3.1.3 Average Percentage of teachers awarded
national/ international fellowship / Financial
support for advanced studies / collaborative
research / conference participation in Indian and
overseas institutions.
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APHRS-HRS U.S. Immersion Programn
2020 [Closed]

"1).S. Immersion Program - Global Approach to Arrhythmia Expertise”

Heart
R hYt h m (http://www. hrssessions.org,)
Society,

Program:

A two-week observational program for estabiis hed medical doctors with expenence in CRM
devices and/or ablation, looking to expand thewr device and solaton expertiae

To be held at a medical institution in the Urnited States, sefacted Dy Mascitromc, mrmeciately
prior to, or post the Annual Heart Rhythm Society Meeting, May ©-9, 2020 1n San Dego

This initiative is co-sponsored by Medtromnic and HRS, who have joined together with ARPHRS
to provide this opportunity for Asia-Pacific electrophysiologists. International travel and
accommedation at the host centre will be provided by Medtronic. Travel to/from the host
centre, accommodation, and registration to the Heart Rhythm 2020 will be provided by HKS

Eligibility:

« Must be physician in the Asia-Pacific region

o Must be a Regular Member of APHRS

hitps-#/aphrs.orgiellowshipslaphrs-hrs-immersion-program



Collaborative Research



L)

R
>

i

¥
%

!

()
::_‘3;‘}9 :

f
&

N

G"
1‘% 1

qﬂlllg MAHARASHTRA ‘ . AZ 979170
; |9 O maSy— |[SUB.TREASURY OFFICE KA
R AN a2\ AT db U
Y|
ﬁ 5@( Bl BIRAN " modww |
CIENCES D{EEF;cD UNIVERSITY, KARAD. - o e
ﬂ TE]I Karad, _f_."_l_'_..t, Satara, L FEB 2016
Maharasntrs. (India) ‘
i . 02164 - 241555 tp 58g
: GIRE 91, O Jf
g e R, VU TR 5. 330300/9¢ ¢
. RS, . RS
! PPP INTEGRATED COUNSELING AND TESTING CENTRES (ICTCs)
- 8 Memorandum of understanding (MOU) .
' ' Between ‘
Krishna Institute of Medical Sciences Deemed University, Karad.
&

'; National AIDS Control Organisation (NACO‘)1
" » Government of India,
 This Memorandum of Understanding is made on 26™ Feb 2014 by and between the Director
E General, National AIDS Control Organization, Department of Health, Ministry of Health and

Family Welfare, Government of India, 9" & 6" Floor, Chandralok Building, 36, Janpath, New
Delhi 110 001 (herein referred to as “NACO™) on behalf of Project Director of Maharashtra State

AIDS control Society, (hereafter referred to-as “MSACS”), Dr. Govind Raj, I.A.S, Project Director,
E Acworth complex, R.A. Kidwai Marg, Wadala, Mumbai -400031

=
Disrtict Programme Officer

REGISTRAR
DAPCU, Satara.

iehna Instiute of Medical Sciences,
Qeemed University, Karad
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Krishna Institute of Medical Sciences Deemed University, Karad, a facility having its office at
Karad in Satara District, acting through Dr. M.V. Ghorpade, The Registrar, Krishna Institute of
Medical Sciences Deemed University, Karad the authorized signatory, hereinafter referred to as
PPP implementer, which expression shall, unless repugnant to the context, include its. successor in
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
centre for HIV counseling 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 to clients who access private/not for profit health

care system in both urban and rural areas of the country.
e
% 2
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It is ag}eement between NACO (through MSACS), and Krishna Institute of Medical Sciences
Deemed University, Karad to scaling up Integrated Counseling and Testing Centers (ICTC) /
Prevention of Parent To Child Transmission of HIV centers (PPTCT) in state and Private Health
facilities (private sector/not for profit /non governmental organizations run health facility Hospitals
and nursing homes).

II. RESPONSIBILITIES OF THE SACS / DAPCU: ‘

1. To supply rapid HIV diagnostic kits (3 different antigens/ principles) in quarterly advance as
per annual requirement to Krishna Institute of Medical Sciences Deemed University,
Karad subject to availability of above kits with SACS. While every effort will be made to
provide uninterrupted supply of above kits, SACS will not be held responsible for any
shortage of above kits due to unforeseen circumstances.

2. To provide training of staff of ICTC (staff of facility) in HIV counseling and testing in NACO
approved centers. If required more than one training will be provided by the SACS.

3. To supply protective kits for delivery of HIV positive pregnant woman as per requirement to
Krishna Institute of Medical Sciences Deemed University, Karad.

4. To prdvidc _TA!DA'as per e']i_:_gi:b], y to ICTC staff of Krishna Institute of Medical Sciences
Deemed University, Karad for attending review meeting conducted by SACS as well for
collecting the HIV test kits, registers, formats etc. from the office of the SACS and for
transport of coded blood sample or delivery of blood test records from Krishna Institute of
Medical Sciences Deemed University, Karad to the SRL (State Reference Laboratory-
State/district ICTC mah@g@lﬁéﬁfk guthority) under the external quality assurance schemes
(EQAS) as laid out in “Operatio I guidelines for Integrated Counseling and Testing Centre”
published by NACO, Ministry of Health & Family Welfare, Govt. of India in July, 2007 or
any newer version thereof .

5. To supply PEP (Post-cxposure Prophylaxis) drugs for protection of staff of ICTC in the event
of _\accidental exposurc to Krishna Institute of Medical Sciences Deemed University,
Karad as per requirement.

6. To supply IEC material ’reeiu'irc_d for an ICTC such as flip charts, posters, condom
demonstration models, take home materials to Krishna Institute of Medical Sciences
Deemed University, Karad as per requircment.

