV VIO
o informed comsert prosdess for buoh tiérave and iHiterine popilution
& HOPs for key processes
e Wik suppon from ICMENARD and AV coime o with 1he
& Liioaf Mes ooriss mml e o resch aonalanon SFeupE
o Sieestimaton of thess grops
o Mumber ol geopraphical packers dor high' nsk s grinips wsd Tasd oo
reack popubitions rdeniillol
o Dea and information roiated 1w Knewledge, minge, bebaviour
imd practice of gereral popatation in the conmest of Hiv and ST1
caithected.
& HIV previdence deioils aosong most at risk and generil populaons
i sndd pirsind Dlde drawn out

e With siperdsim from ICMRNARD and 1AV] @6 doin collection and
managesnent of the above stodies

o With JCMR-MNARY and IAY T suppure: geneteie roport and dissemingse (iadings

ﬂmlmefm‘njm defiverables
Estsblish the Project Cverseeing Lirtep

b, Build sustinable parinerships wnd collcborations with rrsl ressarch Instimuions.
Tocal NGOS and CBOs, ¢xisting 1010 md ART Centres and DA PCL

¢, Foarmation of loval Ethics Comumittee ind Commumily Advisory Boards

d. Developroent and implenwniion of Comrmundty. Education and Frgagement
Flams including 1150 and BOC materiaty,

& Establish & Bural Reseirel Uatimewith hckdipes b XACTH ART and W
cemires, with-capacity awd éapabiiiey [or camdueiag PV pesvention fesearch

f. Mop mest ol sk pepulsdon o dovelop dalabese oo Knowledpe ol
Maharashira on atitnde, behavioss and “or HIY prevention gnd prerosivaible isues
fior resereh and intodieciion ol Mew Biomedical Tonds for HIV previmtian asd
ouput o the research literacy condureec.

Indemnities:  Bieither ICMB-NARIL oor KIMSDL will b redponsible for onnssion o

contmission by the seaff associated with respective orgenizations

MO _NARRER Mocmitiber J05
D WR-NARE & HIBSTIU. Kargd Page 3oid
[ DIRECTOR
kalional Aios Fesann sy

FUNE - 411 036,

Add. Director of Research
c\?@i—j";ﬁ _ KIMSDU, Karad

Dr. Aaha Jadhay,




Budget and Paynrent Terms:

National AIDS Research Institute, Pooe, India

o Expenditurs of WARRIM projeet will be coordinared by Nafional ATDS Resenrch
Institute. Pune, India.

*  Purchase of equipment elc for the sites will be dome by Natiena] ATS Research Institie,
Pune, India.

» . Salaries of the $8fT will be paid From Nations] AIDS Refcarch Institate, Pane, India on
T working dev of each monih

»  Contingency advance of R, 150005 will be transferred fo the site by ICMR-N AR]

= Contingency bifls will be reimbdrsed 1o the site against bills’ receipts vouchers by the last
working day of each month

k.wnmq_ Tagrame OF Menn: Soitimei=t OEemen Tabe Uijuppirm, Krtan £ EMiRe )

rishina-tnstituteof Madical Sciemees. (REMSTIL} e

= KIMEDU will submir Billsreceipts against contingency advance should reach Mational
A Resenrch Instinke, Pune by 23% dae of each womb for rembirsement of
CoRtingEncy.
» Salary bills and. lesve demils of sl woulkd be submitted by siie KIMSDU w0 ICVR-
NARL Pune. by 25" date of every month,

Any (ther Terms

I WITNESE WHEREOF, the Parties-apee av the woove smred Pesgram: lor Uk Hesconch
Project

For: ICMR - ICMR-NARI For: KIMSDU

i
Mames D ML V. Cherpade,
Title: The Hegisirar,
GISTRAR
= x@"m:« i
Ef._ iz Tiar I ¥ Tﬂ_#uam:im

Dr. SAMIRAN panp,a University”, Karad
P Direcior
K Iﬁl:g rm AL Htapr
T i insftut
ST O Plma 2 1t o
MOLNARFRM Hovember 2518
JCWR-NAR] & KINSTIL, Farag Pagedofd
e
e
REGISTRAR
¥rishria ingliute of Medical Sciances
*Deemad To Be University’, Karad

e —

Add. Director of Research
KIMSDU, Karad
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INDIAN COUNCIL OF MEDICAL RESEARCH

V. Ramalingaswami Bhawan, Ansari Nagar, New Delhi— 110

3\ Phone : 26588980, 26588707, 26589336, 26589745, 26589873

: 3 FAX: 011-26588662, 26589791, GRAM : SCIENTIFIC, Web
www.icmr.nic.in, e-mail: iemrhqds@sansad.nin.in

he
-
e
Ly

No.HIV/51/297/2015/ECD-11 Dated: 22 /3(1]

Subject: Payment of 1™ and final installment of grant in aid for the research scheme
entitled, “Promoting HIV vaccine Research and Development through tech-
transfer and capacity building for HIV immune pathogenesis studies (PHV-

NARRIM)" under Dr.Seema Sahay, Scientist F, -

® MeEMoraNDUM

Reference this office letter of even number dated NIL.

The Director General, ICMR sanction the payment of Rs.25.50,470/- (Rupees Twenty
Five Lakh Fifty Thousand Four Hundred and Seventy only) as the 1 and final installment
of the grant for incurring expenditure . connection with the above mentioned research scheme.
The amount Rs.25,50,470/- may be debited from the provision of Rs.25,50,470/- made for the

ahove research scheme for the current financial year.
£

A formal bill for Rs.25,50,470/- is sent herewith for payment by RTGS 1o 'i"he Dir&{;mr,
National AIDS Research Institute, Pune-411026 (Mandate Form is enclosed herewith).

\

(ARTI CHAWLA)
Administrative Officer

"1 For Director General

Accounts Section- V, ICMR :
lsgﬁr to: The Director, National AIDS Research Institute, G Block, Plot No.73, MIDC,

Bhosari, Pune-411026. An amount of Rs.25,50,470/- as the 1 and final installment
will be sent to you by RTGS in due COurse.

o RIS Section
. Dr.Sesma-Sahay; ¢cientist F, National AIDS Research-Institute, G Block, Plot Mo 73,

MIDC, Bhosari, Pune-41 1026 W A,a-

4, Mirs.Vandana, DEO
(ARTI CHAWLA)

\ Administrative Officer
E S _ For Director General
~ Add. Director of Resear
s ch
gﬁtr«&ﬂ—‘i:__, KIMSDU, Karad
- Dr. Asha Jadhay, ‘
Site Principal Investigator - NARRIM Project
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INDIA

G RIa:LnNaIESUNCﬁT OF MEDICAL RESEARCH

Blcas Zﬁjééaas';;;n}? Bhawan, Ansari Nagar, New Delhi — 110 029

BTl 26588707, 26589336, 26589745, 26589873,
588662, 2:6589?91, GRAM : SCIENTIFIC, Web-site:

-mail: iemrhqds@sansad.nin.in |

X

www.icmr.nic.in, g

Ry

To
The Director,
National AIDS Research Institute,

G Block, Plot No.73, MIDC,
Pune-411 026,

No.HIV/51/297/2015/ECD-It Dated: 22 /3/17

Eubjmt: rSanctiun of l?udget allotment for the ICMR Task Force / adhoc New Scheme entitled,
Promoting HIV vaccine Research and Development through tech-transfer and capacity building

for HIV immune pathogenesis studies (PHV-NARRIM)”: Phase-1l Study” under DrSeema
Sahay, Scientist F,

Dear Sir,

The Direcior General of the Council sanctions the above menticned research schems
initially for a period of one year from 25.03.2017 subject to extension up fo the total duration
specified in para 3 (3) below:

The Director General of the Council also sanctions the budget allotment of
Rs.25,50,470/- as detailed in the attached statement for one year period ending on 24.03.2018.

The grant in aid will be given subject to the following conditions:

1. The payment of the grant will be made in lump sum to the Head of the Institute. The first

Installment of the grant will be paid generally as soon as report regarding the commencement of
the project and appointment of the staff is received by the Council. The d_ar_;mnd for payment of
the subsequent instalment of the grant should be placed with the Council in prescribed format

attached. = = -

2. The staff appointed on the project should be paid as indicated in the budget statement R

3. The approved duration of the research scheme is TWO YEAR. The annual extension will be

given after review of the work done on the research scheme during the previous years.

- f:_?k__f&_\_‘”_, Add. Director of Research
Dr. As [ : KIMSDU, Karad
. ] P

Principal Investigator - NARRIM Project

NTHOLIA R RIS T PTT A § B rs i ko s o [ P ieiociordoyicn 3 HPEERNRE o TRIRSR ) ffErelinr i
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4. Thirty copies of the A s a6 iedt Failure ¢

d to the Council every

e be submitte :
ime may lead

. of work don :
annual progress report ol o submit the report in t

year after completion 0
to termination of the project.
enditure incurred on the

S The Institute will maintain a separate acco
research scheme and will furnish a utill

unt of the receipts and exp

rtificate and an audited statement of the accounts

zation ce

pertaining to the grant.

6. The other terms & condition are indicated on ICMR website.

7. The receipt of the letter may please be acknowledged.

Yours faithfully,

(ARTI CHAWLA)
Administrative Officer
For Director General

J,/ Copy together with a copy of the budget statement forwarded for information to :

Lad

Lo

Dr.Seema Sahay, Scientist F, National AIDS Research Institute, G Block, Plot No.73,

___MIDC, Bhosari. Pune-411026_

Copy together with one copy of the budgafsta_térﬁé_nt forwarded to the Account Sect:i'cm -

V for information and necessary action.
Copy _toglether with copy ‘of the budget forwarded to budget section (Fin.) ICMR for
Compilation of the Council’s Budget. The RFC No. ECD/Adhoc/78/2016-17 Dated:
20.3.2017 '
IRIS Cell No.
Mrs.Vandana, DEO
@Mﬂ:}
(ARTI CHAWLA)
Administrative Officer
For Director General
— 3]
“shypet
Add. Director of Rese
KIMSDU, Karad i
&\}—{‘2 _.o_-? .LL..S* e
st pmer Asha Jadhay,
m;mMméﬂﬁﬂlﬂw e A S



BUDGET STATEMENT

25.03.2017 TO 24.03.2018
(2016-17)
| [ SLNo. Item T Year

. Staff Amt, in Rs.
1. Research Assistant@ Rs.31000/- p.m.x12x2 744000
2. Staff Nurse @ Rs.31500/- p.m.x12x] 378000
% Lab. Technician @ Rs,18000/- p.m.x12x1 216000
&€ 4. Field Worker @ Rs.18000/- p.m x12x1 216000
5. MTS @ Rs.15800/- x12x] 189600

1L Consumables
1. Vaccutainers, needles etc. blood drawing cost 532500
2 Clinic consumables — gloves 121870
3. Laboratory consumables 152500
Total 2550470

No. ECD/Adhoc/78/2016-17
Dated: 20.3.2017
No.HIV/51/297/2015/ECD-II

“pad

Add. Director of Research
KIMSDU, Karad
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s IINDIAN COUNCIL OF MEDICAL RESEARCH
Phon: ;‘iﬁggagsgvgami Bhawan, Ansari Nagar, New Delhi - | !Di}z'}{
fim 80 EGSES?G? 26589336, 26589745, 26589873,
1-26588662 26589791, GRAM : SC{ENTH‘ 1C, Web-site: ep
Www.icmr.nic.in, e-mail: icmrhqds@sansad.nin.in G’J&

NoMIVEIZITHISECD I i e e e ]}ated:-ng{\g\ FZ
Subject; Payment of 1* installment of grant in aid for the resean s entitled,
“Promoting HIV vaccine Research and Development s drgixy and

capacity building for HIV immune pathogenesis studigs¥
Dr.Seema Sahay, Scientist F — >

e MEMORANDUM

Reference this office letter of even number dated NIL. %
%0 5
The Director General, ICMR sanction the payment of Rs.23,63,8 !
Three Lakh Sixty Three Thousand Eight Hundred only) as the ™ mstalime:nt af the grant

during the 3™ and final year for incurring expenditure in connection with the above mentioned
rescarch scheme. The amount Rs.23,63,800/- may be debited from the provision uf S
- Rs.26£1800/- made for the above research scheme for the current finansial year. - p—

An amount of Rs.16,08,237/- is already available with the Pl as unspent balance of the
grant released during the previous year. A formal bill for Rs.23,63,800/- is sent herewith for (1)
adjustment of Rs.16,08,237/- (ii) for payment of Rs.7,55,563/- by RTGS to The Director,
National AIDS Research Institute, Pune-411026 (Mandate Form is enclosed herewith).

. \

(ARTI CHAWLA)
Administrative Officer
For Director General

unis Section- V, ICMR :
VZP;; 10: The D:recmr, National AIDS Resaarch Institute, G BIG“L__PI':'{N“ T3 MIDG . ¢

Bhosari, Pune-411026. Anamount nf Rﬁ.33 ,Sﬂ{l-" as zz.-;; liment - & will b€
;emtﬂgﬁ";b?mﬁs in due course. g i i
) § Sectic
3. Dr.Seema D‘Snahay Scientist F, National AIDS Research Institute, G Block, Plot Nu.?}:&
I;::mr_ Bhosari, Pune- 411026 @2""& _
= }:\ (L":.*ZIH-- — Administrative Officer
PWeu Add. Director of Research For Director General
et~ . KIMSDU, Karad

I 'ﬂmlﬂw .
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INDIAN POUNCIL OF MEDICAL RESEARCH

V. Ramalingaswami Bhawan, Ansari Nagar, New Delhi — 110 029
Phone : 26588980, 26588707, 26589336, 26589745, 26589873.
FAX: 011-26588662, 26589791, GRAM : SCIENTIFIC,
Web-site: www.icmr.nic.in. e-mail: icmrhgds(@sansad.nin.in

NoHIV/51/2972015(ECD-IT =~ = 1
To
\/é Director,
National AIDS Research Institute,
G Block, Plot No.73, MIDC,
] Pune-411 026.

Subject: Sanction of continuation with budget allotment for the ICMR adhoc Scheme entitled,
“Promoting HIV vaccine Research and Development through tech-transfer and capacity building
for HIV immune pathogenesis studies (PHV-NARRIM)™: Phase-II Study” under Dr.Seema
Sahay, Scientist F,

Dear Sir,

The Director-General of the ICMR accords sanction for adhoc continuation with an
allotment of Rs.26,63,800/- (Rupees Twenty Six Lakh Sixty Three Thousand and Eight
Hundred only) as detailed in the attached budget statement for the above mentioned project for
a period w.e.f. 25.03.2018 to 24.03.2019 during the year 2017-18 subject to the following
conditions :- '

1. The grant will be released to the head of the Institute in two instalments during the
financial year on receipt of the demand in the prescribed from (Appendix-I) as indicated below :-
N 1* instalment Rs.23,63,800/-
2™ instalment Rs. 3,00,000/- (The 2™ and final instalment will be released
---------------- on receipt of final SOE/Final report)

Total Rs.26,63,800/-

While asking for the release of the instalment, it may heemmedﬁmtmeamumtfar!he _
pay and allowances of the staff who are actually in position s included. ﬁ*m&p@t ance
available a5 61 24.3.2018 out of the funds paid during the year 2016-2017 should be intimated.

This will be adjusted against the current year's grant.

A separate account for the grant received and expenditure incurred shall be maintained.
The account will be subjected to audited by the authorized auditors of the Institute. In case.
facilities are not available for such auditing, the account will be audited by the Council’s own
internal auditors. Latest by the end of December, following the financial year for which the gTanl
is paid, and audit certificate from the auditors to the effect that the accounts have been audited

swe oo efieded
Or.Asha Jadhav,  a4q Di
: : s Add. Director of Research
Site Principal Investigator - NARRIM Project  KIMSDU, Karad - T



at on the objects for which it was sunctioned shall be
expendable articles purchased out of the gran
he ICMR on termination of the

and that the money Was actually spe

submitted to the Council alongwith a list of non-exp
during the year. Any unspent balance would be refunded to t

gcheme.

Further grants will bestﬂpped unless audited statements of accounts and u‘lilim:inn
c&ﬂiﬁﬁﬁt&i&mﬁvﬂtbﬁatﬁﬁﬁd of the year after the end of the financial year for which

grant was sanctioned.

3. The last instalment of the grant will be paid on receipt of the audited certificate which
should include all the liabilities of last year, expenditure incuered belore but the defrayed after
termination of the scheme. The prior to which the expenditure pertains should be shown clearly.

4, The grant will not be regarded as a subvention, towards the normal work of the Institution e
but should be exclusively utilized for the research activity for which it has been sanctioned,

5. Expenditum should on no account exceed the allotment sanctioned for the enguiry.
Expend_lture incurred over and above the sanctioned amount against one or more subheads of
expenditure such as pay, allowances, contingencies ete. shall be met without reference to the
ICMR by re-appropriation of savings under remaining sub-heads provided that the total
expenditure incurred during the financial year.