7. To supply condoms required for demonstration and distribution to clients coming to the ICTC
as per requirement. _

8. To supply prophylactic ARV drugs for prevention of transmission from HIV positive mother
to their new born babics as per national protocol.

9. To evaluate the performance of the ICTC periodically as per monitoring and evaluation tools

. developed by NACO/SACS.

10. To provide Registers and Formats as per “Operational guidelines for Integrated Counseling
and Testing Centre” published by NACO, Ministry of Health & Family Welfare, Govt. of
India in July, 2007 or any newer version thereof.

11. To provide capacity building to the staff of private sector involved in ICTC/PPTCT.

12. Monitoring support whenever required, to ensure smooth functioning of ICTC/ PPTCT in
private sector. Nevertheless, also ensure the quality parameter.

13. Support Private Sector ICTC/PPTCT team in record keeping and provide the necessary
information to MSACS which can be fed into CMIS format of NACO.

Disrtict Programme Officer
DAPCU, Satara.
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Responsibilities of Krishna Institute of Medical Sciences Deemed University, Karad:

To provide a room with suitable, sufficient and convenient space to be used for counseling
purpose with adequate furniture, lighting and privacy and any other infrastructure required.
To provide a laboratory equipped with refrigerator, centrifuge, micropipette, needle cutter, etc
for HIV testing & blood sample storing facility.

To designate existing staff or appoint new staff for the posts of counselor and laboratory
technician in the ICTC. To also designate an existing Medical Officer as [CTC Manager.

To provide consumables such as needles, gloves, syringes, serum storage vials, microtips, etc.
of standard quality required for HIV testing to the ICTC.

To provide counseling and testing services in the ICTC to any client who approaches the

ICTC without discrimination either freely or on receipt of a charge not exceeding Rs. 75/-

9.

10.

1

12,

13.

14,

" REGISTRAR :
Krishna Institute 27 Medical Sciencdds
Deemed University, Karad

as per protocol laid out in the guideline text per “Operational guidelines for Integrated
Counseling and Testing Centre” published by NACO, Ministry of Health & Family Welfare,-
Govt. of India in July, 2007 or any newer version thereof. The charge will be used to defray
cost for provision of the above services.

To entirely bear the costs related to staff salary, infrastructure and consumables required for

the ICTC.

To respect the privacy of clients and maintain confidentiality. Provide data protection systems
to ensure that records of all those who are counseled and tested are not accessible to any
unauthorized person., =

Stand Alone PPP-ICTC (who are conducﬁn_g- three test, both screening and
confirmatory test) will do 100% ART linkages of cases found HIV positive in facility.
Stand Alone PPP-ICTC will follow all ICTC guidelines/ instructions of NACO which
ever recently published. : e

To provide linkages and referral facilities to all HIV positive cases detected in Stand
Alone PPP ICTC center. :

To maintain quality assurance at the service -délivery especially in HIV testing services as
provided in the guideline text “Operational guidelines for Integrated Counseling and Testing
Centre” published by NACO, Ministry of Health & Family Welfare, Govt. of India in July,
2007 or any newer version thereof. Krishna Institute of Medical Sciences Deemed
University, Karad will be accountable for any substandard delivery of services.

To participate in EQAS (External Quality Assessment Scheme) as laid out in the above
mentioned guideline text. Laboratory In charge, Krishna Institute of Medical Sciences
Deemed University, Karad will send samples in the first week of every quarter, for cross
checking to the SRL (state reference laboratory-state/ district ICPC management authority)
once every quarter. The laboratory technician designated by Krishna Institute of Medical
Sciences Deemed University, Karad to ensure that these samples are collected in the first
week of January, April, July and October & sent to the SRL. |

To provide data and information to the coordinating agency to perform their duties as per the
instruction and direction from SACS :

To send monthly report to the SACS/DAPCU in CMIS format by Sth of every month in

registers and records supplied by the SACS.
=
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15. To use all the IEC materials, condoms, items required for laboratory use, protective kits for
delivery, PEP (post exposure prophylaxis) drugs supplied by the SACS at the service delivery
purpose by Krishna Institute of Medical Sciences Deemed University, Karad.

16. To maintain stock records for the all items and drugs provided by the SACS.

17. To maintain quality waste management of disposable items that is used in HIV testing.

18. To ensure that staff working in the blood collection room and laboratory will observe
universal safety precaution (USP).

19. To ensure that ICTC staff are aware of the PEP procedure and display the name and contact
information of the PEP focal point/ person as well as the location where the PEP drugs are
stored.

20. To follow the national protocol for ARV prophylaxis for prevention of parent to child
transmission of HIV (PPTCT).

21. To attend coordination/review meetings conducted by SACS.

22. To ensure that no research or clinical trials are done on the clients who visit the ICTC or .
based on data of clients who visit the ICTC’s.

23. To attend review meetings at the district level and SACS level as per the supervisory
protocol that is provided in the "Operatlonal guidelines for Integrated Counseling and Testing

: _Centre” pubhshed by NACO, Ministry of Health & Family Welfare, Govt. of India in July,
2007 or any newer version thereof. To allow access to authorized NACO/SACS/DAPCU
s_taf_fs who visit the ICTC to the_prjemmes and records of the ICTC.

24. To permit SACS to periodically test designated counselor and Lab. Technician for their
knowledge, attitude and skills.