+ No expenditure sfm}l however, be incurred by re-appropriation of savings on items not
sﬂni::’tmned by the Council i.c. non-consumable equipment. stores not sanetioned by the Council
savings shall qiso not be re-appropriated for meeting on incurring expenditure on staff that has
not been sanctioned by the Council. ‘

6. The grant paid by the Council shall be refi in i
e refunded in full by the institute if
il : $ if and w
grantee cunce_mad discontinuous a scheme midway or does not follow the detailed t=h?1n 'EhT
programme laid down and approved. -

7y Receipt, released by the Project Officer on 1 3

. ; : whalt” of ICMR project, i :
remitted to the Council as miscellaneous receipt ilized fi project, it any, will be
project. cipt and not utilized for meeting expenditure of the

8. hll rﬂ(ﬂ]illcs [‘Dr {)nd e
c et Qflhc I‘L‘:*‘:ﬂ“ll‘ch thi“ﬂ h"i I i L rlb ratory
s E et & W 51 ‘C]il't]‘.flﬂ ‘I'ﬁl ‘ﬂ'l{! i‘ }l' 4]
W 5 = . W o d % . ¥ ur{- mar £
ﬂi;LﬂIlFﬂ!S, glﬂ-.% WETC, ﬁllﬁnurL and other assistance, as nay l“.‘. l'i:l]liilf{.l: I:ﬁ,'.ll' t]ﬂﬁ’ Sﬂ;{]{ﬂ: 0 i:,iﬂg
: Wj“ ¥ -..;‘;’;'i:x'!"' le“;"Shd mll\biag}*}}‘l L y “1& I“Sl..iiuluf-' e

B o e L | e : Rl
register amﬂgﬁﬁhgﬁﬁ ‘;E:E:h%l:]tzu ﬂfd the gnuncil shall be entered in the pmpertyfsmgk
‘registers and all purc SR and endorsement. The usual forms u;
gt purchases made in accordance with the procedure in vogue in FGII?;(:S(- tﬁ::r[: l:ﬁﬂ
itution.

10.  Only such equipment fo i
r which provisi us hoeo .
purchased. Provision has been made in the hudgey shall be

11. All the non-expendable articles 3
_ ; purchased out of the fund
property of the Council and will not be disposed of without their t::w:u::m:hu Council wij pe the
nce

w_c_ﬁivk_ﬂ.\w( . ) et "\f}'. i
Dr. Asha Jadhav, W“ﬂ‘—”—*‘

Sibe Drinsinal Inuastactar - MADDIES Drebasd Add. Direr:tur of Rocaarnk o B I o



ﬁ

- non-submission of the report of work done on the research scheme.

™

¥ swaff:

12.  The staff employed on the research schemes will

but for all purposes be treated as emp
administrative control of the Institute.

The scales of pay, allowances eic. applicable to

employed on ICMR scheme shall not apply or ubtain.-iﬁatmts-fnr*-ﬁiiﬁﬁﬁﬁmf_:‘_”‘I'__"';__

not be the Council's employee -
loyees of the Institute and will be subject to the rules am

the staff of the schemes will be the same as
admissible under the rules of the grantee Institution.

7§ﬁ5:“a;pr$ﬁ{ of the Eéuﬁ?ﬁﬁ&ﬁ*ﬁb%ﬁéﬂh&"ﬁ&essafy if any higher than _thffl. aclnu;mbh;dun;:: s
the rules of the Institution is sought to be given ¢.g. by grant of advances incremen or :
increase.

13.  The council will not be liable to bear any expenditure pension/provident fund : ‘
contribution and or leave salary contribution incurred or committed by the grantee for persons
appointed on deputation from any other organization.

Report of Work Done

14.  The grant is being sanctioned on the condition that reports on the progress of work done
on the research scheme will be submitted by you to the Council as and when called for. Normally
a progress report of work done on the enquiry is to be submitted to the Council as and when
required, the enquiry may be discontinued immediately unless there is sufficient justification for

- =AY

A ATl

Publication

15.  The financial assistance rendered by the Council will be acknowledge in any published
account of work for which the grant is given.

16.  Alist of papers published based on the work carried out on enquiry under the auspices of
the ICMR shall be submitted annually alongwith reprints of the papers. Prior permission of the
Council shall be obtained before publication of any such paper in a foreign journal,

Patents
17.  The Council shall have the right to take out patent in respect of invention/discoveries
.made under schemes project financed by the Council. The Officer-in-Charge or the

by them without prior approval of the-Councit:——— —-

18 All the patents will be registered in the name of the Indian Council of Medical Researeh
Termination of Research Scheme

19. " Prior permission of the Council shall be obtained if

the investigator desires to discontinue
the research scheme, The reasons

for discontinuing the scheme should invariably be stated.
:"_\ETL Q_;J \A"E__'}%J._- i ‘-'\"'--_:&\-:.pé{:i&h___,.?

Dr. Asha Jadhay N G————

Site Principal Investiaster . Napo s . Add. Director of Research



20. A final report is required to be submitied within one month from the daie of tcml.'maﬁqn
of the research.

21. A list(in duplicate) of non-expendable and expendable article together v_uriiirl property
registers and suggestions for disposal of the articles should be sent to the Council within a mont
from the date of termination of the research scheme.

The receipt of this letter may kindly be acknowledged.

Yours faithfully
@3k
(ARTI CHAWLA)

Administrative Officer
For Director General

1. Copy together with a copy of the budget statement forwarded for information to :
Dr.Seema Sahay, Scientist F, National AIDS Research Institute, G Block, Plot No.73,
MIDC, Bhosari, Pune-411026

2 Copy together with one copy of the budget statement forwarded to the Account Section-
V for information and necessary action.

of the budget forwarded to budget section (Fin.) ICMR for

cil’s Budget. The RFC No. ECD/Adhoc/78/2016-17 Dated:

4. IRIS Celi No.
5. Mrs.Vandana, DEO

(ARTI CHAWLA)
Administrative Officer
For Director General
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KRISHNA INSTITUTE OF MEDICAL SCIENCES "DEBHW 10 « Development, Govt of India)

{Dectared Ufs 3 of UGE Ac, 1956 vide Nottication No, F.9-15/ mm.uaarmm:::l:f&ﬁ? He . IS:I 164 243272/242170
: ' Tel: 7

Karad, Dist. Satara {Maharashira State) Pim 4i5110

F-mail:

Website: ywvw kimsuniversitein T S S
—-'-_-__--__-_-_-'_-__

nt through
PHV Project: - Promoting of HIV Vaccine Research and UE‘J’EfﬁPmE e esg
tech-transfer and capacity building for HIV Immune-PathogenESIS udl

Project initiated in year 2017-2018 at KIMSDU, Karad for 5 years:

Project continued in year 2017-2018, 2018-2019.
The project was funded by IAVI, ICMH-NAHI _Bud'get_ was sanctioned as

Rs.25,50,470 and Rs. 26,63,800/- which was reeewed :

_Pune KIMSDU being

Principal investigator, Dr. Jadhav and Co-PI Dr. Karande - Mlcrobaulngy copy of

the sanctioned budget is enclosed herewith.
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COHORT OF HIV RESISTANCE AND
PROGRESSION IN INDIAN CHILDREN &
ADULTS PROJECT (COHRPICA)

Department engaged:
1. Obstetrics and Gynecology
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Cohorts for HIV Resistance and Progression in Indian Children and Adults
(CoHRPICA| o |

Study Objectives
The specific objectives of the study are the following:

» Establish well-characterized cohorts of HIV-uninfected individuals at high-
risk (including Exposed-seronegative) and Hl V-infected individuals
(including Early HIV-infection, HIV-infected adults — with and without .
comorbidities, and HIV-infected children)

o Establish a state-of-the-art biorepository of biological specimens collected
from the above cohorts and other prospective and retrospective studies in
India;

o Develop a national HIV/AIDS database (with chincal-laboratery-soeio-
demographic-and research data) to enable a singular digital platform for
epidemiological analyses, generation of new researc

Objective A — Establishment of cohorts

CoHRPICA will be an open-ended, multi-center, prospective cohort study
enrolling HIV-uminfected, at hugh risk, adults (including Exposed-seronegative,
and HIV-infected individuals (including Early HIV-infection, HIV-infected adults
- with and without comorbidities, and HIV-infected children) at the clinical
Centers of Excellence across India,

For HIV-uninfected coh?::ﬁ-s, males and females 18 years and above, who are at-
nisk of HIV acquisiton including

Men who have Sex with Men/Transgender people (MSM/TG),
Female Sex Workers (FSW), and

People who inject drugs (PWID))

ek

. Add. Director of Research

: KIMSDU, Karad
5 ;j&,?rm—ﬂ"‘_ﬁ_”/

Dr. Asha Jadhay,
Site Principal Investigator - NARRIM

KRISHMA syt e f = NARRIM Project



will be screened through community outreach activities by the partner institutions/
link organizations as well as at targeted intervention sites of National AIDS
Control Orgamzation. .

o For all the volunteers screened, basic demographic, clinical and behavioral
data along with biological specimens will be collected and serum/plasma
samples will be stored. No targets are set for the number of individuals to be
screencd. but the screening will continue until the desired number of
enrolments happen in the 3 high-risk categories [FSW. MSM/TG and
PWID; 350X3=1050}].

e Of the individuals screened, those HIV-uninfected individuals (not
exceeding 1050 ie. 350 in each risk category) practicing high-risk behaviors
(for example, multiple unprotected sex or needle sharing in last 3 months
and infection with herpes simplex virus 2/hepatitis C) will be enrolled to be
followed every 3 months for 3 years with systematic collection of data as
well as biological specimens.

e Of these 1050 HIV-uninfected (at high risk) participants, those who
continue to persistently remain seronegative (for a mnimum period of 3
year) despite risk-behaviors, will be invited to join the sub-cohort of
Exposed Sero-negative individuals (ESN) and will be followed up every 4
months for 2 vears if the study duration permits.

Objective B — Establishment of the Biorepository -—---NARI

Objective C — Development of National Database---—-—---NIE

Tedadl
-
o DU, K
Jperm et s
- Dr. Asha Jadhay,

Site Principal Investigator - NARRIM Project
KRISHNA INSTITUTE OF MEDICAL SCIENCE
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KRISHNA INSTITUTE OF MEDICAL SCIENCES “DEEMED TO BE UNIVERSITY”, KARAD,

Development. Govt of Indig }
{Declared U5 3 of UGE Act, 1956 vide Notification No. F9-15/2001-10.3 of the Ministry of Human Rﬂﬂ“’: ¥ i 1"64 243272524;1!?3
Karad, Dist. Satara (Maharashtra State} Pin: 415 110 Tel: 02164 -241555-58 Fax:

Website: www kimsuniversity.ip E-mail: contaq@kimsuniversity.in

CoHRPICA :- Cohort for HIV Resistance and Progression in Indian Children and
Adults.

The Project Initiated in year 2019 for a period of 5 years.

The project is multi centric With 6 centers having different target population to be
covered under this research program.

Project is funded by IAVI, ICMR-NARI and DBT,
KIMSDU is the implementing partner along with ICMR-NAR| Pune.

Research Program is in initial phase where in clini

cs areset—up at karad and

Staff is appointed and has undergone training and orj

entation program in the
community.

The sanctioned budget is 2 Cr,
and KIMSDU is the implementj
research program.

per yeat where In ISERRARKL: Inorhiar institute
ng partner for execution of community based

—Hpen prov

e '-S_i'_fg_'l_’rincipa! Investigator
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Dr. Asha Jadhav,
Site Principal Investigator - NARRIM Project

KRISHMA INSTITUTE OF MEDICAL SCIENCE
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KRISHNA INSTITUTE OF MEDICAL SCIENCES "DEEMED TO BE UNIVERSITY”, KARAD.

v} t-Gove, of Indial)
[Declared Ufs 3 of UGC Act. 1956 vide Notification No, F.9-15/2001-U3 of the Mintstry of Human Resource i)urn:. wme;“jz?z;;é‘gl L
Karad, Dist. Satara (Maharashira State) Pin: 415 110 Tel: 02164 -241555-58 Fax: 02164

E-miail: contact@kimsuniversity.in

Websire: www kimsuniversity.in

PHV Project: - Promoting of HIV Vaccine Research and Development through
tech-transfer and capacity building for HIV Immune-Pathogenesis Studies,

Project initiated in year 2017-2018 at KIMSDU, Karad for 5 years.

Project continued in year 2017-2018, 2018-2019.

The project was funded by IAVI, ICMR-NARI Budget was sanctioned as
Rs.25,50,470 and Rs. 23,63,800/- which was received at NARI Pune, KIMSDU being
the implementing partner for this project program.

The project was terminated in 2019 since it was continued as COHRPICA study
Principal Investigator, Dr. Jadhav and Co-PI Dr. Karande - Microbiology copy of the

sanctioned budget is enclosed herewith.
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PHV Project: - Promoting of HIV Vaccine Hesearci'l and I}EVEIGPH‘IEﬂt through
tech-transfer and capacity building for HIV Immune- _pathogenesis Studies,
Project initiated in year 2017-2018 at KIMSDU, Karad for 5 years.
Project continued in year 2017-2018, 2018-2019. . . .

The project was funded by IAVI, ICMR-NARI Budget was sanctioned as
| Pune, KIMSDU being

Rs.25,50,470 and Rs. 26,63,800/- which was received aﬁﬁl

the implementing partner for this project prﬂgram.- a2 :
' sed as COHRPICA study
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Health study to assess the impact to water pollution on
water born disease

Department engaged:
1. Public health dentistry
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IMPLEMENTATION & EVALUATION OF
COMMUNITY BASED INTERVENTION FOR
UPLIFTMENT & VOLUNTARY
PARTICIPATION IN BIOMEDICAL
RESEARCH (LINK STUDY)

Department engaged: Obstetrics and Gynecology
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Community Engagement study for BMR Participation

Study Title

Implementation and Evaluation of Community Based
Intervention for Upliftment and Voluntary Participation in
Biomedical Rescarch Studies

Protocol No:

Aseatrr—.
Dr. Asha Jadhayv,
Site Principal investigator - NARRIM Project
KRISHNA INSTITUTE OF MEDICAL SCIENCE
UNIVERSITY, KARAD, DIST. SATARA

Study Protocal
Version 1.0, [Dated: 15 Nov 2019]

Add. Director of Research
KIMSDU, Karad
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Confidential

Study Investigators and Institutional Atfilations

KIMSDU

Dr. Asha Jadhay
Principal Investigater

Director Extension Activitics

Karad Dist Satarn 415110
Email: kimsdea@gmail.com
Phome:9421576382
CNARI

' Dr. Seema Sahay
oo Steeely Advivar

Scientis-G,
Pure-41 1026

Ermail: ssahay wnanindis org
| Phone: 820-27331200

" Dr. Asha Jadhav,
KRISHNA INSTIYUTE OF H-Enlcu scigqngg
UNIVERSITY, KARAD. DIST. SATARA

Study Protocol
Version 1.0, [Dated: 15 Nov 2018)
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ICMR-Natiopa! AIDS Research Instituee,
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Community Engagement study for BMR Participation
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Confidential Lommunity Engagement study for BMR Participation

Study Sponsory

IAV]

£ Reprosempsives

| Dr Rajat Goyal Signature:
Country Director /.r’\/
IAV] LA #0

i 4 Factory Road, Near Safdasjang Hospital, Ansari Nagar West | Date: ;

i Mew Delli 110029 | 5

.' Email: pgonalitio oo

| Be-diveets Mukbenee Sienaluire: ;
Senior Specialist, K& Prosin. p) '-‘“-&_'1;.-"1-",- .
IAVI _ ‘\f’ﬁ‘\i
4 Factory Road, Near Suftharjane Hospiial, Apsari MNaenr West | Dhte: {-i \ v oG
New Delhi 116029 '
s Email: jmukherjec v ors

| Dr Shweta Chateath | S T——— S
| Senior Specialist, RED Prosrans et
! ].5.\{ :—-1 e

4 Factory Road, Near SalUsgang Hospital, Ansari Nagar West | Date:

New Delhi | 10029 ‘ 18 NGy . ;.f_ﬁ-lfli

Email; schateath@iavi ors

Ms Devi Leen Bose T ':f Signature:
Consultam Copumunicalions & Bdviseags ‘ a sk -
AV ,‘E'Er‘-”"_}\f,.“i/"

4 Factory Hoad, Near Salidadang Hasspival, Ansan Nogar West | Date:

New Dells [ 10629

Emait: dicena@iav] o S3 N 20
| M Saif uf Had) — T Siounture '
+ Manager, Adveracy Rosouree Mobilieuen sl Outreach N lu,__-L' ;
IAVI | S
- 4 Factory Rasad, Mo Safdingang 1esplial, Nser Navar West | Bate

Mew Delhi | | 0029

Email: sultadiveini o | oEE - N - 2aiT

| Dr. Paromits Saha i .‘iiginir:urr:

i Program Speciafist, Reseah dod Doy clopoen: |
EY _ | R
4 Factory Rosd, Near Saldugory Hospinat, Naseel Nagir West | Darg 18 = N BV = 24618
Mow Delhs | 10020
Ematil; paabnd fae e
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Confidential Community Engagement study for BMR Participation
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Confidential Commimnity Engagement study for BMR Participation

Summary of the Study

Title:
Implementation and Evaluation of Community Based Inervention for Upliftment and Voluntary
Participation in Biomedical Research Siodies.

Puarpivsd wf the St

The current study aims at exploring ways to bring more high-risk population into the prevention
and treatment space and increasing rescarch preparedness through community messaging and
literacy tools about HIV, Sexual and Reproductive Health and Biomedical Research.

CYhieaTivies:

® To assess awareness and enhance perception of risks posed by HIV and STIs to sexual &
reproductive health:

* To understand the facilitators and barriers for adoption snd upuske of protective
interventions against HIV & STIs and strengthen uptake;

* To identify hidden populations who are a1 risk of HIV and STis and do a comparative
analysis of the factors responsible:

* To augment collectivization efforts and capacities for seliaddressal of community
coneerns;

¢ To advance research literacy in communities and encourage informed and voluntiry
participation in clinical and biomedical rescarch (BMR) studies (including the National
HIV Cohort Studv),

Kl ;.'I '..J'ﬁ:l '.":"*.

Study Duration: 1 year.

Study Partners: Krishna Institute of Medical Scicnces Deemed University (KIMSDUj: National
AIDS Research Institute (NARL,

Study Sites: Karad, Ichalkaranji and Sangli 1a Mabarashira

Study Populations: (a) General population foeied on adolescent girls and adult women involved
in risk behavior (b) Traditional high-risk populations like FSW, along with represcntation from
other relevant populations {like truckers, migrants, students ctc.) who interact with the above-
mentioned focal groups.

Study Destgn:
This study has a two-pronged approach where cffirts will be focused to reach out te the kard-to-
reach high-risk populations 1 uaderstond the foctors alfesting their participation i HIV care
continuun and biomedical rescarelias well asanpioment and ssess novel Comniinity engagement
tools tewards enhamting research literiacy for volumiary and informed participation in BMR.
Towards this, the study will be conducted as the following:

(A) Research study to understand facilitators and barriers towards participation in

biomedical research: The study will be conducted ustng a mixed methods study design.

=

Study Protocol

Version 1.0, [Dated: 15 Nov 2019] Page 50l 18
O?“”-—f_‘f_.-e-" S e e
Dr. Asha Jadhav, . Director of Research
Site Principal Investigator - NARRIM Project KIMSDU, Karad
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Confidential Community Engagement study for BMR Participation

* A quantitative questionnaire survey 1o provide an overall statistical picture of the faclors
affecting research participation at individual and communmity level

* A gualitative semi-structured face-to-face inferview and focus sroup discussions which
will enable in-depth understanding o' the community perspectives towards wiflingness to
participate in HIV research:

(B) Designing, dissemination and evaluation of novel community cngagement tools:
The community engagement tools and materials, developed based on formative research
and peer discussions, will be rolled out into the community focused on women at-risk in
general as well as FSW populations. Following this, evaluation of the tools will be
conducted to assess their impact on HIV related knowledge and perception towards BMR
participation.

Hpeafor
Dr. Asha Jadhayv,

Site Principal Investigator - NARRIM Project
KRISHNA INSTITUTE OF MEDICAL SCIENCE
UNIVERSITY, KARAD, DIST. SATARA

Study Protocol
Version 1.0, [Dated: 15 Nov 2019] - Page 6 0f 18
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Confidential Community Engagement study for BMR Participation

Background and Rationale

India stands at the intersection in the responise to s HIV epidentic and has made significant steps
in controlling the same. New HIV infections and AIDS.elnted deaths have dropped by 36% and
22%, respectively. since 2010, The adult HIV prevalence st mistional level has continued its steady
decline from an estimated peak of 0.38% 4y 2001203 through 0.34% in 2007, 0.28% in 2012 and
U.26%in 2015 to 0.22% in 201 7. However, despite strong programmatic ¢fforts resulting in overall
decline in HIV prevalence, HIV continues 1o be a public health issue with considerable inler-state
variations in prevalence among certain populations at higher risk of HIV infection, called key
papulations (KPs) fike, Men who have Sex with Mcn (MSM), Female Sex Warkers (FSW). People
Whe Inject Drugs (PWID), Transgender Women (TGW). adolescents, migrants and truckers
among othess. The UNAIDS has set ambitious turgets of 90-99-90 wherein 90% af HIV infected
persons are aware of their status, 90% of those aware are on sustained Antiretroviral Therapy
(ART) and 90% of those on ART achieve viral suppression. To achieve these global rarges, the
National Strategic Plan (NSP) for HIV/AIDS and STI released by National AIDS Conirol
Organization (NACO), outlines a framework of strategies and activities to be implemenied over
the next seven years. In line with these, it becomes Imperative 1o increase the HIV awarcness in
KPs, increase knowledge about their HIV stnus and bring them into the treminment and care
continuum,

The HIV disease management lundscape has also been evols g and newer advancements in the
prevention and treatment methodologies bave brought sbout 4 parndigm shift in approaches 1o
address the global HIV disease burden. To value add to the exsting disease management tools like
combination antiretroviral therapies (CART), rescarchers pre working towards caabling
development and implementation of new tools for HIV prevention and treatment, for example, for
pre-exposure prophylaxis (PrEP). mucrobicides. long-sciing unplantable  anti-retrovirals,
therapeutic and preventative broadly neutealizing antibodies ete. Towards design and development
of interventions that are aceording to the population-specific newds, it becomes relevant to better
understand of the complex interplay between host. virus and the environment. Long-term eohort
studies across the globe have been instrumental in focusing on different aspects of the HIV-disease
and in working towards a better discase management tool,

Relevant studies that KIMSDU and NART have conidicted

NARI's AIDS Rural Researeh Initiative in Maharashiva INARRIMG - In order 10 gencrate data on
HIV awareness, and HIV status in rural population and achievi ag the first goal of 90% of all people
bving with HIV knowing their HIV siasus. IOMB-NARD and TAV ] throueh the support from
USAID has established 2 project entitled. "NARI's AIDS Rursl Researél Initiaive in Muharashira
(NARRIMY', a rural rescarch initiative, & clinie in collaboration with Krishna Instifute of Medical
Seiences, Deemed University, Karad in Salars district of Maharashtes. Under this project, a
situational analysis was conducted for entire Satara diswict tocusing on three Millennium
Development Goals of repraductive and child kealth, HIV and 1uberctlosis ind mapping of High-
Risk Groups and vulnerable pockets of HIV and AIDS to facilitste comprehensive understanding
of the Satara district to initiate future research siudies on various sucio-behavioural, cultural
determinants and bio-medical research in both rural and urban areas.

PHV- NARRIM (Promoting HIV Vaccine (PHV) Research and Development Through
Tech-wansfer And Capacity Building For HIV lmmune-pathogenesis Studies)- Subseguently,
NARI initiated a communily based open cohort (PHV Cobort) in the 65 clusters of Karad and
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Confidential Community Engagement study for BMR Participation

Patan block of Satara District, The objectives of this project were Lo explore the perceptions of the

- rural community regarding STIs. HIV. HIV testing and HIV prevention, to study the demographic.,

behavioral, biological and program factors which are deterministic of STV HIV vulnerability and
risk among rural population and to identify potential studies pentaining 1o vaccine development.
175 health camps were conducted in 65 clusters of Satara distriet across Karad and Patan 1o recruit
participants in the open community cohort. During the community engagement. multiple
stakeholders in Karad and Patan blocks of Satara district were involved through micetings and a
program alligned to ‘one health’ approach named “Arogya apiva Daari” focused on HIV
counsecling, testing, NCDs and hygiene was implemented. This approach also helped in
mainstreaming HIV testing and no incidence of stigma was observed during HIV testing camps.
This kind of effort would be critics] for particination of both visible and hidden key populations
not only in seeking care but also in participation in biomedica! research studies which i otherwise
seen with suspicion.

National HIV Cohort Study (CoHRPICA) — The National HIV Cohort Program (Cohorts for [HV
Resistance and Progression in Indian Children and Adults — CoHRPIC A), supported by the
Department of Biotechnology (DBT). Indian Council of Medical Research (ICMR) and 1AV], 15
focused on creating specific cohorts, biorepository and database 1o enable understanding of the
disease and aid in development of new tools for disease management. Towards this, the Program
aims to bring together multiple institutes with mterdisciplinary expertise (clinical, socio-
behavioral and biomedical) across India to establizh a consortium that leverages on individual
strengths to accelerate accelerate population-based studics in HIV/AIDS, As a part of this, NARI
(in working with KIMSDU) is responsible for establishing HIV uninfected cohorts from high rick
populations (including exposed seromegative cohons), Barly HIV infecied individuals and also
HIV infected cohorts with and without co-morbidities.

Crarent Need

A critical key to the success of achievement of 90-90-90 in India. the aba ve-mentioned studies and
also to other future HIV research studies or interventional tials is the participation of the relevant
community in these efforts. Therefore, it becomes extremely pertinent to extend the knowledge of
these developments to the relevant community. understand their perspectives and the community
needs. and their social and behavioral practices.

Recent programmatic data from Integrated Counselling and Testing Centers (1C7] C) highlight that
during 2015-16 only 3% of the newly detected HIV cases were from Targeted Intervention (T1)
program focused on key populations whereas, 84% of the newly detected cases were from a mixed
pool of general population that need to be characterized by socio-demographic characteristics and
risk behaviors. Also, the current trend in sexual network include non-traditional intéractions like
non-hotspot-based sex work, part-time and seasoral sex work and virtual soliciting involving
adolescents, upper class drug users, migrants and homeless populations, among others. Given that
a considerable proportion of key population is non-self-identified. the nstional priorities are now
focused on adoption of a wider definition of vulnesbiliny and risk o reach ot 16 these people at
risk who do not fall into wraditional domain of key populations.

Therefore, there is a strang need 10 identily this hard to reach at-risk populations, understand their
behaviors, practices and perceptions and have a comparative evaluation of these with the self-
identified key populations ta bring more of them into the prevention. treatment and care

continuum. Towards this, nationsl prionties include appropriate design for community

interventions to outrcach these hard-to-reach populations through integration with Sexual and
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Reproductive Health education and greater convergence with the NHM adolescent programme As
" Maharashira has the highest prevalence of HIV among the FSW population, this study is uniquely
positioned to understand and compare the community perspectives of FSWs and that of the
adolescent girls and women of reproductive age in general population. Alsy, integration of sacial
and behavioral science and communiy perspectives early in idea generation and research study
design is imperative for the successful conduct of biomedical studies'trials and for ensuring
optimal data collection approaches necessary for the interpretation of findings.
Towards the above, the current study aims at exploring ways to bring more high-risk population
into the prevention and treatment space and increasing research preparedness through community
messaging and literacy tools about HIV. Sexusi and Reproductive Health and Biomedical
Rescarch.

Study Obiectives
The objeciives of the current study are:
* Toassess awareness and enhance perception of risks posed by HIV and STIs 1w sexual &
reproductive health;
* To understand the facilitors and barriers for adoption and uptake of protective
interventions against HIV & STIs and strengthen uptake:
* To identify hidden populations who are at risk of HIV and STls and do a comparative
analysis of the factors responsible;
» To augment collectivization efforts and capecitics for self-addressal of community
CONCETnS;
* To advance research literacy in communities and encourage informed and voluntary
participation in elinical and biomedical rescarch (BMR) studies {including the National
HIV Cohort Study).

Study Duration

The stady will be over a period of 1 year which will enable collection of data o understand the
community knowledge, awareness. perspectives and belaviors related 10 sexual and reproductive
health (SRH), HIV and biomedical research (BMR): development of interventions 1o address the
gaps — information, cducation and communication materials and touls: roll-out of these in the
community and impact assessment.

study Population

Given that women account for 41% of estimated PLHIV in India and recent evidences highlighting
gender norms ¢an impact access fo services by affecting decision to seck testing, pursue ART or
other health seeking and the national priorities discussed above, this stuchy will be focused on
adolescent and adult women of reproductive age (15 — 45 years) with risk behavior including the
key population FSW. Also, cfforts will be made 10 include additional paticipants from other
relevant groups (like migrants. truckers, students. ameng others) who interact with the above-
mentioned groups. These participants will be recruited through conduct of health camps as well as
other relevant community engagement activities and service delivery based on specific needs.

Study Sites

The study will be condueted in Karad, Ichalkaranji and Sangli in Maharashos,
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Study Partners- Roles and B onsibilities
i KIMSDU | NARI “TeBo AV

Mrgnm:.,m g .Lgu,mr:m o gﬂ.:fﬂ ch issugs 1o he sddressed: relevs ant comn;umr;. insights: ‘
and appropriate messaging for adidressing the identified ssues

|
Co-creation of | Co-creation of | Co-creation of | Funding and technical
interactive tools to | interactive 1ools 1o | intemactive tools 1o support ‘
deliver key messages | deliver key messages | deliver key Messages
through peer-led | through peer-led | through peer-led
schiviugs SNV IbIeS avliviiies |
|
| .'
Training of peer | Training of peer Training of peer I
educators on | educators on educators on
interactive tools and | interactive tools and | interactive tools and
how o effectively | how to effectively how o gilectively | .
deliver them | ddeliver them ' d*!iu:r them '
|
| Testing, | Delivery. evaluation T-_-.x::.n::, I B
| implementation, & Conlinuis | implententarion, '
delivery, evaluation | improvement of | delivery. evaluation
& continuous interactive tools in | & continuous
improvement of community learning | improvement of
interactive tools in and engagement ] interactive wols in
| community learning | program | conumunity learming
and engagement | and engagement
Froeram progran:
Counseling, informed f '
consent, screening I ‘
and enroliment of
potential research
participants resulting | |

: tfrom CF effors |

Site Principal Investigator - NAR Project |
K"lf"l Mﬂ fNST‘TUTE OF mlcﬁlﬁﬁﬁ

Study Frotocol

Version 1.0, [Dated: 15 Nov 2019] ; @ g D Page 10 of
i8

Add. Director of Research
KIMSDU, Karad



Confidential Community Engagement study for BMR Participation

Study Design and Methodology
(A} Understanding facilitators and barriers towards participation in biomedical research
The study will be conducted using a mixed methods study design.

Ouantitative Component

A quantitative questionnaire survey will be adiministered to the participants from both general and
FSW populations. This survey will aid in deriving s statistical picture of overail level of knowledge

and perception of the community about Sexual and Reproductive Health (SRH). HIV risk and

prevention as well as the faciors affecting voluntary participation in Biu Medical Research (BMR)

at both individual and community level

Evaluation parameters

o  Awareness about HIV, SRH and gencral health
Perception about HIV and STI prevention
Treatment/Health seeking behavior for HIV and SRH
Biomedical Research preparedness and rescarch literacy

Sample size for cross-sectional guansitative survey

The baseline comprehensive knowledge abowt HIV and nis prevention and transmission in women
is 22% in rural Maharashtra (NFHS 4, 2015-16). This was taken as participant awareness about
HIV and BMR with an absolute precision of 5% and confidence interval of 95%.

Given that the combined population of Karad, Ichalkaranji and Sangli is around 9 lakhs, using the
above parameters, the sample size calculated for the cross-sectional guestionnaire surcey came out
to be 528 which was rounded oft 1w 330, Design ellcct of magrilude 2 wis assuimned 10 account for
intra-cluster correlations.

The formula that was used in sample size calculation 1s given below:

Za)® xp (1- s
N = w—’;’;ul Where, Za: Level of significance, p: Prevalence, d: Precision

Tualitative component

The guantitative survey will then be followed by qualitative daw collection including in-depth
inferviews, key informant interviews and focus group discussions among high-risk women of
reproductive age (15-45 years) including FSWs. It will aid in in-depth understanding about
community’s current knowledge, awareness, attitude and practice towards Sexual and reproductive
health; HIV risk, prevention and transmission and mental health: community perspectives on HIV
testing and other preventative and therapeutic interventions; perspectives about collectivization
and empowerment of the vulnerable community: research preparedness and willingness to
participate in Biomedical Research Studies. This will alse aid in further developing community
engagement strategics. communication materials and Hieraey tools fur strengthening community
research preparedness and research literacy. Towards these the 1epls deploved would borrow from
‘Panticipatory Action Rescarch’.
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Data collection
Data  collection | Population - Sumple | Focus of inguiry
method Size i
In Depth Adolescent girlsand | 20 » Awareness and perspectives
Interview adult women of about SRH;
reproductive age with » HIV awareness: perception
risk behaviors visiting about risk and knowledgze about
the health camps prevention, festing and care:

s Current peactice and perspective

abontl gptake of varous HIV Py
' amd T options;

o Resvarch literacy: knowledge
ahout HIV science: need for
bloed draw, belavieral
mformation and follow ups even |

Key population; FSW T | if treaument is not required:
Participants from other | 6 » Facilitators and barriers towards
relevant population like willingness to participate in
truckers, migrans, BMR;
students ete, » Perspective about specific
programs (HIV testing health
] _camp; Arogya Aaplya Dan)
Key mformants” |« Medical officer 3 {zuch How can effecuvely implement
interview e Stuff purse’ other category) | this program for mone
| health care sialffs recruitments, which méssures
te CBO rep/ DAPCU should have been adopted to reach
' rep vilnerable nopulation. how hig
| Recesrchenm program benetited for lgh nsk
| Hiabers and velnerable population, what
o Key stakchelders additional health care should be
from villages-Panch/ added.
ASHA workers
Focus Group {» Adalescentgirlsand | 4(7-8 Perspectives about SRH;
| Discussions adult women of panticipant | Perception about HIV nsk and
reproductive age per PGB | prevention; awarensss about HIY
with risk behaviors | testing and care;
s FSWs Research preparedness:
o Representative of Facilitators and bamriers to novel
population | BMR
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Confidential Community Engagement study for BMR Participation

Participunt Sampling and Participant Recruitmens

Towards the study. 4 focus group discussions (FGDs3, 13415 key informant inferviews (K1ls) and
34 In-depth interviews (IDI5) will be conducted.