25. To follow the testing methodology & algorithm as mentioned in the “Operational guidelines
for Integrated Counseling and Testing Centre” published by NACO, Ministry of Health &
Family Welfare, Govt. of India in July, 2007 or any newer version thereof, in the laboratory
by Krishna Institute of Medical Sciences Deemed University, Karad

26. To follow National AIDS Control Policy & State HIV/AIDS policy.

27. Test kits. supplled by MSACS not to be used for routine screening of surgical patients of the
facility.

. COMMENCEMENT

1) This Memorandum of Understanding shall become effective upon signature by the parties and
certification of the facility site. It shall remain in full force and effect for a period of one year
thereafter. -

2) Further, the certification of the site of the collaborative testing project as “NACO/SACS
designated HIV counselling and testing centre” shall run concomitantly with the present
Memorandum of Understanding.

3) " DAPCU will support the private sector in commencement and closely coordinate for smooth

rollout.
95?“
/
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V. | RENEWAL OF AGREEMENT _ ,

1) This Memorandum of Understanding is renewable at the option of Krishna Institute of

~ Medical Sciences Deemed University, Karad/SACS.

2) Three months prior to the expiry of the Memorandum of Understanding due to efflux of time
SACS shall intimate Krishna Institute of Medical Sciences Deemed University, Karad if it
intends to renew or not to renew the Memorandum of Understanding.

3) In the event that SACS decides not to renew the Memorandum of Understanding, Krishna -
Institute of Medical Sciences Deeméd University, Karad shall give notice to the patients
regarding the cancellation of its certification. In the event that SACS decide to renew the
Memorandum of Understanding, the terms and conditions of this Memorandum of
Understanding, as may be amended, will apply.

VL. TERMINATION OF AGREEMENT
1) Any party may terminate this Memorandum of Understanding after giving three months
notice to the other party at the address provided in this Memorandum of Understanding for
‘correspondence or the last commumcated for the purpose and acknowledges in writing by
other party.

VIL. BREACH BY The Reglstrar, KIMSDU, Karad
1) In case Krishna Institute of Medical Sciences Deemed University, Karad is not able to
provxdc services as per agrccment or defaults on the provision of this agreement or declines
the patlent to provide HIV counsellmg and tcstlng services, it shall be liable for breach of
agreement and breach of trust and,othcr consequences which may include black listing with
SACS, NACO, MOHFW, Ministry of Home affairs and external affairs.

VIIIL. SETTLEMENT OF DISPUTES

1) Any dispute or difference or question arising at any time between the parties hereto arising
out of or in connection with or in relation to this agreement shall be referred to and settled by
arbitration under the provisions of the Indian Arbitration and Conciliation Act, 1996 or any
modification or replacement thereof as applicable for the time being in India.

2) The arbitration shall be referred to an arbitrator nominated by Secretary Department of Legal
Affairs, Ministry of Law and Justice, Govt. of India, Delhi. The arbitrator, if he so feels
necessary, seek opinion of any healthcare personnel with experience’of working in the field of
HIV and care and treatment of PLHAs.

3) "The place of arbitration shall be either New Delhi or the site of the collaborative laboratory,
which shall be decided by the arbitral tribunal bearing in mind the convenience of the parties.

4) The decision of the arbitrator shall be final and binding on both the parties.

Disrtict Programme Officer
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 VII. LAW APPLICABLE:

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

 ofIndia.

IX. ADRESSES FOR CORRESPONDENCE

In witness thereof, the parties herein have appended their respective signatures the day and the year

above stated.

Signed For and on behalf of

The Registrar,

| Dr. M.V. Ghorpade

Krishna Institute of Medical Sciences
Deemed University, Karad.

Sig'natﬁre'-,"- e,

Date... TREGIBTRAR
Krishna Institute of Medical Sciences,

In thdJRROEL Lpjversity, Karad ’
Name: — Mrs. Bhakh : Josbu :

. !
Si gnatﬁre @}@ :

Date ... .26 .10 Q019

Signed For and on behalf of NACO

CS/DPO, DAPCU,
MSACS

e

Disrtict Programme Officer
DAPCU, Satara.

In the presence of

Name ﬂ”&dk A /ﬂ’g:#'7
Orst sefatr/tor




KRISHNA INSTITUTE OF MEDICAL SCIENCES ‘DEEMED TO BE UNIVERSITY", KARAD.

(Declared U/s 3 of UGC Act, 1956 vide Notification No. F.9-15/2001-U.3 of the Ministry of Human Resource Development, Govt. of India.)
Karad, Dist. Satara (Maharashtra State) Pin: 415110 Tel: 02164 -241555-58 Fax: 02164 243272/242170

Website: www.kimsuniversity.in E-mail: contact@kimsuniversity.in

Dr. Asha]. Jadhav
Program Director,
PPTCT-ICTC KIMSDU,
Karad.

This is to certify that following is the financial support for ICTC program at KIMSDU, Karad under
PPTCT Program by Maharashtra State AIDS Control Society (MSACS) Mumbai, that is through
District AIDS Prevention Control Unit (DAPCU) Satara for the year 2015-2016

Sr.No | Post Year Monthly Salary | Yearly Salary Total Expenses

1 Counselor 2015-2016 14500 174000 174000

2 Lab Technician 2015-2016 12800 153600 153600

3 Kit Use Rs. 205.75*4615 | 2015-2016 - = 949536.25 -
Total 27300 327600 1277136.25

By o

-—_‘_‘/

Program Director,

PPTCT-ICTC KIMSDU,

Karad.




KRISHNA INSTITUTE OF MEDICAL SCIENCES “

(Declared U/s 3 of UGC Act, 1956 vide Notification No. F.9-15

Karad, Dist. Satara (Maharashtra State) Pin: 415 110

Website: www kimsuniversity.in

DEEMED TO BE UNIVERSITY”, KARAD.

/2001-U.3 of the Ministry of Human Resource Development, Govt. of India.)