For the focus group discussions, diverse subgreups of high-risk population such as adoléscents,
FSWs (brothel-based, street-based, imteenet/'social miedia-based), truckers, migrants would be
recruited. Effort would be taken to have minimum 7-8 people in any FGD,

Any women between 15-45 years of age with high tisk behavior and willing to participate in the
study after well informed consent will be eligible for participation in the interviews,

(3] Designing, Dissemination and bvaluation of Commanity Engagement Toois

According to NFHS 4, only 22% women in Malarashira have comprehensive knowledge about
HIV. For success of any programmatic efforts towards HIV prevention and care among women in
this setting, it will be critical 1o design and implement regionally effective outreach activities 1o
improve communily awareness. The national stratzgic priontics are now focused on differential
approaches towards outreach and COmmuRity senicss o meke them relevant o spegific
populations and geography such that i1 can ipeove comerunity ownership and CRpagenent,
Therefore, it will be imperative to design, implement snd evaluate novel communication strategies
lo enhance community perception about HIV risk, prevention and care, The awareness about HIV
science and research will also be critical far enhancing uptake of HIV services and upcoming
interventions.

The current interventions will focus on crealing safe spaces (0 strengthen community
conversations and help create of an *HIV competent Community” that would enable community
members o support each other in achieving behaviar change. Rooted in varjous thevries of Social
and Behavior Change Communication, the intervestion aims i create strategies that would help
support inclusive and meaningful community engagement. Towards this, the program would
employ various interactive games, strect play based acts, group meeting on specific subject so that
community can attend and actively participate in it it will also adopt method like theater activity,
video presentation of any subject and through power point presentation of various modules.

In addition 10 these, with an intent to bring science closer o community and provide an equitable
space for community o participate in research in meaningful manner, learming tools will be
developed and implemented that will help break down scientific quests and help community vale
and think eritically about HIV research and need for innovation and also help tmake HIV research
more people-cemered.

Designing of the interventicn

Exhaustive review of relevant literatures and discussions with relevant peers would inform the
designing of interveations for community engagement and education. Communication materials
would be designed and co-created in consultation with the community members. program experts
and research staff 1o further strengthen communitics understanding of HIV prevention, Sexually
Reproductive Health, Human body systern and general health issues (such as non-communicable
diseases), health seeking options, disease prevention, and ongoing BMR,
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Confidential Community Engagement study for BMR Participation
The materials may include (but are not limited 10) leaflets. brochures, and posters and also research
literacy tools like Participatory Theatrs Activity and Experiential Game towards explaining
various scientific basics in layman language.

Dissemination of the intervention

The community engagement for this study will he done in selected area of Karad, lehalkaranis and
Sanghi in Maharashira. Mass level campaigning through IEC material, focal level publicity and
advertisements in general population as well as focused engagements in FSW populations through
outreach meetings and service delivery camps bused on specific community needs will be adopted
for increasing awareness and panticipation from the community including high-risk women from
both general population and FSW population.

Community sensitization will be undertaken in the sclected sites. The community will be oriented
about the project, activities, and programs. Different methods will be applied for community
sensHization such as one 10 one session. group sessions, dissemination of information through
audio-visual modes and others. The community leader or key people in case of high-risk
population will be identified during the initial phase of the project for community engagement and
active participation. Also, peer volunteer will be identified for supporting the community
sensitization work as well as their active engagement for the screening of HIV testing.,

The prospective plan for the community engagement activities are provided below:

Detailed CEP plan
Activiry Nite Number Ilmplementir | Purpose
Clutpeach Karad »  Research | The community wall
mectings’ Tehalkaranji 25-30 Assistant be oriented about the r'
Service - engagements (Interventionist) | project  activities,
delivery 10 Sangli i ¢ Peers and programs.
relevant Community
populations sensitization  and |
' dissemination of |
. | inlonmation Hiraugh
audio-visual modes
and otherss. To
understand the need
of research  and
| preparedness af
tescarch  in HIV |
i | prevention |
_P'ﬂ_l'll{:_l]:lamﬁ Karad To give kKnowledge |
Theatre : = about the porceplion, |
Activity —- Facts about HIV,
Sangli Gowvt facilities of
! health care services.
Karad | !'
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Experiential ichalkaranji | To understand the
Game Samgh | | discase
i | epidemiology,

[ imidenee, HIV

| testing, treatment

| outcome, adherence
g' benetits, social and
muoral responsibility,
stigma reduction

Evalustion of Cammunity Enuagement Tool:

This-phase will evaluate the impact of community education messages for HIV (epidemioloyy,
lesting, treatment, adherence snd national programmie). SRH. and biomedical research
participation on high-risk women from generul and FSW population. This will be {ucstionnaire-
based evaluations across all the selected study sites. A sub-sample of the population will be
selected for administering the community engagement tools and the data will be compared with a
control group from the same population. Both the groups will be assessed at the bascline (before
communication engagement tools are sdministered) and at cnd-point (after the tools are
administered). Relevant qualitative and quantitative tools for analyzing knowledge and perception
will be adopted from appropriate *Knowledge-Aniude-Practice” and other behavioral science
framework.

Statistical Analysis

* The quantitative questionnaire survey will be analyzed o decipher the interplay between
socio-demography, knowledge and perception about SRH, HIV and BMR participation
using frequentist approaches;
The fevel of significance will be taken at 0.03;

¢  The effect of community engagemient 1oals will be messured by comparing the appropriate
scores defined for this study across intervention and control groups.

The details of statistical analvsis will be outlined in the Statistica! Analvtical Plaw.
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Implementation Plan
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Respecting and Protecting Research Participants and Communities

Informed consent process

Informed consent will be obtained prior to any data collection. Participants in the
interviews will be presented with an information letter that outlines the scope of the study and a
consent form that provides options 10 sign or put initials, Given the potential fow literacy levels of
some participants, the rescarch assistants will offer 10 read the informution letter and consent form.
Following this procedure. they will then ask the potential participant questions about the study to
ascertain the participant’s level of understanding.

As part of the informed consent process. sll potential participants will be told that their
participation or not in interviews will not aifect the services they currently receive or may receive
in the future from their respective community agencies.

Possible risks and measures to minimize risks
There is no direct or indirect harm to the any participant due to their participation in the survey
study,
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_ Administrative Procedures

Roles and responsibilities

The Principal Investigator will be responsible for all aspects of the study at the study sites. The
Study Advisor will be responsible for overall technical appropriateness of the study. The study
staff will be recruited by the PI with approval from the Study Adwvisor, The Advisor will be
responsible for overseeing the staff training for data coliection and data analvsis.

'|[,' Working Group [(3WG)
At cach site, a Swudy Working Group, consisting of the Principle Investigator, the study co-
ordinators and rescarch staff will meet regularly to discuss any study related issues and address
them in working with the Study advisor. Additionally, teleconferences between members of the
SWGs, Study Advisor and IAVI will be organized monthly to discuss the progress of the study
and study related issues.

Study Manitoring

On-site monitoring will be conducted to ensure thal the study is conducted according to the
- protocol and is in compliance with applicable regulations and guidelines, recorded and reported in

aceprdance with the protocol, is consistent with loenlly-accepted practices and standard operating

procedures,

The Investigators and voluntcers, by giving conscent, sgree that the monitor may inspect study
facilities and source records (e.g., informed consent documents, other source decuments) as well
as observe the performance of study procedures. Such information will be treated as sirictly
confidential and will under no circumstances be made publicly available. The Principal
Investigator will permil inspection of the facilities and all smudy-related documentation by
authorized representatives of AV and Government and Regulatory Awhorities relevant to this

study.

Study Deliverables

The key deliverables for all study sites would include submission of (2) monthly progress and site-
specific performance reports including field evems. photos from sites cte: (h) SOPs, intervention
siralegy and training resources developed including guidelines and manuals; {¢) original rew data
(including field notes, transcriptions) and compiled data with analysis (including computer
programmes, source codes, and any written documentation) (d) power point presentation including
top line findings and final report upon completion of the study (e} Baseline and endline report (f)
Budget utilization certificate to [AVL In addition. any publication/ submission of
abstracUsummary or presentations in national amd inernational conferences/peer reviewed
journals must kave prior approval from [AVL

Investigator's Recards

The Investigator will maintain and store in & secure manner complete, accurate, and current study
records throughout the study. Study records include administrative documentation, including
reports and correspondence relating o the study. as well as documentation related to each
participant and should be kept in a secure location.
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_ Publications
Manuscripts will be developed from the study reports. All manuscripts. abstracts, reports will be
reviewad and approved by the study PL, study advisor and in working with the study sponsers. The
researchers along with other contributors 1o pariner ageacies (inglading IAVIL). where
appropriate, who have substantially contributed to the manuseript will be given a co-authorship in
accordance with the standard publication cthics guidelines.

Hperntle~
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International AIDS Vaccine Initiative

Table of Required SUB-AWARD DATA ELEMENTS

TAVI Agreement Number A08723 (YR 4 Award)

Required Information per 2 CFR 200.331(a)

1. | Federal Award Identification: HIV Vaccine and Biomedical Prevention Research Project —
Objectives 1 and 2
2. | Sub-recipient Name: KRISHNA INSTITUTE OF MEDICAL SCIENCES
DEEMED TO BE UNIVERSITY (KIMSDLU)
3. | Sub-recipient DUNS Number: 859167931
4. | Federal Award Identification Number: USAID Cooperative Agreement AID-0AA-A-16-00032
5. | Federal Award Date: 11/13/2019
6. | Sub-award Period of Performance: 11/13/2019 - 6/30/2020
7. | Amount of Federal Funds Obligated by 397,745
this Annual SOW/MOD:
8. | Total Federal Amount Obligated $97.745
including this Annual SOW/MOD:
9. | Total Amount of the Federal Award $97,745
Committed to the Sub-award
Organization:
10, | Total Sub-award Amount (including 807,745
other donor fanding)
il Federal Award ij'ﬂﬂ Desr.nptmn ADVANCE: Sub Result 2.3b:South-South collaboration work to
' (FFATA): create a cohesive regional network for conducting work on
community preparedness, immuno-biology, product development
and increase opportunities for training and collaboration between
East and Southern Africa and India, by sharing samples,
expertise, data, and capacity, while focusing on common health
and scientific goals including HIV prevention.
12. | Name of Federal Awarding Agency U.8. Agency for International Development (USAID)
13. | Pass-through Entity Name and Contact International AIDS Vaccine Initiative (IAV])
Information {25 Broad Street, 9" Floor, New York, NY 10004
Lola Sunmonu: lsunmonu{@iavi.org.
14. | CFDA Number and Name 08.001, USAID Foreign Assistance for Programs Cverseas
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International AIDS Vaccine Initiative

15. | R&D Funding Yes BNo I
16. | Sub-award Organization Indirect Rate 8%
17 | Approved federally recognized, N/A

negotiated, or de Minimis KIMSDU (10%

of MTDCR)
18 | Additional requirements imposed on
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1. Summary of the Study

India stands at a crucial crossroad where in spite of structured programmatic efforts resulting in steady
decline in national prevalence, HIV/AIDS continues to be significant public health issue with considerable
inter-state variations in prevalence among high risk populations like, Men who have Sex with Men
(MSM), Female Sex Workers (FSW), People Who Inject Drugs (PWID), Transgender Women (TGW),
adolescents, migrants and truckers among others. With rapidly evolving global HIV disease management
landscape and focused efforts towards innovative biomedical tools including pre-exposure prophylaxis
(PrEP), microbicides, long-acting implantable anti-retrovirals, therapeutic and preventative broadly
neutralizing antibodies etc., it will be imperative to conduct appropriate long-term population-based
cohort studies to develop scientifically proven, cost-effective and scalable intervention strategies in
alignment with regional and population needs for maximal impact on the HIV epidemic.

Success of the above efforts also critically depend on strong and equitable community engagement
efforts at all stages of research to enhance community understanding, appreciation and participation in
biomedical research, as proposed by the Good Participatory Practice (GPP) guidelines. Towards this,
experiential learning tools, based on participatory research paradigm help democratize, contextualize
and humanize the complex data and scientific concepts that often cloak conversations around HIV
research and hence help create a ‘HIV competent community’ that would enable community members
to support each other in achieving positive behavior change. In accordance with this, the current study
is focused on understanding factors influencing community participation in research as well as roll out
and assess an experiential learning-based intervention towards enhancing community understanding
and appreciation of HIV science and research to encourage informed and voluntary engagement,
promoting health seeking behavior and community collectivization.

The study will be conducted using a mixed methods approach including quantitative surveys as well as
qualitative interviews and discussions focused on FSW, MSM and TG populations across Satara, Sangli
and Kolhapur districts in rural Maharashtra. Baseline quantitative survey to capture community
perspectives about their willingness to participate in BMR will be conducted with 600 participants,
among which 400 participants will be exposed to the experiential learning-based intervention session
(40 intervention session with 10 participants each). Each intervention session will include interactive
games and participatory theatre to trigger open dialogues which will be navigated through semi
structured community conversations and a post-intervention feedback survey. These 400 participants
and another intervention naive 200 participants will be subjected to an end-line quantitative survey to
assess any change in knowledge about HIV science and attitude towards HIV BMR. A separate set of 20
Key Informant Interviews (Kil) will be conducted with relevant information rich stakeholders across the
study sites to help understand the structural factors influencing service uptake, the existing needs and
the implementation challenges in the current context. Data from above activities along with structured
diary entries by the facilitators will help evaluate process parameters that will inform and improve
further implementation of the intervention as well as help validate the success of the intervention rolled
out as a part the current study.

The data collected and analyzed from the activities mentioned above will enable understanding the

following:
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Key drivers of community participation in BMR — An insight into the facilitators and barriers for
community participation with in-depth understanding of the individual, interpersonal, social and
structural drivers of decision-making as well as external influencers like current COVID pandemic
across key populations (FSWs and MSMs) and sites within rural Maharashtra. This will also help
identify areas where the experiential learning tools can be utilized to bring about a change in
the community behavior.

Influence of the EL tools on research literacy and willingness for BMR participation — It will be
possible to capture the immediate and retained change in the community understanding of HIV
science and research, variation in their willingness to engage in research and also provide some
insights into their perceptions about the need and science behind better health seeking behavior
like regular testing and drug adherence.

Factors influencing implementation of the EL tools —The study will aid in elaborating the fidelity,
track the reception, active participation and engagement of the participants, quality of the
conduct, how satisfied the end users were with the tools in terms of their ease of understanding
and simplicity of the messages. It will also pave the way towards assessing the potential uptake
of these tools by the community and understanding the practical challenges that may be posed
in the context of other external factors,

All of the above taken together will contribute towards influencing the network of behaviors including
health seeking practices, community collectivization, research literacy and hence positively impacting
the core desired change in the willingness to participate in biomedical research. The core essence of the
study lies in the fact that it will be a step forward in strengthening the participatory mechanisms of GPP
to make research “equitable, reciprocal and relatable” towards building a research enabling ecosystem.
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2.  Background and Rationale
2.1, HWinIndia

india stands at the intersection in the response to its HIV epidemic and has made significant steps in
controlling the same. New HIV infections and AlDS-related deaths have dropped by 46% and 22%,
respectively, since 2010 (NACO Technical Report 2017). The adult HIV prevalence at national level has
continued its steady decline from an estimated peak of 0.38% in 2001-03 through 0.34% in 2007, 0.28%
in 2012 and 0.26% in 2015 to 0.22% in 2017 (NACO Technical Report 2017). However, despite strong
programmatic efforts resulting in overall decline in HIV prevalence, HIV continues to be a public health
issue with considerable inter-state variations in prevalence among certain populations at higher risk of
HIV infection like, Men who have Sex with Men (MSM), Female Sex Workers (FSW), People Who Inject
Drugs (PWID), Transgender (TG), adolescents, migrants and truckers among others (Joshi and
Mehendale 2019; NACO H5S Technical Report 2017; NACO Technical Report 2017: NACO NSP 2017-
2014). Therefore, it is imperative to understand community needs and perspectives towards HIV
prevention and care to develop improved disease management strategies which are region and
population specific.

The HIV disease management landscape has also been evolving and newer advancements in the
prevention and treatment methodologies have brought about a paradigm shift in approaches to address
the global HIV disease burden. Ongoing biomedical research focused on complex interplay between
host, virus and the environment are informing towards enabling development and implementation of
new tools for HIV prevention and treatment, for example, for pre-exposure prophylaxis (PrEP),
microbicides, long-acting implantable anti-retrovirals, therapeutic and preventative broadly neutralizing
antibodies etc. It will be imperative to identify scientifically proven, cost-effective and scalable
intervention and prevention strategies in alignment with regional and population needs for maximal
impact on the HIV epidemic. Towards this, long-term cohort studies across the globe have been
instrumental in focusing on different aspects of the HIV-disease and in working towards a better disease
management tool.

2.2,  Community Engagement

Given the above, for success of any efforts towards HIV prevention and care among the at-risk
populations, it will be critical to design and implement regionally effective outreach activities to
understand community needs, improve community awareness and attitude towards HIV research and
enhance service uptake. Strong and equitable community engagement should focus on involving
communities at all stages of research including the conceptualization, protocol, recruitment and
enroliment, follow up, results and final dissemination (Day et al 2018; Forsythe et al 2016, Concannon
et al 2014). HIV research field has championed innovative community/ stakeholder engagement for
decades now resulting in development of the Good Participatory Practice (GPP) guidelines which
proposes equitable, reciprocal and relatable engagement strategies to enhance community
understanding, appreciation and participation in biomedical research. Parallel entities such as Nuffield
Council of Bioethics also recommends rigorous engagement with public, professional, political and policy
stakeholders to inform ethical conduct of research such that the benefits to society are realized in a way

that is consistent with public values.
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Existing data reveals that while many methods are used (Mack et al 2013; Ditmore et al 2011; Ramjee et
al 2008; NIMH Collaborative HIV/STD Prevention Trial Group 2007; McQueen et al 2007; Morin et al
2003), most community engagement is conducted using researcher-driven, top-down methods (Day et
al 2018} driven by deep rooted social dynamics and structural inequalities, and therefore, it is unclear
how effective these are for fostering meaningful and equitable partnerships and continuous dialogue as
the GPP guidelines recommend (UNAIDS GPP guidelines 2011). Engagement methods which are based
on participatory model can help achieve more meaningful inclusion of communities and provide a
greater opportunity for community- researcher dialogues by breaking the social-structural boundaries
and allowing marginalized voices to be heard (Raynolds and Sariola 2018). It is also reported that the
extent to which the vulnerable communities engage in research is also driven by societal and structural
contexts within which the research is embedded and hence it is very critical to engage the community
beyond as ‘participants’ but as providers of social and technical knowledge that researchers should learn
to ensure that interventions are effective and responsive to community needs and interests {Raynolds
and Sariola 2018).

Beginning with the fundamental premise that end-user communities constitute the most important
stakeholder group in the research enterprise, and they deserve to know not just the ‘how’ but more
importantly the ‘why’ behind the research they contribute towards, experiential learning tools, based
on participatory research paradigm help democratize, contextualize and humanize the complex data and
scientific concepts that often cloak conversations around HIV research. Formative research through
multiple conversations with various national and regional stakeholders helped in understanding the
following key challenges with regard to engaging communities in research:

* Communications are often complex, prescriptive and jargon-laden resulting in limited
explanation of what exactly is happening in our bodies and how science can help;

e Communities often do not own the research since they are not consulted or engaged early
enough in the research process; and not always informed of research outcomes;

* lack of understanding of HIV research and absence of safe spaces to openly discuss about
research leads to lack of trust between researchers and community members.

Towards this, tools based on experiential learning (including participatory games and theatre) have been
co-designed and co-developed in working with the target communities. These tools have brought
together ideas from the behavioral sciences, social psychology, gamification, participatory theatre and
the creative arts and to help demystify the interaction of HIV within the human body and resulting
challenges including viral diversity, latency, drug resistance, etc. The current intervention based on these
experiential learning tools is aimed at bridging some of the above-mentioned gaps towards the
following:

* Informed and active participation of end-user communities;

¢ Enhanced sense of engagement and ownership and equity in community stakeholders;

*« Enhance community understanding, appreciation and engagement among public health
research;

* Creation of safe space for co-learning and open exchange.

These tools will thus help create an 'HIV competent Community’ that would enable community members
to support each other in achieving positive behavior change. Rooted in various theories of Social and
Behavior Change Communication, the intervention aims to create strategies that would help support
inclusive and meaningful community engagement. This study will aim to assess the utility of these tools
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in achieving the intended outcomes and will also set the base for implementation and roli-out of these
tools as a part of a broader community engagement plan that can be used for ongoing/upcoming
biomedical research/clinical trials.

2.3. The National HIV Cohort Study (CoHRPICA) — Community engagement needs

The National HIV Cohort Program (Cohorts for HIV Resistance and Progression in Indian Children and
Adults — CoHRPICA), supported by the Department of Biotechnology (DBT), Indian Council of Medical
Research (ICMR) and IAVI, is focused on creating specific cohorts, biorepository and database to enable
understanding of the disease and aid in development of new tools for disease management. Towards
this, the Program aims to bring together multiple institutes with interdisciplinary expertise (clinical,
socio-behavioral and biomedical) across India to estabiish a consortium that leverages on individual
strengths to accelerate population-based studies in HIV/AIDS. As a part of this, NARI (in working with
KIMSDU] is responsible for establishing HIV uninfected cohorts from high risk populations (including
exposed seronegative cohorts), Early HIV infected individuals and also HIV infected cohorts with and
without co-morbidities. This initiative also provides platform for and leverages on successful long-term
access to the relevant communities through meaningful engagement activities. In this context, the
current set of experiential learning tools could prove to be an effective way of community inclusion and
involvement in the proposed cohorts and future HIV research.

2.4. Rationale of the current study

As discussed above, involvement of community is a key element of HIV biomedical research including
large-scale cohort studies and clinical trials which ensure ethical and scientific quality of research, its
relevance to the affected community, rapid dissemination of the results and finally implementation of
action based on the results (ICASO 2006). Therefore, it becomes extremely pertinent to extend the
knowledge of these developments to the relevant community, understand their perspectives and the
community needs, and their social and behavioral practices.

According to the National HIV Estimation data (NACO Technical Report 2017), although adult HIV
prevalence among 15-49-year-old people has been declining in India, Maharashtra continues to be one
of the high burden states with consistently high HIV prevalence among the FSW population. Also,
Maharashtra turns out to be one of the high-risk pockets for MSMs/TGs with HIV prevalence greater
than the national average (HSS Technical Report 2017). Therefore, representation of these communities
in upcoming biomedical research and product trials will be indispensable for improved disease
management. Thus, the current study would focus on FSW, MSM and TG population in rural
Maharashtra.

Moreover, given the COVID-19 pandemic, it is important to understand the impact of the pandemic on
the above-mentioned at-risk populations as the altered socic-economic condition, disrupted health
services and increased stigma and discrimination are likely to affect their decision-making towards
participation in biomedical research.

Given the above, the current study will focus towards understanding the factors influencing community
participation in research and a set of experiential learning-based community engagement tools
(including interactive games and participatory theatre) will be rolled out and assessed towards
enhancing community understanding and appreciation of HIV science and research to encourage
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informed and voluntary engagement, promoting health seeking behavior and community
collectivization.

3. Study Aim and Objectives
31 Aim:

The aim of the study is:
Assessment of Experiential learning-based Community Engagement Tools to Enhance Research Literacy
and Participation in HIV Biomedical Research in rural Maharashtra

3.2. Obijectives:

The objectives of the current study are:

Objective 1: To understand the facilitators and barriers towards participation of HIV at-risk community
(FSW, M5M and TG) in HIV biomedical research [BMR) studies

Sub-objectives:

1.1. To understand community willingness to participate in BMR & drivers of the decision-making;

1.2. To outline the influence of external factors (including COVID-19 pandemic) on the informed and
voluntary BMR participation.

Objective 2: To assess the utility and implementation features of experiential learning-based (EL) tools
towards advancing research literacy and community engagement in BMR

Sub-objectives:

2.1. To assess the overall change in knowledge, perception & willingness to participate in BMR brought
about by the experiential learning tools;

2.2. To assess the role of experiential learning tools in enhancing community engagement in BMR;

2.3. To understand the salient factors that influence implementation of the intervention including in the
context of the current COVID-19 pandemic.

4. Methodology
4.1, Study Population

The current study will focus on FSW, MSM and TG populations (18 years and above) across rural
Maharashtra. As mentioned above, given the consistent high HIV prevalence among key populations in
Maharashtra, it will be imperative to understand the social, economic, behavioral and structural drivers
that influence overall health seeking behavior and service uptake and hence also play a role in
influencing community willingness to participate in BMR. Moreover, given the vuinerability and
disproportionate impact of COVID-19 pandemic on HIV at-risk communities, it is important to
understand the influence of COVID-19 on the community response to inform ongoing/ upcoming BMR
initiatives.

4.2.  Study Sites

The study will be conducted by accessing FSWs, MSM and TG population across Sangli & Miraj (Sangli
district); Karad (Satara Dist), Ichalkaranji & Kolhapur (Kolhapur Dist} in Maharashtra.
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4.3. Conceptual Framework and Data Coliection
43.1. COM -B Behavior Change framework

Behavior change interventions are fundamental components of effective public health management.
These interventions are defined as coordinated set of activities designed to change specific behavioral
pattern in target population. The COM-B model provides a comprehensive conceptual framework for
designing and implementing behavior change interventions (Michie et al 2011). COM-B stands for
Capability Opportunity Motivation — Behaviour. The model is constructed on the premises that any
specific human behavior, chosen as target for intervention is a part of interactive network of behaviors.
According to the COM-B model, for the target behavior (B) to occur there must be capability (C) in the
concerned person/ community to perform the behavior utilizing the available opportunity (O) in terms
of conducive physical and social environment, driven by sufficient strong motivation (M).

Each of these components can be divided heuristically into two types. Capability can be either ‘physical’
(having the physical skills, strength or stamina} or ‘psychological’ (having the knowledge and cognitive
capabilities for memory and decision making) to perform the behaviour. Only psychological capability
will be relevant for the current study (discussed below in sec). Opportunity can be ‘physical’
{environmental facilitators like time, location, resources) or “social’

{including interpersonal influences, social cues and cultural norms). Motivation may be ‘automatic’
(processes involving emotion, impulses, desires and inhibitions) or ‘reflective’ (beliefs about self and the
outcomes).

For the current study, the COM-B framework has been adapted to design, develop and analyze the
experiential learning tool-based intervention targeted towards the ecosystem of behaviors that drive
community willingness to participate in HIV BMR.

4.3.2. Data Collection parameters — Lines of enguiry

Based on the overarching conceptual framework of COM-B, the data collection efforts will be directed
towards the following:
s |dentifying key drivers (both enablers and barriers) of community participation in BMR;
» Analyzing influence of the EL tools on research preparedness and willingness to participate in
BMR;
» Assessing shift in the level of engagement of the community in research due to intervention.
Towards the above, broad line of enquiry under each relevant component of COM-B are provided below:

Psychological capebility

The indicators of change at individual and community level include:
* Knowledge about HIV science, before and after the intervention;
* Understanding of rationale behind and process involved in HIV research;
* Understanding scientific rationale behind health seeking practices such as regular testing and
drug adherence,

Physical opportunity

The indicators that might influence research participation include:
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= Burden of engagement — competing responsibilities including job, home and child care;
availability of resource for mobility and travel; time and cost of travel;

=  COVID induced social situation — Impact of mobility restriction, social distancing and additional
COVID related stigma on participation.

Social opportunity

Interpersonal and social factors that might influence community involvement in research include:

» Moral values, stigma and discriminatory practices associated with HIV/AIDS;

* Gender norms and power dynamics in intimate relationships;

* Role model and positive deviance — exemplary participation of community representatives/
peers in HIV BMR;

» Access to appropriate information on HIV science/ research and opportunity for open
conversations within community;

» Conducive environment that promote equity and inclusivity in research engagement.

Network of Behaviors P Desired Change

33 %. ' Physical. . : Automatic
i El Emidronmentol Conted, resounoes e Emotion, Beinforcement, fmpulsirs, Inhibitions
£ |
Social
Sovial Aanms; Wluence, Canformity
| 1. i v Perceptions and attitude towards HIV
& | | Knowledge about HIV scence | Burden of engagement research
é | | COVID 12 induced social situation | = Fear & anxlety regarding research procedures I
E +  Understanding of HIV research
*  Moral values, stigma and discrimination ; 4
=1 — ratignale and process | Risk percoption and personal health goals
i | |+  Qeportinity for.opsa conversalion +  Confidentiality and trust
+  Understanding of the sclence | |, ;
Gender norms and relationship dynamics Empathy and cultural sensitivity of s
behind health seeking | ; :
3 b | | i *  Level of engagement n research
= : :
b e +  Equity and community inclusivity § e By i el

fAdopted from Michie et gl 2011)

Figure 1: Overarching conceptual framework of the study
Automatic motivation

Emotional and impulsive factors that might drive willingness to participate in research include:
¢ Fear and anxiety regarding research procedures —fear of needle and blood collection; fear of side
effects; anxiety about unintended disclosure of health condition (including HIV status);
s Tangible benefits such as regular health check-up, incentives and compensations.
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Reflective motivation

Motivational indicators including belief and reasoning that might influence willingness to participate in
research include:

Perception attitude towards HIV research;

Perception about HIV risk and personal relevance;

Perceived benefits of research and expectation about outcome — altruism and community
welfare;

Confidentiality concerns and level of trust towards researchers;

Experience regarding empathy and cultural sensitivity in researchers;

Level of engagement that promote community-researcher dialogues and sense of shared
ownerships.

Specific methodologies for collecting data in line with the above-mentioned parameters are described
in the Section 5.

4.3.3. Process Evaluation Framework

Process evaluation is an essential component of this study aimed at understanding key factors that will
inform and improve further implementation of the intervention as well as help validate the success of
the intervention rolled out as a part the current study. Based on the available paradigm of process
evaluation for public health interventions and research (Baranowski and Stables 2000; Steckler and
Linnan 2002; Saunders et al 2005; Metzelthin et al 2010), a systematic approach has been adapted to
include the following key parameters:

Fidelity: It represents the quality and integrity of the intervention delivery in adherence to the
original implementation plan. The indicators include frequency and duration, content,
completeness and quality of delivery.

Reach: The proportion and characteristic of the intended target population that participated in
the intervention. It is operationalized as the attendance and demographic characteristics of the
participants.

Exposure: It helps understand the extent to which participants are actively engaged, interact
with and receptive to the modules and spontaneously initiated interactions.

Satisfaction: It refers to the extent to which the intervention delivery was acceptable and
agreeable to the participants as well as was likable and easy to understand. It also would help
understand participant satisfaction from the interactions with facilitators and/or investigators.
Implementation: it includes potential challenges that might affect effective intervention
delivery, especially given the COVID-19 pandemic situation. It also includes perception of
facilitators and peer educators regarding further adoption of the intervention tools for
community engagement.

B |
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Figure 2: Process Evaluation Framework for current study.

Data regarding the above parameters will be collected through structured Diary records which will be
provided to the field facilitators. The diaries will provide facilitators’ account and interpretation of
activities during intervention sessions. Facilitators need to maintain fill the templates provided in the
diary after every session and these would be digitized once every month. Some aspects of satisfaction
and implementation will also be captured from the post-intervention survey, community conversations
and the key informant interviews.
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44, Study Design

The study will be conducted using a mixed methods approach which will have quantitative surveys as
well as gualitative interviews and discussions. The study activities are proposed over the period of 9
rmonths. Details of the methodology across the study objectives are provided in Figure 1 below:

Basealine Survey

Contred [Without intervention) |3

Sample Size

i | - - - - -
E_ {  Experental Learming |mMedvention Session . Oisanidetve Evelealion Tools Crenlaninee Evakiation Tools N Posbinbervenion & process daly

Figure 3: Overall study methodology

4.4.1. Methodology - Objective 1: To understand the facilitators and barriers towards participation
of HIV at-risk community (FSW, M5M and TG} in HIV biomedical research (BMR) studies

Towards the above, data will be collected through:
» Baseline quantitative survey to capture community perspectives about their willingness to
participate in BMR and also identify key drivers of their decision-making;

» Qualitative interviews with key informants (key informant interviews- Klis) to help understand
the social, behavioral and structural factors influencing service uptake; the existing needs
(including of any new community engagement interventions) and the implementation challenges
in the current context; and Ki perspectives of community willingness to participate in BMR.

4.4.1.1. Boseline Surveys

= Target population:
In order to capture diverse perspectives and build a comprehensive data set, the baseline survey

will span across diverse subgroups of respondents among FSW (e.g. brothel based, street based,
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internet/ social-media based, etc.) and MSM/TG (engage in sex work; are from lower/ middle
class; single/ living with male/female partner/ heterosexually married, etc.) populations.
e Sampling:

o A total of 600 baseline surveys will be conducted across all study sites to capture the
diverse perspectives among FSW, M5M and TG population. This will include surveys with
participants across Sangli/Miraj, Karad and Ichalkaranji/Kolhapur;

o A purposive sampling will be done to achieve the above sample size;

* Access to target community:
The above-mentioned populations will be accessed through extensive linkages with relevant
CBOs working across Sangli, Satara and Kolhapur districts. Appropriate outreach mechanisms
including stakeholder engagement for community sensitization and participant recruitment for
data collection will be outlined in working with the CBOs.

e Method:
The survey (Annexure 1) will be conducted through telephone calls. The responses will be
captured on the paper Case Report Forms. However, the phone calls will also be audio recorded
for necessary cross verification. In case of refusal for recording, no recordings will be done.