Tel: 02164 -241555-58 Fax: 02164 243272/242170

E-mail: contact@kimsuniversity.in

Dr. Asha]. Jadhayv
Program Director,
PPTCT-ICTC KIMSDU,

Karad.

This is to certify that following is the financial support for ICTC program at KIMSDU, Karad under
PPTCT Program by Maharashtra State AIDS Control Society (MSACS) Mumbai that is through
District AIDS Prevention Control Unit (DAPCU) Satara for the year 2016--2017

Sr. No | Post Year Monthly Salary | Yearly Salary Total Expenses
1 Counselor 2016-2017 15500 186000 186000
2 Lab Technician 2016-2017 13000 156000 156000
3 Kit Use Rs. 205.75*5728 | 2016-2017 - - 1178536
Total 2016-2017 28500 342000 1520536
A posthan

Program Director,

PPTCT-ICTC KIMSDU,

Karad.




KRISHNA INSTITUTE OF MEDICAL SCIEN

(Declared U/s 3 of UGC Act, 1956 vide Notification No. F

Karad, Dist. Satara (Maharashtra State) Pin: 415 110

Website: www Kimsuniversity.in

?
CES “DEEMED TO BE UNIVERSITY”, KARAD.

:9-15/2001-U.3 of the Ministry of Human Resource Development, Govt. of India.)

Tel: 02164 -241555-58 Fax: 02164 243272/242170

E-mail: contact@Kkimsuniversityin

Dr. Asha]. Jadhav
Program Director,
PPTCT-ICTC KIMSDU,

Karad.

This is to certify that following is the financial support for ICTC program at KIMSDU, Karad under
PPTCT Program by Maharashtra State AIDS Control Society (MSACS) Mumbai that is through
District AIDS Prevention Control Unit (DAPCU) Satara for the year 2017-2018

Sr.No | Post Year Monthly Salary | Yearly Salary Total Expenses

1 Counselor 2017-2018 16275 195300 195300

2 Lab Technician 2017-2018 13650 163800 163800

3 Kit Use Rs. 205.75*7397 2017-2018 - - 1521932.75
Total 2017-2018 29925 359100 1881032.75

A>

oo dls

Program Director,

PPTCT-ICTC KIMSDU,

Karad.
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KRISHNA INSTITUTE OF MEDICAL SCIENCES “DEEMED TO BE UNIVERSITY”, KARAD.

(Declared U/s 3 of UGC Act, 1956 vide Notification No. F.9-15

Karad, Dist. Satara (Maharashtra State) Pin: 415 110

Website: www.kimsuniversity.in

/2001-U.3 of the Ministry of Human Resource Development, Govt. of India.)

Tel: 02164 -241555-58 Fax: 02164 243272/242170

E-mail: contact@kimsuniversityin

Dr. Asha J. Jadhav
Program Director,
PPTCT-ICTC KIMSDU,

Karad.

This is to certify that following is the financial support for ICTC program at KIMSDU, Karad under
PPTCT Program by Maharashtra State AIDS Control Society (MSACS) Mumbai that is through
District AIDS Prevention Control Unit (DAPCU) Satara for the year 2018-2019

Sr. No | Post Year Monthly Salary | Yearly Salary Total Expenses
1 Counselor 2018-2019 17500 210000 210000
2 Lab Technician 2018-2019 15200 182400 182400
3 Kit Use Rs. 205.75*9225 | 2018-2019 - - 1898043.75
Total 2018-2019 32700 392400 2290443.75
Ave-=d e

Program Director,

PPTCT-ICTC KIMSDU,

Karad.




KRISHNA INSTITUTE OF MEDICAL SCIENCES “DEEMED TO BE UNIVERSITY”, KARAD.

(Declared U/s 3 of UGC Act, 1956 vide Notification No. F.9-15/2001-U.3 of the Ministry of Human Resource Development, Govt. of India.)
Tel: 02164 -241555-58 Fax: 02164 243272/242 170

Karad, Dist. Satara (Maharashtra State) Pin: 415110

Website: www.kimsuniversity.in

E-mail: contact@kimsuniversity.in

Dr. Asha]. Jadhav
Program Director,
PPTCT-ICTC KIMSDU,

Karad.

This is to certify that following is the financial support for ICTC program at KIMSDU, Karad under
PPTCT Program by Maharashtra State AIDS Control Society (MSACS) Mumbai that is through
District AIDS Prevention Control Unit (DAPCU) Satara for the year 2019-2020

Sr. No Post Year Monthly Salary | Yearly Salary Total Expenses
1 Counselor 2019-2020 20700 248400 248400
2 Lab Technician 2019-2020 16200 194400 194400
3 Kit Use Rs. 205.75*7188 | 2019-2020 - = 1478931
Total 2019-2020 36900 442800 1921731
sV
— }D“C”P’__J___,/

Program Director,

PPTCT-ICTC KIMSDU,

Karad.




Memorandum of Understanding
for
NARI-AIDS Rural Research in Maharashtra (Project: NARRIM)

This Memorandum of Understanding is drawn between the National AIDS Research Institute, a
premier institute devoted to research on HIV infection and AIDS. with its office at G 73 MIDC.
Bhosari, Pune, Maharatshtra. (ICMR-NARI) and Krishna Institute of Medical Sciences, deemed
to be university, with its office at Karad (KIMSDU) on 19" November 2018.

Title of the Project:
NARI-AIDS Rural Research in Maharashtra (Project: NARRIM)

Genesis

Maharashtra is one of the earliest states to be affected by HIV/AIDS in India and one of the first
to be considered as a high prevalence State. The State has a high influx of in-migration from
other Indian states and 32 of its 35 districts are ‘Category A" districts. connoting high prevalence
of HIV and AIDS in the State. Further, while 72% of Indians dwell in rural areas. where the
estimated HIV prevalence is only slightly lower than in urban areas and awareness on HIV and
related issues is precariously low. Thus, the NARRIM project has been conceptualized to
decentralize HIV prevention efforts in rural areas and expand research capacities in these areas.