4412  Keyinformant Interviews (Kils]

» Targe lation:
Kils will involve information-rich participants who have worked with the relevant populations
and/ or in the field of HIV including health-care providers (e.g. clinicians, medical officer, staff
nurse), researchers, bicethicists, other stakeholders (e.g. representatives from CBOs/ DAPCU),
ASHA workers, community gatekeepers (e.g. brothel owners, Panch and Gramsevaks),
HIV/human rights activists and also the study intervention facilitators/interventionists among
others.
e Sampling:
o A total of 20 KlIs will be conducted across all study sites to capture perspectives from
various key informants as mentioned above;
o A purposive sampling will be done to achieve data saturation with the indicative sample
size representing relevant key informants across the study geography;
e  Method:
The gualitative semi-structured interviews (Annexure 2) will be conducted through telephonic
conversations based on specific probes and topic guides. The audio recorded data from phone
calls will be transcribed and translated for further analysis.

4.4.2. Methodology - Objective 2: To assess the utility and implementation features of experiential
learning-based (EL) tools towards advancing research literacy and community engagement in
BMR

The proposed intervention in the current study focusses on using gamification and participatory theatre-
based tools co-created by involving all the study partners and relevant stakeholders including the
community to trigger community conversations and help communities have open discussions and
dialogues about HIV research and need for participation.

Towards the above, activities included are the following:
» Intervention implementation - Roll out of the tools among the FSW, MSM and TG population;
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* Intervention Assessment- Assessment of the utility of the community engagement tools in

advancing research literacy and participation in research.

4421  Implementation of the intervention

¢ The intervention will be rolled out among 400 key populations in selected localities across

Sangli/Miraj; Karad and Ichalkaranji/Kolhapur in Maharashtra.

The intervention sessions will be implemented with a limited number of individuals (~10
participants per session) with appropriate measures of safety in alignment with national and
regional guidelines available in the context of COVID-19 pandemic. Thus, to cover the proposed
sample size, there will be 40 intervention sessions among FSW, MSM and TG populations across
all study sites. Participation of a subset of individuals who participated in the guantitative
baseline survey (400 out of the 600) will be essential for assessing the utility of the intervention.
Each intervention session would include an introduction/icebreaker/energizer followed by one
or a combination of the experiential learning module (set of 3-4 games) followed by an open
community discussion to provide a safe space to the community members to raise their concerns
and better understand the scope and purpose of biomedical research. The session will end with
a brief post intervention survey to capture insights and feedback from the session.

Towards the above, local level publicity and advertisements focused on the target populations
will be adopted leveraging on extensive CBO linkages for increasing awareness and participation
from the community. Community sensitization will be undertaken by developing appropriate
outreach mechanisms in working with relevant CBOs. The community will be oriented about the
project, activities, and ongoing and upcoming programs including National HIV Cohort Program.
Different methods will be applied for community sensitization such as one to one session with
community gatekeepers and opinion leaders, group sessions with limited number of individuals,
dissemination of information through audio-visual modes and others based on feasibility and
community needs. Also, peer volunteer will be identified for supporting the community
sensitization work as well as their active engagement during the intervention sessions.

4.42.2.  Assessment of EL-based community engogement Toals

The primary assessment of the intervention will be conducted through the following tools:

During the Intervention Session

Post- intervention surveys (Annexure 3) will be associated with each individual intervention
session. These would be conducted after each intervention session to aid in providing a statistical
quantitative understanding of the immediate change brought about by the intervention.
Community Conversation (Annexure 4) with the participants will be conducted after the EL
based tools are played in each intervention session to help better assess changes in perceptions
around HIV research, changes in willingness to participate in research, satisfaction & barriers to
adoption and feedback about the gamified tools.

Process Data (Annexure 5) will be captured by the intervention facilitators as a part of their field
notes to enable assessment of process parameters like fidelity, reach, satisfaction, reception and
participation.

In addition to the above, significant change stories captured through diary entries and community
discussions will help understand changes in perceptions around HIV research, changes in willingness
to participate in research and satisfaction & barriers to adoption. In addition, this tool will help

Study Protocol S 4 \
Version 2.0, [Dated: 1 wmzu] ,___\éi‘gg‘a"ﬂ:”w_‘ri__. Page 18 of 30
e =) 2 . Add. Director of Research
Dr. Ashia Jadhay, " KIMSDU, Karad

Site Principal Investigator - NARRIM Project



DocuSign Envelope 1D: 3D30DEBEE-EAE3I-4DEB-BIF1-41TIBD3IECOES

Confidential Community Engagement for BMR Participation

identify non-linear changes triggered through the intervention including capacity building of the
team and changes in the relationship between researchers and community members.

After the Intervention
End line Survey

» To understand utility of the intervention in influencing broader perspectives at community level
and capture retained change brought about by the intervention, an end line quantitative survey
will be conducted among 600 key populations across all study sites. This will include the 400
participants who took part in the intervention sessions and remaining 200 would be those who
did not participate in the intervention sessions and will serve as the control group. These 200
participants who serve as the control group need not be the same as those who had participated

in the baseline survey mentioned above and could be different individuals.

In addition to these, as a part of the Klls as mentioned in section 5.3.1.2., insights on the utility of the
intervention and implementation challenges will also be covered which will contribute towards

assessment of the intervention tools.

As mentioned earlier, all these methodologies will facilitate addressing the line of enquiry under the
over-arching framework of COM-B. Towards that, the methodological mapping is provided below:

Study Parameters - Lines of Query

Physical & Social Dppb"rt'u'riii:'@' : Automatic& Reflective motivation
*  Knowledge about HIV science *  Burden of engagement *  Perceptions and attitude towards HIV research
* COVID 19 induced social situation *  Fear & anxlety regarding research procedures
| * Understanding of HIV research
| el I‘ +  Moral values, stigma and discrimination *  Risk perception and personal health goals
BE Opgortunity for open conversation *  Conhdentiality and trest
*  Understanding of the science *  Gender norms and relationship dynamics *  Empathy and cultural sensitivity of researchers
behind health seeking
= Role models and positive deviance = Level of engagement in research
practices — regular testing,
adherence to treatmant = Equity and community inclusivity ¢ Perceived benefits and expectation
*— o 0—0—————— 00— -9
(Adopted from Michie et ol 2011)
£ Baseline survey Key informant interview
. Post-intervention survey . Community Conversation

@ cndline survey
Figure 4: Mapping of specific methods on line of enguiry.
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5.  Data Analysis
5.1. Data Compiling

Quantitative data compiling

A digital data entry platform (MS-Access based forms) will be developed to transcribe and enter the
quantitative data collected through baseline, end line and post-intervention survey. The transcribed
data will be cleaned, coded as per the conceptual framework and curated site-wise and population-
wise to facilitate statistical analysis. Basic descriptive analysis will be conducted using standard
statistical programs such as Stata or R. Any change in response to the survey questions capturing
knowledge of HIV science, attitude towards HIV BMR and factors driving willingness to participate in
HIV BMR from baseline to end-line across populations and geography will be detected using paired t-
test. Appropriate correlation matrices will be developed to analyze the interplay between key drivers
of community participation in BMR.

Qualitative data compiling

A draft code book of first level codes ('a priori’ codes) will be developed based on the conceptual
framework and topic guides. To begin with, the interview responses will be deductively coded based
on the initial code book. After conducting analyses of a few transcripts based on the code book, the
emerging codes will be added to the code book. Additional inductive coding will also be conducted to
account for new context emerging from the transcripts. All the transcribed and translated transcripts
will be redacted (to remove any personally identifying information that might inadvertently have been
recorded) and uploaded into NVivo qualitative data analysis software. All codes will be then entered
into NVivo and tagged to associated chunks of text. Texts corresponding to each of the first-level codes
will be reviewed by the study investigators.

5.2. Data Analysis

The purpose of this study is to understand the drivers of community willingness to participate in BMR
and to assess the utility of the EL-based tools to enhance research literacy and hence affect a change
in the willingness of the community to participate in BMR. The mixed methods approach, which uses
triangulation to strengthen and ensure accuracy of data (Lincoln & Guba, 1978) was applied. According
to Denzin and Lincoln (2015), triangulation is a process in which several methods are used in the study
and might be used in four basic ways (1) data triangulation, (2) methods triangulation, (3) theory
triangulation and (4) researcher triangulation. In this study, data triangulation, methods triangulation
and researcher triangulation will be used.

Data source triangulation refers to arriving at an inference based on two or more different data sources
(e.g., data from KPs and key informants). Similarly, methods triangulation refers to arriving at tentative
inferences using two different methods (e.g., quantitative surveys and conversations among KPs).
Researcher triangulation is applied when different data analysts will compare and contrast the codes
and inferences they derived from different data sources and methods of data collection (‘constant
comparison method’). Also, the draft summary from each data analyst will be read by the investigators
and any differences in interpretation will be discussed with those data analysts and a consensus will
be arrived at, if possible. Otherwise, the rival explanations will be presented. These kinds of data source
triangulation, methods triangulation and researcher triangulation enhance the reliability of the
findings [Pope, Ziebland & Mays, 2000; Strauss & Corbin, 1998]. Triangulation does not refer to mere
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‘cross checking’ but it focuses on how the different data sources and researchers’ perspectives shape
the inferences. A comprehensive study analytical framework is provided in Figure 5 below.

5.3, DataValidation

Data validation could be operationally defined as a process which ensures the correspondence of the
final data with a number of quality characteristics (Zio et al 2016) like accuracy, relevance,
completeness, comparability and coherence. Researcher checking will be conducted among 5% of the
guantitative surveys, 10% of the intervention sessions and 1-2 additional key informant interviews to
gain feedback and assess data and interpretations. Study implementation and data analysis also will
incorporate researcher reflexivity and researcher triangulation [Lincoln and Guba, 1985]. Diaries will
be written, field notes will be maintained, and peer debriefing will be done to maintain ongoing
awareness of the social location and how it may influence the research process and interpretation.

5.4. Data Security for storage and transmission

Names or other personal identifiers will not be used in any study related documents of the participants.
Unigue identification codes (participant ID — PID) will be assigned to all individual records, including
case report forms, digital recordings and transcripts. A link book will be maintained to store the
personal information and the coded PID and this will be maintained in a secured location at KIMSDU
and will only be accessed by the staff responsible for this study. Only the investigators and key research
staff at the participating research institutes (KIMSDU, Karad and NARI, Pune) will have access to the
case report forms, transcripts/translated text and digital recordings. As soon as an interview is
completed, the audio file will be downloaded from the digital recorder to password-protected
computers and deleted from the digital recorder. The transcriptionist and translator will sign a
confidentiality pledge that they will not reveal any information from the interviews to anyone else,
The digital copies of transcripts and translated text will also be stored on password-protected
computers. During the intervention sessions, long shot photographs will be captured which will not
reveal personal identity of any participants.

All digital recordings will be redacted, and any personal identifying infarmation will be removed. Only
this study’s research staff at the participating research institute and the study sponsors will have access
to the de-identified transcripts and translated text which will be assigned unigue PIDs. Digital
recordings will be deleted two years after the completion of the study (the two-year delay is to ensure
there are no gaps in the transcripts/translated text till the time of manuscript writing). Redacted
transcripts/translated text will be kept for three years and then destroyed.

Informed consent forms will be separately stored, and will include signs, initials or "x' marks rather
than names. Hard copies of the data and related documents will be stored in a secure location in locked
cabinets in the offices of KIMSDU and will be accessed only by the research staff.
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6. Study Outcomes
Data collected and analyzed through the various sources and methods will eventually enable
understanding of the aspects as mentioned in the Figure 6 below.

K Facilitators/Barriers *  Change in understanding of +  Intra —ommunity dislogues | *  Fidelity |
+ Context {across KPs, across | HIV science & research | an HIV R&ED | ¢ Reach/Expasure |
sites) | «  Change in willingreess ta +  Community-researcher i = Recepticn & Participation |
| *  Counterfactuals/Other | participate in research dialogues = Satisfaction
| external factors | *  Perspectives about the need | ‘ ©  Trust in resgarch process *  implementation {inel in the
* Influence of COMID-18 | for better health seeking | *  Community perceptions en | context of COVID)
| behavior

| their Involvement in research

T

Motivation
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Figure 6: Study Outcomes

Key drivers of community participation in BMR — An insight into the facilitators and barriers for
community participation in research will enable deeper understanding of the individual,
interpersonal, social and structural drivers of decision-making and how this varies within the
different key populations (FSWs, M5M, TG) and also capture nuanced variation across sites within
rural Maharashtra. This will also elaborate the influence that other external factors like the
current COVID-19 pandemic has on the community responses. This would form a basis for
identifying areas where the experiential learning tools can be utilized to bring about a change in
the community behavior.

Influence of the EL tools on research literacy and willingness for BMR participation — The design
of the tools is based on the theary of change and has been informed by social science and
behavioral psychology. Through the study, it will be possible to capture the immediate and
retained change in the community understanding of HIV science and research, variation in their
willingness to engage in research and also provide some insights into their perceptions about the
need and science behind better health seeking behavior like regular testing and drug adherence.
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Shift in the level of engagement of the community in research — As literature reveals that
majority of the community engagement in research is focused on informing the community
without expectation of a two-way dialogue or consulting them for feedback on a proposed
research. However, greater levels of engagement to involve them in conceptualization and
design, collaborate to have shared decision-making and work together towards a shared goal is
often times lacking. Through this study, it is intended to assess community perceptions about
their level of engagement in the process of this participatory mechanism and also understand if
the tools have changed intra-community and community-researcher dialogues about research
and science,

Factors influencing implementation of the EL tools — For the successful implementation of the
EL tools it is critical to understand the salient factors which impact their effectivity. The study will
aid in elaborating the fidelity, track the reception, active participation and engagement of the
participants, quality of the conduct, how satisfied the end users were with the tools in terms of
their ease of understanding and simplicity of the messages. It will also pave the way towards
assessing the potential uptake of these tools by the community and understanding the practical
challenges that may be posed in the context of other external factors.

All of the above taken together will contribute towards influencing the network of behaviors
including health seeking practices, community collectivization, research literacy and hence
positively impacting the core desired change in the willingness to participate in biomedical
research. The core essence of the study lies in the fact that it will be a step forward in
strengthening the participatory mechanisms of GPP to make research “equitable, reciprocal and
relatable” towards building a research enabling ecosystem.

/. Ethical Considerations

7.1.  Informed consent process

Informed consent will be obtained prior to any data collection {Annexure &). Participants in the
telephonic interviews and surveys will be presented with brief hackground information that
outlines the scope of the study and a verbal consent will be obtained. During this procedure, the
participant will be allowed to ask questions that facilitate the participant’s understanding about
the study as well as aim of the interview/ survey.

As part of the informed consent process, all potential participants will be told that their
participation or not in interviews will not affect the services they currently receive or may receive
in the future from their respective community agencies.

During the intervention sessions, consent from all participants will be taken {Annexure 6). The
participants will be presented a brief outline of the session and the points at which they will be
required to be part of any data collection (survey/discussions/photographs) and a written
consent of the participants will be taken. Participants can refuse to participate in any of the
session components and the same will be respected at any point.

7.2. Possible risks and measures to minimize risks
There is no direct or indirect harm to any participant due to their participation in the interview/
survey/ intervention session under the study. There will be efforts directed towards appropriate
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priming of the potential participants and the date and time of the interview will be selected
considering individual convenience.

7.3, Compensation

All the participants who take part in the telephonic interview/ survey/ intervention session will
be compensated, wherever applicable, for their time and engagement.

8. Study Management and Governance

8.1. Participating institutes and organizations
The participating institutes and organizations are KIMSDU, NARI in partnership with other CBOs
like SANGRAM-VAMP and Muskaan.

8.2. Roles and responsibilities

Responsibilities KIMSDU | NARI | CBOs |IAVI
Funding of the study v
Preparatory Activities

Development of study protocol v v v
Development of conceptual/theoretical/analytical v v v
framework

Design and co-creation of community engagement tools | v v v v
(games and theatre) for intervention

Development of data collection tools v v v v

* Topic guides for qualitative data collection
* Study questionnaire
* Gamified data collection tools for intervention

Study implementation

Training of study team and peer educators v v v
Stakeholder engagement v v
Qualitative data collection v

Quantitative data collection v

Roll out of intervention v o

Data Analysis

Analysis of study data ] v [~ | v
Report writing (monthly reports and final report) v v

Manuscripts/ publications (population wise as well as | v v v
overall results)

Study oversight

Study team coordination | v | [ |
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Study conduct according to recommended best practices | v v 4
and ethical standard
Protocol adherence and technical appropriateness 4 v v
Study Monitoring 2]

83. Study Implementation and Oversight

&3.1. Shtuty implementation Tearm
The study implementation team will consist of study staff at KIMSDU including the Program
Manager, Project Assistants, Interventionists, Field workers, Data entry operator and peer
educators from the partner CBOs. This team will be responsible for on-ground implementation of
the study.

83.2. Study Work Group {SWiG]
Principal Investigator from KIMSDU, Study Advisor from NARI and relevant CBO representatives
constitute the Study Work Group who will be responsible for study oversight on a regular basis.
The SWG will be ensuring technical appropriateness of the study conduct in adherence with the
study protocol as well as will account for all the ethical and practical considerations while
engaging with the community.

8.3.3. Community Advisory Boord (CAB)
Community Advisory Board will be the liaison between the community and the SWG. This entity
including community representatives will be responsible for facilitating dialogues on community
perspective about the study conduct and provide directions/ suggestions for effective
implementation.

B.3.4. Study Monitoring
Sponsor (IAVI) initiated on-site monitoring will be conducted to ensure that the study is
conducted according to the protocol and is in compliance with applicable regulations and
guidelines, recorded and reported in accordance with the protocol, is consistent with locally-
accepted practices and standard operating procedures,
The Investigators and participants, by giving consent, agree that the monitor may inspect study
facilities and source records (e.g., informed consent documents, other source documents) as well
as observe the performance of study procedures. Such information will be treated as strictly
confidential and will under no circumstances be made publicly available. The Principal
Investigator will permit inspection of the facilities and all study-related documentation by
authorized representatives of IAVI and Government and Regulatory Authorities relevant to this
study.
Given the travel restrictions and other logistic issues due to COVID-19 pandemic, remote
monitoring will be conducted as necessary. Remote monitoring may reduce the need for onsite
visits, however, it is recognized that remote monitoring will not replace on-site monitoring
completely. If remote monitoring identifies issues that cannot be resolved with the site by email
or phone, or if significant issues are identified, an on-site monitoring visit may be conducted, if
feasible. Participants confidentiality will be strictly maintained during sharing participant’s
information remotely.
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8.3.5 Advisary Groug
The Advisory Group consisting of domain experts will be responsible for reviewing the study
progress viz a viz proposed objective and provide necessary guidance for effective roll out and
assessment of the experiential learning tools as well as ensure technical appropriateness as per
the global standard.

8.4. Study Deliverables

The key deliverables would include submission of (a) monthly progress and site-specific
performance reports including field events, photos from sites etc; (b} SOPs, intervention strategy
and training resources developed including guidelines and manuals; {c) original raw data
(including field notes, transcriptions) and compiled data with analysis (including computer
programmes, source codes, and any written documentation) (d) power point presentation
including top line findings and final report upon completion of the study (e) Budget utilization
certificate to IAVI. In addition, any publication/ submission of abstract/su mmary or presentations
in national and international conferences/peer reviewed journals must have prior approval from
1AVI.

8.5. Investigator's Records

The Investigator will maintain and store in a secure manner complete, accurate, and current
study records throughout the study. Study records include administrative documentation,
including reports and correspondence relating to the study, as well as documentation related to
each participant and should be kept in a secure location.

8.6. Data Ownership

The data resulting from the study will be jointly shared by the partner organizations and funders
(KIMSDU, NARI, CBOs and IAVI). Any use of the data from the study during and beyond the study
will be in consensus with the partner organizations and the funders. The authorship of the
resultant scientific publications, report or white paper will be also shared between the partners.

8.7. Dissemination of study results and Publications

The knowledge synthesized through the study and the study outcomes would be disseminated
to the larger community across the study sites through dissemination workshops and relevant
study generated reports after the completion of the study in alignment with the ethical
compliances of extending the beneficial outcomes to the community.

Manuscripts will be developed from the study reports. All manuscripts, abstracts, reports will be
reviewed and approved by the study Pl, study advisor and in working with the CBOs and study
sponsors. The researchers along with other contributors from partner agencies {including CBOs
and sponsor), where appropriate, who have substantially contributed to the manuscript will be
given a co-authorship in accordance with the standard publication ethics guidelines.
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10. Annexures

10.1. Data colection tools
10.1.1. Baseline survey (Annexure 1)

Community Engagement for BMR Participation

10.1.2. Key informant interview {Annexure 2)
10.1.3. Post intervention survey (Annexure 3)
10.1.4. Community Conversation [Annexure 4)
10.1.5. Process data collection [Annexure 5)
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Sub-award/Contract Budget Narrative

The budget narrative provides a detailed description of all costs included in the budget,

0 L — Total INR 4
The Contract staff will be hired for the study and their salary structure is at par with what is decided by
Govt of India for Project Staff of different cadres. This also includes the fringe benefits and these
details are provided in the sections below.

The personnel details are as follows:

1.

Principle investigator (PI) - Dr.Asha Jadhav [Institutional support]

The PI will have the responsibility of overall co-ordination and supervision of work done under
this project. She will ensure technical appropriateness of the study design and study conduct
and also guide the study staff in their day to day activities, data collection and data analysis.
The PI will be supported by KIMSDU and will not draw any salary from this project.

Co-Principle investigator (Co-PI)- Dr.S.K.Danga [Institutional support]

He will have a managerial role and will report to the Pl. He would be both scientific and
administrative-in-charge of the overall project. He will also lead planning and coordination of
activities to train the research staff and implement the surveys and qualitative studies at the
study sites. He will be supported by KIMSDU and will not draw any salary from this project.

Program Manager - INR 8,40,000

The Programme Manager (Non medical) will have a managerial and social scientist’role and
s/he will report to the PI/ NARI. He/ she will be responsible for planning and implementation
of the study. He/ she will generate weekly reports based on the program indicator rubric.
Programme Manager will be responsible for forming linkages with various stakeholders and
organizations at study sites to ensure smooth conduct of the research studies, He/ she would be
responsible for recruitment of key population for the studies as the ultimate aim of the study is
to create interest in biomedical research participation. His'her role will require extensive travel
to visit the study sites and he/she will be responsible for Community Advisory Board meetings
and Community Monitoring Board meetings, overall functioning and supervision of team. S/he
will assess the needs of the local communities, identify gaps in knowledge, plan and coordinate
trainings of the research staff and implement surveys, qualitative studies, socio behavioral and
cultural determinant studies, bringing the community and the centers together. S/he will
generate and disseminate reports and raise relevant issues to senior program officials and local
stakeholders. S/he will work in and ensure compliance with procedures and SOPs, and other
regulatory compliances. S/he will work closely with senior officers and supporting staffs of
KIMSDU & NARI and facilitate project related activities. S/he will devote 100% effort to
implement every activity of the project in community and his/her time has been budgeted at
INR 8.40,000 (@ INR 70,000 per month.

Project Assistant (Two) - INR 7,44,000

Two project assistants (one male and one female) will be engaged in pre- and post test
counseling and data collection for health camps in clusters in Karad and Patan including HIV
testing and other health service-related activities. The counseling activity will also be pursued
at field unit/ clinic for biomedical research. The male person will be required for counseling,
interviewing and interacting with male participants, support in networking with other NGOs/
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CBOs/ health centers. Similarly, the female person will be responsible for similar activities
with the female participants. They will be paid an annual salary of INR 3,72,000 each @ INR
31,000 per month for 12 months.

5. Project Assistant (Two) - INR 4,96,000
The two Project Assistants (one male and one female; non medical ) will be junior social
scientists responsible for conducting sensitization meetings, counselling, conducting in depth
interview, focused group discussions, key informant interviews, data collection for field-based
socio-behavioral studies, conducting outreach programs, data transcription and management
from qualitative studies. They will be paid a total salary of INR 2,48,000 each @ INR 31,000
per month for 08 months.

6. Project Assistant cum interventionist (Twao)- INR 2,848,000
The two Project Assistants cum Interventionists (one male and one female; non medical) will
be a field worker who will be engaged in conducting baseline and end line surveys and
interviews in Karad, Patan and Sangli. They will also be responsible for intervention
dissemination and support with design and data management from the quantitative surveys.
They will be paid a total salary of INR 1,44,000 each @ INR 18,000 per month for 08 months.

7. Project Technician (Field Worker, One)- INR 2,16,000
The Project Technician will be primarily responsible for field work, community engagement,
various other project specific activities and data collection. Sthe will be paid a total salary of
INR 2,16,000 @ INR 18,000 per month for 12 months.

8 Staff Nurse — INR 3,78,000
She will assist in community engagement as well as health screening. She will be paid a total of
INR 3,78,000 @ INR 31,500 per month for 12 months.

9. Laboratory technician — INR 2,16,000
S/he will perform HIV testing in community and compliance with biosafety measures. Sthe will
be paid a total of INR 2,16,000 @ INR 18,000 per month for 12 months.

10. Accountant cum Data Entry Operator - INR 3,72,000
Data entry operator will be required to enter data related to the Karad/Patan/Sangli unit
activities, responsible for maintaining all financial details, procurement records, Data
management and cleaning. S/he will devote 100% effort to for various procurement and other
financial activities , financial reports,as well as he /she will be responsible for data entry. Sthe
will be paid a total of INR 3,72,000 @ INR 31,000 per month for 12 months.

11. Co-ordinator — Mr Rais Parel [Institutional Support]
He will be responsible for conducting the research studies, will ensure compliance with study
procedures and will assist in arranging health camps. He will be supported by KIMSU and will
not draw any salary from this project.

12. Health assistant— Ms Rajashri Yadav [Institutional Support]
She will assist in community engagement as well as health screening. He will be supported by

KIMSDU and will not draw any salary from this project.
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Fringe Benefits- INR 2,84,000
Fringe benefits for all budgeted staff are calculated at a rate of 8% of the annual base salary as per
KIMSDU guidelines. The fringe benefits rate break-up is calculated as follows:

Fringe Benefits % INR
Health Insurance 4 1,42.,000
Communication Charges | 2 71,000
Petrol Expenses 2 71,000
Total 8 2.84.000
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SUPPLIES — Total INR 8.58.188

The following supplies will be needed:

1. Laboratory Consumables: INR 3,00,000

SN Consumable Cost/Unit No of Cost
INR Units

1 HIV kits (Two types of kits) 150 1500 2,25.000

2 Plastic ware (pricker . gloves ete.) & Mise, 50 1500 75,000

Total Cost 3,00,000

2. Headphone & Recorder, Batiery: INR 80,000
Headphone, recorder will be required for qualitative component.i.e for recording interview of
participants. Total 4 sets of data recorders costing INR 20,000 each will be needed, Thus, this
material has been budgeted at a total cost of INR 80,000,

3. Computer, Computer Accessories and Software: INR 3,28,188
(1-time purchase)

Product Cost (INR) No of Units Total Cost
Computer 45,000 2 Unit 90,000
Laptop (8th Generation 67,989 1 Unit 67,989
Intel® Core™ i5-8250U
Processor)
Printer 18,999 1 Unit 18.999
NVIVO Software 1,51,200 I Unit (3 user) 1,51,200
(Current rate USD
2100 for 3-user
license)

2 PC will be used by two Project Assistamts for developing research surveys and other
community engagement materials like posters, presentations, flyers. They will also conduct
data transcription and management and daily record maintenance of various activities. Either of
the PCs will also be shared by the data entry operator for entering study data on a daily basis. |

Laptop will be needed and used by Project Manager for overall data overview and
management, data analysis and report generation. A laptop will enable efficient working during
monitoring and supervision ary travel and real time data verification as s‘he will be on field and
at the various sites like KIMSDU and NARI as per requirements. 1 printer will be required for
various printing needs during the study. A Licensed software multi-user - NVIVO, will be
purchased for qualitative and mixed method research to analyze unstructured or qualitative data
like interviews, open-ended survey responses etc and it will be shared with NARI.

4, Printing and Stationery: INR 1,50,000
Towards the creation of questionnaires, consent forms and related formats, project reports,
training materials, SOPs, guidelines etc., the cost for printing and stationery materials has been
budgeted at INR 1,50,000 (INR 15 per page for approximately 10,000 pages).
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TRAVEL — Total INR 4,90,000
International Travel: Not Applicable

Domestic Travel - INR 4,90,000

Sr.No. | Particulars MNo.of Cost of Petrol, | Per No.of Total cost
Vehicles | Lubricants & month Months
maintenance cost
1 Community 2 15,000 30,000 |12 3,60,000
Mobilization,
Survey, Testing &
Intervention related
travel
2 Oversight and 1 (one | 5,000 5,000 12 60,000
monitoring related | trip per
travel (incl by month)
NARI)
3 Miscelleneous 2 trips for 2 days (Airfare @ INR 20,000 per trip | 70,000
travel and lodging @ INR 7000 per day)
| Total 4,90,000

The study staff and field workers will require to travel to Karad, Patan & Sangli for various activities
including community outréach and health camps. 2 vehicles per month will be dedicated for this travel
across the various sites (multiple trips will be made) and a consolidated cost of INR 15,000 per vehicle
will be paid for this purpose towards cost of petrol, lubricants and maintainence. This will amount to a
total of INR 3,60,000 for 12 months.

In addition, the P1/Co-PI will need to travel to conduct supervisory visits to the study sites estimated at
1 trip per month. A vehicle will be hired for to and fro travel @ INR 5,000 per trip amounting to a total
of INR 60,000.

The Plico-Pl/study staff will also be attending relevant technical consultation meetings and
conferences within India to enable incorporation of technical insights into the study and also enable
greater visibility of the study to relevant national stakeholders. This has been estimated at 2 trips for 2
days with Airfare (@ INR 20,000 per trip and lodging @ INR 7000 per day amounting to a total of INR
70,000,

THER D T COSTS — Total INR 11.46.790

1. Community Advisory Board (CAB) Meetings (Two) - INR 1,50,000

Sr.No. | Particulars Units Rate Per meeting | Cost for 2
cost meetings
1 Honorarium to CAB | 15 1,000 15,000 30,000
member
2 Venue charges 01 27,500 27,500 55,000
3 Refreshments 50 650 32,500 65,000
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| Total

| 75,000

| 1,50,000

Two CAB meetings at the cost of INR 75,000 per meeting will be arranged (once in six months) to
review community research preparedness work and guide project efforts to ensure alignment with
community interests, needs and expectations. The average member size of such meetings ranges
from 45-50 (15 CAB members and others from peers and study staff) and the cost of the meeting
will be incurred towards making necessary logistical arrangements including venue charges,
refreshment, travel charges and stationery. An honorarium will also be paid only to each CAB

member.

2. Capacity Building Training Program (Four) - INR 1,00,000

Sr.No. | Particulars Units Rate Per Cost for 4
meeting meetings
cost

1 Honorarium to Resource | 05 2,000 10,000 40,000

person

2 Venue charges 01 5,000 5,000 20,000

3 Refreshments 01 5,000 5,000 20,000

4 IT and other support 01 5,000 5,000 20,000

Total 25,000 1,00,000

A total four trainings (at the cost of INR 25,000 per training) of direct and indirect stakeholders
including key population representatives will be carried out to ensure effective community
outreach and engagement and research preparedness towards the ultimate objective of
conducting cohort studies. The cost of the training will include expenses incurred towards
making necessary logistical arrangements like venue bookings, refreshments, IT support etc.

3. Compensation for participants — INR 2,63,040

Ot"ﬁ, tn_m;?LL_‘:— oy
Dr. Asha Jadhay,

rincipal investigator - NARRIM Project

ETOICSLIRS A b h i s et i e o

Sr.No. | Particulars Units Rate Cost
1 Travel allowance to IDI| 12424=36 300 10,800

participant from general &

high-risk populations

Refreshment 36 60 2,160

Travel allowance to Key 3*4 =12 300 3,600

informants (KII) 3 (each from

4 categories- 1. Medical

officer, 2. Staff nurse & other

health care staffs, 3.CBO

representative, 4. DAPCU

officials)

Refreshment 12 60 720
2 Travel allowance of FGD | 16 300 4,800
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participants
Refreshment 16 60 960
3 Baseline & end line survey | 800 300 2.,40,000
participants
Total 2,63,040

Each participant attending in depth interviews (IDIs), key informant interviews (Klls) and
focused group discussions (FGDs) and those participants who are part of the baseline survey
and end line survey will be eligible for compensation for travel . There will be about 64
participants in the IDIs, KlIs and FGDs; 400 participants in the baseline survey and 400
participants in the end line survey. The cost per participant will be approximately INR 300 and
60 INR will be expected for refreshment of 64 persons. Thus, a total cost of INR 2,63,040 will
be incurred.

4. Peer fee —INR 3,750
Total fifteen peers will be identified and trained for disseminating and implementing various
intervention models in the community and will be responsible for community mobilization.
Peer will be given INR 250 for each session. There will be a total 5 sessions each month for 3
months leading to a total of 15 sessions. Thus a total of INR 3,750 is budgeted for this.

5. Translation fee — INR 1,50,000
Translation of data from Marathi/Hindi to English from the data collection of IDI, FGD, KII
will be outsourced, this would cost tentatively around INR 30 per page and for all qualitative
data translation of approximately ~5000 pages a total of INR 1,50,000 has been budgeted.

6. Community sensitization through promotional activities - INR 60,000
Total 4 Community Sensitization meetings will be held (one in each quarter) at the cost of
INR135,000 per meeting, towards ensuring dissemination of [EC materials. This outreach would
include both print and electronic media. Relevant 1EC materials created and distributed will
include pamphlets, brochures, posters etc. This is budgeted at a total cost of INR 60,000.

7. Tools development for Intervention — INR 50,000
For taking the various intervention modules to the community, different mechanisms such as -
street plays, videos, experiential games, theatre activities, etc. will be carried out that would
require creation/purchase of various materials and props. A total cost of INR 50,000 has been
budgeted for the same.

& Recruitment advertisement — INR 15,000
For recruiting various personnel under the project, advertisements will be taken out in all local
newspapers; budgeted at INR 15,000.