Brief Description

The Research Project will establish a HIV research centre as an extension of [CMR-NARI in
rural Maharashtra in collaboration with local organizations and government bodies to address
various aspects of HIV Prevention and Prevention research.

Aims and Objectives
e Build HIV research capacity of ICMR-NARI through:
o Establishment of Research Centres in the rural areas in collaboration with
the State Government offices, NGOs, Medical colleges and Staic AIDS
Control Society
e Study the socio-behavioral and cultural determinants of HIV infection
e Site, community, epidemiology and research preparedness for feasibility of
conducting research related to New Bicmedical Tools for Prevention of HIV {e.g.
Preventive vaccine) in the near future when available.
e Study the transmission dynamics of HIV and immune-pathogenesis among AIDS
patients in rural Maharashtra

Term:
This Statement of Work is effective for 5 vears and will terminate after the present work-scope.
Total Duration: from 19" November 2018 to 18™ November 2023

Cellaborating Institutes:
e National AIDS Research Institute (ICMR-NARI), Pune, India
e International AIDS Vaccine Initiative (IAVI), USA

MOU_NARRIM November 2018
ICIMR-NARI & KIMSDU, Karad Page10f4

DIRECTOR
National AIDS Research Instilute
PUNE - 411 026.




¢ Site Medical colleges and research institutions

Project Management and Implementation

Project Overseeing Group (POG)
- Director, ICMR-NARI - (1)
- Country Director, IAVI - (1)
- DG’s Nominee, ICMR - (1)
- DG’s Nominee, National AIDS Control Jrganization (NACO) - (1)
- Representatives from Local Partner Research Institutes - (2)

Study Investigators
- Principal Investigator (PI), Dr Seema Saaay ICMR-NARI:
- Co Investigator, Shweta Charath, IAVT;
- Site Principal Investigator (Site PI) Karad site: Dr. Asha Jadhav

Responsibilities
ICMR
e Financial support of the project
e Appoint representatives in the Project Overseeing Group for advisory roles to the
project
ICMR-NARI
e Technical leadership of the Research Project
e Establishment of the ICMR-NARI-Rural Research Centres
e Hiring and training of Staff at the Rural Research Centre
e Training of the Research Project Staff for saccessful implementation of activities for
project deliverables
To establish linkages with local ICTC, ART Centres, DAPCU and NGOs
Community engagement

TIAVI

e Financial support of the project

e Provide technical assistance in :
- Community Mobilization
- Interfacing with key local influencers and stakeholders
- Preparation of Community engagement and Education plans
- Interacting with General Population, mapping of Most at Risk Population Groups
- Training of the Research Project Staff
- Preparation of IEC materials for researct literacy

MODU_NARRIM November 2018
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Local medical colleges

Provide space for the Research Centre/Clinic at KIMSDU, Karad
Recruitment of clinical, paramedical and socio-behavioral staff for the centre
jointly with ICMR-NARI
Management of the Research Centre and its day to day activities (data collection,
sample collection processing and transport to ICMR-NARI and patient
management)
Provide guidance in procurement of acc-edited equipments
Study key behavioral and biological indicators among high risk groups and the
general population, with support from ICMR-NARI and IAVI
With support from ICMR-NARI and IAVI develop
o informed consent for HIV VCT
o informed consent process for both literate and illiterate population
o SOPs for key processes
With support from ICMR-NARI and IAVI come out with the
o List of Most at risk and hard to reach population groups
o Size estimation of these groups
o Number of geographical pockets for high risk groups and hard to
reach populations identified
o Data and information related to Knowledge, attitude. behaviour
and practice of general population in the context of HIV and STI
collected.
o HIV prevalence details among most at risk and general populations
in and around Udgir drawn out

With supervision from ICMR-NARI and IAVI do data collection and
management of the above studies
With ICMR-NARI and IAVI support. generate report and disseminate {indings

QOutcome/project deliverables

a.
b.

22

Indemnities:

Establish the Project Overseeing Group

Build sustainable partnerships and colicborations with rural research Institutions.
local NGOS and CBOs, existing ICTC and ART Centres and DAPCU.

Formation of local Ethics Committee and Community Advisory Boards
Development and Implementation of Community Education and Engagement
Plans including IEC and BCC materials.

Establish a Rural Research Centre with linkages to NACO ART and ICTC
centres, with capacity and capability for conducting HIV prevention research.
Map most at risk population and develop database on knowledge in rural
Maharashtra on attitude, behaviors and “or HIV prevention and perceivable issues
for research and introduction of New Eiomedical Tools for HIV prevention and
output of the research literacy conductec.

Neither ICMR-NARI nor KIMSDU will be responsible for omission or

commission by the staff associated with respective orgenizations

MOU_NARRIM November 2018
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Budget and Payment Terms:

National AIDS Research Institute, Pune, India

e Expenditure of NARRIM project will be coordinated by National AIDS Research
Institute, Pune, India.

e Purchase of equipment etc for the sites will be done by National AIDS Research Institute.
Pune, India.

e Salaries of the staff will be paid from National AIDS Research Institute, Pune, India on
7" working day of each month

e Contingency advance of Rs. 15,000/- will be transferred to the site by ICMR-NARIL

e Contingency bills will be reimbursed to the site against bills/ receipt/ vouchers by the last
working day of each month

Kructina Taerme OF Mesunz Sicnces 'deemen To be Unwercry Kitan CKlMébu)

Krishna Institute-of Medical Sciences; (KEMSDU)

e KIMSDU will submit Bills/receipts against contingency advance should reach National
AIDS Research Institute, Pune by 25" date of each month for reimbursement of
contingency.

e Salary bills and leave details of staff would be submitted by site KIMSDU to ICMR-
NARI, Pune, by 25" date of every month.

Any Other Terms

IN WITNESS WHEREOF, the Parties agree to the above stated Program for the Research
Project.

For: ICMR - ICMR-NARI For: KIMSDU

A
Name: DyNSamiran Panda Name: Dr. M. V. Ghorpade,
Title: The Director Title: The Registrar,
Date: > Date
2 2 /20)€
7 4R e REGISTRAR

o g Krishna fnstit.:2 of Medical
1 SAMW:IIRAN PT:’; “Deemed To 8¢ University”, Karad

/ Director
TR ey
National AIDS Research Institute
—411 026. / Pune-411 g,
MOU_NARRIM November 2018
ICMR-NARI & KIMSDU, Karad Page 40f4
REGISTRAR

Krishna lnsuum of Medical Sciences
*Deemed To Be University”, Karad
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SRy, pyne-A
No.HIV/51/297/2015/ECD-1I 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, —

MEMORANDUM
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 in 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
above research scheme for the current financial year.
/

A formal bill for Rs.25,50,47 0/- is sent herewith for payment by RTGS to The Director,
National AIDS Research Institute, Pune-411026 (Mandate Form is enclosed herewith).

\

(ARTI CHAWLA)
Administrative Officer
For Director General
Accounts Section- V,ICMR
\C))ﬁy 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.
) [RIS Section

_ Dr.Seema-Sahay;-Scientist F, National AIDS Research-Institute, G- Block, Plot No.73,
MIDC, Bhosari, Pune-41 1026 @M /Q

4, Mrs.Vandana, DEO
(ARTI CHAWLA)
Administrative Officer
For Director General

7o 815 N ;
99 e-75162 /P/\,‘\:—:SEARC///
INDIAN COUNCIL OF MEDICAL RESEARCH { 7 L5\
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INDIAN councrr of

_ MEDICAL RESEARCH
. Ramahngaswami Bha

wan, Ansari Nagar, New Delhj — 110 029

8707, 26589336, 26589745, 26589873,

2 62, 26589791, GRAM : SCIENTIFIC, Web-site:
» ¢mail: iemrhqds@sansad.nin in

No.HIV/51/297/2015/ECD-IT Dated: 22 /3/17
To
The Director,
National AIDS Research Institute,
G Block, Plot No.73, MIDC,
Pune-411 026.

Subject: Sanction of budget allotment for the ICMR Task Force / adhoc New Schel}le en"ci‘él.ed;
“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,

i 7 mec 1 Ic = h FEE L
The Director General of the Council sanctions the above mentioned research ;C e;.'np
initially for a period of one year from 25.03.2017 subject to extension up to the total duration
1
specified in para 3 (3) below:

The D i tions the budget allotment of
irector General of the Council also sanc ' h 4

Rs.25,50 4670/- 1211: Cd;)tailed in the attached statement for one year period ending on 24.03.2018.
® b b

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

: itute. The first
h ment of the grant will be made in lump sum to the He:aili 'ot ttl}llee ix:)srggll; cemz st
II' rflfmi?i of the grant will be paid generally as soon ash regort reﬂga}r h1;1% oot o
o, i I ived by the Council. ]
i t of the staff is received by . len P
tl}ie Pr%]eCt aerlll(’i ?Sgg;gg:linof the grant should be placed with the Council in prescribe
the subsequ

attached. o , -

. . . . . .
p =

1 extension will be
is TWO YEAR. The annua

i he research scheme 1s : ; s,

3. The ;Pprov?giz}a:}l;n \:ofrlt( done on the research scheme during the previous yea

given after revi



Doz Copy together with one copy of the budg

\

e submitted to the Council every

rk done be sut el ;
4. Thirty copies of the annual progres ect report in time may lead
y.ear after completion of ten months of the project.

1o termination of the project. |
expenditure incurred on the

eipts and
unt of the receip ed Staten’lent Of the accounts

i i1l maintain a separate acco :
rescarch sehemme ; rtificate and an audit

research scheme and will furnish a utilization ce
pertaining to the grant.
website.

on are indicated on ICMR

6_. The other terms & conditi

7. The receipt of the letter may please be acknowledged.
Yours faithfully,

(ARTI CHAWLA)
Administrative Officer
For Director General

| 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 e e e
et statement forwarded to the Account Section —
V for information and necessary action.

Copy together with copy of the budget forwarded to budget section (Fin.) ICMR for
Compilation of the Council’s Budget. The RFC No. ECD/Adho¢/78/2016-17 Dated:

20.3.2017
4. IRIS Cell No.