9. Contingency Costs — INR 1,50,000
Expert consultations will be organized at regular intervals to ensure scientific appropriateness
of study tools and data collection mechanisms. Also, there will be study initiation visit and
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monitoring visits. Thus, a contingency cost of INR 1,50,000 has been budgeted to cover such
ad hoc consultations and meetings.

10. Dissemination Workshop — INR 2,05,000

S.No. | Item Rate No.of persons Total

1 Hospitality and 650 40 26,000
refreshment (Tea, Snacks
and Lunch)

2 Travelling allowance for 15,000 10 1,50,000
Tresource person

3 Banner for hall & 2,000 2,000
welcome counter

4 Communication charges 2,000 2,000

5 Other incidental expenses | 25,000 25,000

Total 2.05,000

Towards the end of the study, a workshop will be organized at KIMSDU on qualitative
research methods and dissemination of the broad findings of the study. This workshop will also
provide the opportunity for knowledge sharing and capacity building among the broader
research fraternity in qualitative research methods, data management and data analysis.
Expected participants will be researchers, anthropologists. social worker, study team and
medical PG students form KIMSDU as well as NARI and TAVI. The expenses will include
hospitality and refreshments, travel expenses (aprrox 10 resource personnel from outside),
communication and other incidental charges budgeted (@ INR 2,05,000.

INDIRECT COSTS: INR 5,06,318
Indirect costs are budgeted at a rate of 8% on modified total direct costs (MTDC) in accordance with 2

CFR 200.414.
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Sub-award/Contract Budget Narrative

The budget narrative provides a detailed description of all costs included in the budget. The study is
budgeted for a total amount of INR 44.64.313

ONNEL — Total IN 37

The Contract staff will be hired for the study and their salary structure is at par with what is decided by
Govt of India for Project Staff of different cadres.

The personnel details are as follows:

1. Principle investigator (Pl) - Dr.Asha Jadhav [Institutional suppori]
The PI will have the responsibility of overall co-ordination and supervision of work done under
this project. She will ensure technical appropriateness of the study design and study conduct and
also guide the study staff in their day to day activities, data collection and data analysis. The PI
will be supported by KIMSDU and will not draw any salary from this project.

2. Program Manager — Suhas Shewale - INR 5,59,944

The Programme Manager (Non medical) will have a managerial and social scientist’role and she
will report to the PI/Study Advisor. She will be responsible for planning and implementation of
the study. She will generate weekly reports based on the program indicator rubric. Programme
Manager will be responsible for forming linkages with various stakeholders and organizations at
study sites to ensure smooth conduct of the research studies. She would be responsible for
recruitment of key population for the studies as the ultimate aim of the study is to create interest
in biomedical research participation. Her role will require extensive travel to visit the study sites
and he/she will be responsible for Community Advisory Board meetings and Community
Monitoring Board meetings, overall functioning and supervision of team. She will assess the
needs of the local communities, identify gaps in knowledge, plan and coordinate trainings of the
research staff and implement surveys, qualitative studies, socio behavioral and cultural
determinant studies, bringing the community and the centers together. She will generate and
disseminate reports and raise relevant issues to senior program officials and local stakeholders.
She will work in and ensure compliance with procedures and SOPs, and other regulatory
compliances, She will work closely with senior officers and supporting staffs of KIMSDU &
NARI and facilitate project related activities. The project manager, with an annual base salary of
INR 8,40,000 will devote 66.7 % of her annual time on this project as she will be working on
this project for 8 months. For the 8 months, she will be devoting 100% time on this project. We
have budgeted this post at INR 70000/month for 8 months

3. Project Assistant (Two) — Ganesh Shinde, Manoj Kumbhar - INR 4,95,950
Two project assistants will be engaged in data collection for the baseline and endline survey.
They will be required for interacting with the study partitipants, fixing appointments, support in
networking with other NGOs/ CBOs/ health centers. They will also be involved in data
transcription of the qualitative component of the study and coding of the data. The Research
assistants (Two). with an annual base salary of INR 3,72,000 will devote 66.7 % of their annual
time on this project as they will be working on this project for 8 months. For the 8 months, they
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will be devoting 100% time on this project. We have budgeted this post at INR 31000/month for
8 months.

4. Project Assistant (Twa) -Nayana Yenbhar, Ravindra Kurhade - INR 4,95,950

The two Project Assistants will be junior social scientists responsible for conducting sensitization
meetings, counselling, conducting in depth interview, focused group discussions, key informant
interviews, data collection for field-based socio-behavioral studies, conducting outreach
programs, data transcription for Key informant interviews and Focus Group discussions and
assist in management from qualitative studies.

The project assistants, with an annual base salary of INR 372000 will devote 66.7% of their
annual time on this project as they will be working on this project for 8 months. For the 8 months,
they will be devoting 100% time on this project. We have budgeted this post at INR 31000/month
for 8 months

5. Project Assistant cum interventionist (Two)- Asmita Deshpande, Sachin Sakate - INR 2,87,971
The two Project Assistants cum Interventionists (one male and one female; non medical) will be
a field worker who will be engaged in conducting baseline and end line surveys.

They will also be responsible for intervention dissemination and support with design and data
management from the quantitative surveys.

They will also be engaged in transcription of the Group discussions and Key informant
interviews.

The project assistants, with an annual base salary of INR 2,16,000 will devote 50% of their annual
time on this project as they will be working on this project for 6 months. For the 8 months, they
will be devoting 100% time on this project. We have budgeted this post at INR 18000/month for
8 months

6. Project Technician (Field Worker, One)- Satish Kamble - INR 1,43,986

The Project Technician will be primarily responsible for field work, community engagement,
seeking appointments for the survey and interviews, support logistics, organizing venues, dates,
place for the intervention and Focus Group discussions, coordinate with the Key persons of the
CBO.

The project technician, with an annual base salary of INR 2,16,000 will devote 66.7% of their
annual time on this project as they will be working on this project for 8 months. Forthe 8 months,
they will be devoting 100% time on this project. We have budgeted this post at INR 18000/month
for & months.

7. Counsellor — Vaibhav Patil - INR. 2,51,975

He will assist in community engagement. He will be involved in providing counselling services,
linking the participants to the local government health care facilities for the services that they
may need, and assist in general health check up for the participants who request for these.

He assist in note taking for the Key informant Interviews and Focus Group discussions and
transcription and coding of this data.

The counsellor, with an annual base salary of INR 3,78,000 will devote 66.7% of his annual time
on this project as he will be working on this project for 8 months. For the 8 months, he will be
devoting 100% time on this project. We have budgeted this post at INR 31500/month for 8

months.
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8.

9.

Field Worker/ Technician— Anisa Mulla - TNR 1,43,986

She will assist in counseling services to participants and support them seek heaith care at the
nearest government facilities. S/he will support the transcription activities. The field
worker/technician, with an annual base salary of INR 2,16,000 will devote 66.7% of her annual
time on this project as she will be working on this project for 8 months. For the 8 months, she
will be devoting 100% time on this project. We have budgeted this post at INR 18000/month for
8 months

Accountant cum Data Entry Operator — Shruti Kulkarni - INR 2,47,975

Data entry operator will be required to enter data related to the Karad, Sangli, Ichalkaranji unit
activities, responsible for maintaining all financial details, procurement records, Data
management and cleaning. She will devote 100% effort to for various procurement and other
financial activities , financial reports,as well as she will be responsible for data QC and data
entry. The Accountant cum Data Entry Operator, with an annual base salary of INR 3,72,000
will devote 66.7 % of her annual time on this project as she will be working on this project for 8
months. For the 8 months, she will be devoting 100% time on this project. We have budgeted
this post at INR 31000/month for 8 months

10. Co-ordinator — Mr Rais Patel [Institutional Support]

P

L

He will be responsible for conducting the research studies, will ensure compliance with study
procedures and will assist in arranging data collection activities. He will be supported by KIMSU
and will not draw any salary from this project.

The following supplies will be needed:

Printing and Stationery: INR 2,05,000

Towards the creation of questionnaires, consent forms and related formats, project reports,
training materials, SOPs, guidelines, intervention documentation, paper reams, box files for
storage etc., The cost for printing and stationery materials has been budgeted at INR 2,05,000

TRAVEL — Total INR 2.82.008
International Travel: Not Applicable

Domestic Travel - INR 2,82,008

KRISHNA INSTITUTE OF MEDICAL SCIENCE
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Sr.No. | Particulars No.of Cost of Petrol, | Per No.of Total cost
Vehicles | Lubricants & month Months
maintenance cost
1 Community 2 12,000 24000 | B 1,92,000
Mobilization,
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Intervention related
travel
2 Oversight and 1 (one | 7,000 7,000 8 56,000
monitoring related | trip  per
travel (incl by month)
NARI)
3 Miscelleneous Miscellaneous travel ( 1 trip for 2 days (Airfare @ | 34,000
travel INR 20,000 per trip
and lodging @ INR 7000 per day)/Miscellaneous
travel
| Total 2,82,000

The study staff and field workers will require to travel to Karad, Sangli, Kolhapur for various activities
including community sensitization, preparatory meetings with NGOs, providing logistics support,
delivering reimbursement vouchers, collecting study reimbursement receipts from participants etc.

2 vehicles per month will be dedicated for this travel across the various sites (multiple trips will be made)
and a cost of 12000 per vehicle will be paid for this purpose towards cost of petrol, lubricants and
maintainence. This will amount to a total of INR 2,882,000 for 8 months

In addition, the PI/Study Advisor/Program Manager will need to travel the study sites/ NARI estimated
at 1 trip per month. A vehicle will be hired for to and fro travel @ INR 7,000 per trip amounting to a
total of INR 56000,

The Pl /study staff will also be attending relevant technical consultation meetings and conferences within
India to enable incorporation of technical insights into the study and also enable greater visibility of the
study to relevant national stakeholders. They would also travel for condueting Key Informant interviews
with identified stakeholders. This has been estimated at | trip for 2 days with Airfare (@ INR 20,000 per
trip and lodging (@ INR 7000 per day amounting to a total of INR 34.,000.

OTHER DIRECT COSTS — Total INR 10.18.886

1. 2 Virtual Community Advisory Board (CAB) Meetings- INR 30,000

Sr.No. | Particulars Units Rate Per meeting | Cost for 2
cost meetings
1 Honorarium to  CAB | 15 1,000 15,000 30,000
member

Two CAB meetings at the cost of approximately INR 15000 per meeting will be arranged (once in
six months) to review community research preparedness work and guide project efforts to ensure
alignment with community interests, needs and expectations. The average member size of such
meetings ranges from 45-50 (15 CAB members and others from peers and study staff) and the cost
of the meeting will be incurred towards paying honorarium to CAB members.

2. Capacity Building Virtual Training Program - INR 50,000

Sr.No. | Particulars Units Rate Per Cost for 3
meeting meetings
cost
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| Honorarium to Resource | 03 2,000 10,000 30,000
person
2 IT and other support 20,000
Total 50,000

A total three trainings of direct and indirect stakeholders including key population representatives
will be carried out to ensure effective community outreach and engagement and research
preparedness towards the ultimate objective of conducting cohort studies.

The cost of the training will include expenses incurred towards honorarium of resource persons
IT support (purchasing portable internet connection, web camera, speakers for computers) etc.

3. Reimbursement for participants — INR 4,89,000

Sr.No. | Particulars Units Rate Cost

1 Reimbursement for study | 30 300 9000
participants KII participants
participants

2 Reimbursement for study | 400 300 120000
participants Intervention

3 Reimbursement for Survey | 1200 300 360000
participants  baseline and
endline

Total 4,889,000

Each participant attending key informant interviews (KlIs), intervention sessions and those
participants who are part of the baseline survey and end line survey will be eligible for
reimbursement for the time spent for participating in the study. The cost per participant will be
approximately INR 300. Thus, a total cost of INR 4,89,000 will be incurred.

4. Peer fee —INR 1,00,000
Total ten peers will be identified and trained for disseminating and implementing various
intervention models in the community and will be responsible for community mobilization. Peer
will be given INR 250 for each session, for 40 such sessions (approximately 10 participants in
each session)
Thus a total of INR. 1,00,000 is budgeted for this.

5. Translation fee — INR 1,82,886
Translation of data from Marathi/Hindi to English from the data collection of , KII and
community conversations will be outsourced, this would cost tentatively around INR 6000 per
hour and for all qualitative data translation of approximately 30 hours (20 KII for around 60
minutes each , 10 community conversation audio files of approximately 30 minutes each) total

of INR 1,82,886 has been budgeted.

6. Community sensitization through promotional activities - INR 45,000
Total 3 Community Sensitization meetings will be held (one in each quarter) at the cost of
INR15,000 per meeting, towards ensuring dissemination of |EC materials. This outreach would
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include both print and electronic media. Relevant I[EC materials created and distributed will
include pamphlets, brochures, posters ete. This is budgeted at a total cost of INR 45,000.

7. Contingency Costs — INR 90,000
Expert consultations will be organized at regular intervals to ensure scientific appropriateness of
study tools and data collection mechanisms. Also, there will be study monitoring visits,

This is also budgeted towards miscellaneous expenses, personal protection egipments, mobile
recharge for research team to conduct telephonic interviews ete.

Thus, a contingency cost of INR 90,000 has been budgeted to cover such ad hoc consultations
and meetings.

8  Engagement with Community Based Organization (CBO) partners — INR 3,42,330
Local CBOsNGO partners will be engaged 10 enable on-ground implementation of the study by
facilitating access/interactions with relevant communities and providing space and facilities for
the community meetings. Towards this, a cost of INR 48,904 per month for a period of 7 months
has been been budgeted.

9. Dissemination Workshop — INR 32,000

S.No. | Item Rate No.of persons Total

1 Communication charges 2,000 2,000

2 Other incidental expenses | 30,000 30,000
Total 32,000

Towards the end of the study, a workshop will be organized at KIMSDU on qualitative research
methods and dissemination of the broad findings of the study. This workshop will also provide
the opportunity for knowledge sharing and capacity building among the broader research
fraternity in qualitative research methods, data management and data analysis. Expected
participants will be researchers, anthropologists, social worker, study team and medical PG
students form KIMSDU as well as NARI and IAVI. This would be conducted online.

INDIRECT COSTS: INR 330,690
Indirect costs are budgeted at a rate of 8% on modified total direct costs (MTDC) in accordance with 2

CFR 200.414.
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Name of Pl : DR, ANAND GUDUR

Date of Submission : 2018-12-18 15:23:112.0

Indian Council of Medical Research
APPLICATION FOR AD-HOC PROPOSAL

Name {IN BLOCK LETTERS): DR. ANAND GUDUR

Gender: M

Date of Birth of PI: 23-Jul-1972

DsIR Uﬂﬂg::h Valldity 3132022 Hature of Employment Fermanent
superannuation: 3170372040 Type of Institute: Private

MO

Have you recelved any funding for research project for ICMR as Principsl Investigator:

Have you received any funding for research project as Principal Investigator from any other Govi NO
agency/Private

Organization either national or international:

5 R
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Kame of Pl : DR. ANAND GUDUR ICMR : ADHOC APPLICATION
Date of Submission : 2018-12-18 15:2312.0 Proposal ID : 2019-8087

Ll1lin of proposed research project: Genelic palymarphisms and Genomic determinants of acute normal tissue toxicity after
radiotherapy for head and neck malignancy.

Duration of project propased (in Months): 36
Fﬂ: Keywords: MNA
Pa]nr Discipline: ONCOLOGY

General information of Principal Investigator

Krishna Institute of :
Dr. Anand Gudur Frofessor NA Medical Sciences “"“"dg""l“mr@w“": 8AS0929412
Deamed University
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Name of Pl : DR. ANAND GUDUR
Date of Submission : 2019-12-18 15:23:12.0

ICMR : ADHOC APPLICATION
Proposal 1D ; 2018-8087

Academic detalls of Principal Investigator

1 DN.B. (AT} 2003 Amila Carcer Research institute
2000 Kidwal Memorial Institube of Oncology,
. FRTE Bangalore.

Advanced Training relevant to this project

Publications Details

Books/Chapters Details

fiyes . O B
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KIMSDU, Karad

" Please ignore sections which shows only heading's followed by line. ts because you haven't provided any data in
corrdsponding sections.
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Hame of Pl : DR. ANAND GUDUR ICMR : ADHOC APPLICATION

Date of Submission : 2018-12-18 15:23:12.0 Proposal 1D : 2019-8087
Patentsicopyrights Details
Awards and/or Honours Details
Details of CO-PI
_Name | Designation Department 2 l."mc Lt Emall Mobile No
Krighna [nstitute of
Or, Anand Gudur Professor N.A Medical Sciences (2""00UAL@maldl  gqng00412
Deemed University
Detalls of Co-Investigators
; mmnm Email Mobile No. Academic Total number of
; ; Krishna Institute Of SR
1 D, Kailas [, Datkhile| Senior Ressarch Medical Sciences MRM 8890199301 =T 40
Officer Deemed University, ImSunvarsity.in
Sawara, Maharashtra
_'Lé"_\_;_g 2 '\\}x,_.__.-_,
Add. Director of Research
KIMSDU, Karad
* Please ignore saclions which shows only heading's followed by line. Hs because you haven'l provided any data in Page 40f 7

corrasponding seclions,
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