5. Mrs.Vandana, DEO
(L

(ARTI CHAWLA)
Administrative Officer
For Director General

3,
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Prm}lotmg HIV vaccine Regeq HIV/AIDS/NTE
building for HIV immune palt-lcll(:gael:is]i)se:tel]lgl_)ment through tech-transfer and capacity
under Dr.Seema Sal::;,( I;Ic{l:;-ﬁg ll?RIM)”: Phase S
BUDGET STATEMENT
25.03.2017 TO 24.03.2018
(2016-17)
SLNo.
3 No Istg;;_ 1% Ygar ]
1. Research Assi Aot
g - : ssistant(@ Rs.31000/- p.m.x12x2 744000
. taff Nurse @ Rs.31500/- p.m.x12x1 378000
- 3. Lab. Technician @ Rs.18000/- p.m.x12x1 216000
7 4, Field Worker @ Rs.18000/- p.m.x12x1 216000
5. MTS @ Rs.15800/- x12x1 189600
11 Consumables
1. Vaccutainers, needles etc. blood drawing cost 532500
) Clinic consumables — gloves 121870
3. Laboratory consumables 152500
Total 2550470

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

i i W e B o B -
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INDIAN COUNCIL OF MEDIC /
_ . AL RESEARCH
V. Ramalingaswami Bhawan, Ansari Nagar, New Delhi — 110 029 ¢ \}):PVH\

Phone : 26588980 26588707, 26589
: , , 336, 26589745, 26589873,
FAX:011-26588662, 26589791, GRAM SCIENTIFIC, Web-site:d& \écf\
C/

Www.icmr.nic.in, e-mail: icmrhqds@sansad.nin.in o

.

No HIVT29 T 20 S C D - e e Dated:-Q?/l\g\ \‘Z VT[;

Subject: Payment of 1" installment of grant in aid for the res entitled
“Promoting HIV vaccine Research and Development

capacity building for HIV immune pathogenesis studigsXPHV-NARRIM)
Dr.Seema Sahay, Scientist F —

- T
% L -
% lnard No, 5 ZF- ,

The Director General, ICMR sanction the payment of Rs.23,63,800.

Three Lakh Sixty Three Thousand Eight Hundred only) as the 1 installment of the grant

during the 3¢ and final year for incurring expenditure in connection with the above mentioned
research scheme. The amount Rs.23,63,800/- may be debited from the provision o

- ~Rs.26£2.800/- made for the above research scheme for the current financial year. ——

4 MEMORANDUM

Reference this office letter of even number dated NIL.

An amount of Rs.16,08,237/- is already available with the PI 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

Aggounts Section- v, ICMR
: -V, , ; lock, Plot No.73, MIDC,
OPY 10: The Director, National AIDS Research Institute, C}}le}i‘?cinstallment e ;

| Bhosari, Pune-411026. An amount of Rs.23,63,800/-ast
SEOl o You by RTGS in due course. e e e

2. RIS Section
3. Dr.Secmaoglahay Scientist I, National AIDS Research Institute, G Block, Plot No. 7%

Mipc, Bhosari, Pune-411026 NS Ly’
M!'S.Vandana, DEO (AR CHAWLA)

Administrative Officer
For Director General




INDIAN COUNCIL OF MEDICAL RESEARCH
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No.HIV/51/297/2015/ECD-II Dated: ;Z)g ]/é

To
he 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,

e B i PEPE=g— s s O m— —— e —

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/-
21 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 be ensured that the amount for the
pay and allowances of the staff who are actually in position is included. The unspent balance

available 456724 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 grant
is paid, and audit certificate from the auditors to the effect that the accounts have been audited



which it was sanctioned shall e
CS purclmscd out of the grant
[('MR on termination of the

~nent on the objeets for

- »was actually spent © ‘ ‘

that the money ‘ it on the QOISGIE L ekl

an?ami(ted to the Council alongwith a list of non u\p‘uu:\illlu e
Z\Lr'mg {he year. Any unspent balance would be refunded (O

scheme.

i s of acc & ilization
Further grants will be stopped unless audited statements ol u&unm‘lhl amlli 111‘113 \/V i
i N 5 ry Lo Tal b \‘ . )
cortificates are received within a period of the year after the end of the financial year i

grant was sanctioned.

3 The last instalment of the grant will be paid on receipt of the audited ccruh\culcd\vl}{[@h
' ‘ 1 1 nre sirave - ap
should include all the liabilities of last year, expenditure incurred before but the defrayed aftet
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 o
but should be exclusively utilized for the research activity for which it has been sanctioned.

5. Expenditure should on no account oxceed the allotment sanctioned for the enquiry.
Expenditure incurred over and above the sanctioned amount against one or more subheads of
expenditure such as pay, allowances, contingencies cle. 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 shall however, be incurred by re-appropriation of savings on items not
sanctioned by the Council i.e. non-consumable equipment, stores not sanctioned by the Council
savings shall also 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 refunded in full by the institute if and when the

grantee concerned discontinuous a scheme midway or does not follow the detailed technical
programme laid down and approved.

7. Receipt, released by the Project Officer on behalf of ICMR project, if any, will be
remitted to the Council as miscellaneous receipt and not utilized for meeting Cxpendiu;re of the
project.

8. All facilities for conduct of the research scheme basic equipment and ordinary laboratory

3 1 2 nre Y111 TR NE ap b . - *
C]‘{LmlCHIS, glassware, [urniture and other assistance, as may be required for the smooth working
of the research scheme, shall be provided by the lustitute,

';)c o Thcdstores purghaseq out of the grant of the Council shall be entered in the property/stock

'CP > \ e s

r E:{Ste" ﬂnd plrfSLntT auditors for check and endorsement. The usual forms used for these
egisters and all purchases made in accordance with the procedure in vogue in your instjtytion

10 Only such equipment for whicl isi

' * 1 provision has been made | s "
purchased. ¢ in the budger ghall be
11z All the non-expendable articles purchased out of the funds of the

r 2 vl o . C o "
property of the Council and will not be disposed of without their COnRUtaITE ouncil i) pe the

.



staff:

1 8 ) : ) ' " " R s lc
12 The staff employed on the research schemes Wl”' not be the .(,ounu'lll.sl Ll)ll 111(1()')'/; 1os and
bu.t for all purposes be ireated as employees of the Institute and will be subject 10 ,

administrative control of the Institute.

" ) Y W 1 » » .':, TY(? uf‘
The scales of pay, allowances etc. applicable to the staff of the schemes will be the same a8
admissible under the rules of the grantee Institution.

Mvior apprc:va{;{ﬁe:_ Council will however, bé necessary if any higher than !;hefl ftdlzulssg):c;g?hdgg
the rules of the Institution is sought to be given €.g. by grant of advances meremen 8
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
A 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
~ non-submission of the report of work done on the research scheme.

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 th
f ?\ C 1.5k . o - ; ‘ ; ‘ P g e
ouncil 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 staff

employed on ICMR scheme shall not apply or obtain patents for any invention/ discovery made
by themwithout prior approval of the Councif—— -

"1[8 . A_ll the patents will be registered in the name of the Indian Council of Medical Research
ermination of Research Scheme

19.

Prior - ; )
c > ¢ i if 'B1t ()¢ . L ! 1
. permission of the Council shall be obtained if the investigator desires to discontinue

Car . -
¢h scheme. The reasons for discontinuing the scheme should invariably be stated,



20. A final report is required to be submitted within one month from the date of terminatg,,

of the research.

expendable article together with property

71. A list(in duplicate) of non-expendable and er with
hould be sent to the Council within a month

registers and suggestions for disposal of the articles s

from the date of termination of the research scheme. ..

The receipt of this letter may kindly be acknowledged.
Yours faithfully,
()b
(ARTI CHAWLA)

Administrative Officer
For Director General (

L. 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.

3. _Copy together - 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

4. IRIS Cell No.

5 Mrs.Vandana, DEO

(ARTI HAWLA)
Administrative Officer
For Director General

e BECINER V-



HIV/AIDS/ADHOC

119 ) & " N
Pr 01}10fmg HIV vaccine Research and Development through tech-transfer and capacity
bmldmg for HIV immune pathogenesis studies (PHV-NARRIM)”: Phase-II Study”
under Dr.Seema Sahay, Scientist F,

BUDGET STATEMENT
25.03.2017 TO 24.03.2018
(2016-17)
SLNo. | Item 1" Year
I | Staff Amt. in Rs.
15 | Research Assistant@ Rs.32350/- p.m.x12x2 776400
2. | Staff Nurse @ Rs.32890/- p.m.x12x1 394680
3 Lab. Technician @ Rs.18800/- p.m.x12x1 225600
\ 4. Field Worker @ Rs.18800/- p.m.x12x1 225600
' g, MTS @ Rs.16500/- x12x1 198000
11. Consumables
1 Vaccutainers, needles etc. blood drawing cost 553400
2. Clinic consumables — gloves 126620
3 ‘ Laboratory consumables 163500
| | Total 2663800

No. ECD/Adhoc/78/2016-17
Dated: 20.3.2017
NO.HIV/51/297/20151ECD—II
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({Qﬂ’ . 10 BE UNIVERSITY’, KARAD.
KRISHNA INSTITUTE OF MEDICAL SCIENCES “pEEMED

{ Human Resa
. -ation No, F,9-15/2001-U.3 of the Ministry @
(Declared U/s 3 of UGC Act, 1956 vide PratifvEtan o / ) Tel: 02164 .241555-58

Karad, Dist. Satara (Maharashtra State) Pin: 415 110 :
Website: www kimsuniversityn w_— B

urce Development, Govt. of India,)
Fax: 02164 243272/242170

PHV Project: - Promoting of HIV Vaccine Research and Development th r?ugh
tech-transfer and capacity building for HIV lmmune—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. 26,63,800/- 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-Pl Dr. Karande — Microbiology copy of

the sanctioned budget is enclosed herewith.

‘ Asenn o

Site Principal Investigator




NATIONAL REFERRAL CENTRE FOR LEAD PROJECTS IN INDIA

ST JOHNS NATIONAL ACADEMY OF HEALTH SCIENCES
BANGALORE 560035

Ref: NRCLPI/RC/PROJ/02/2014 Date: 12/ 08 /2014

To:

Dr. Arun J. Patil

Professor in Biochemistry

Krishna Institute of Medical Sciences “Deemed To Be University”, Karad

Subject: Disbursement of Research Project Fund

Dear Dr,

[ 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 chief coordinator PhD

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

With regards
ot

Prof. Thuppil Venkatesh, Chairman

National Chairman “Indian Society for Lead Awareness & Research” [InSLAR], Lucknow
National Director “National Referral Center for Lead Projects in India” [NRCLPI], Bengaluru
Bengaluru

S D ey
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Govt.of Maharashtra, Health Services ‘\
Jt.Director of Health Services (Leprosy & TB) N7
‘AROGYA BHAVAN" Opp. Vishrantwad| Police Station, f/
Alandi Road, Yerwada, Pune-411006. P S
Ji.Director - @& (020) 26686955 _ Section wise e-mail
Dy .Director - 26686951 TB section- stomh@mtcp.O(q '
Office - 26686952-54 1 bors P Lep section - jtlepnms@rediffmail corl
Fax - 26686956 Y Est section - jdhsest99@armail com

No.Jt. DHS/TB&L/ Desk-RNTCP/OR Proposal/

Date 41/ 82016 24325 -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 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.

T 1 = = —1

| Sr. Name of the Department ¢

| no | NameofthePl & Medical College oo

| I )

[ 1 Dr. Vijay D. Nair, Department of Medicine, Cross sectional study on the

Assistant Professor Krishana Hospital and health related quality of life in
Medical Research Centre, patients who complete treatment |

‘ Karad for pulmonary TB. I

The Principal Investigator (Pl) 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 inciude the objects for which he will utilize the funds and the timeline for the study. It
will also include the commitment from him to retumn the funds if the study cannot be taken
up due to 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 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
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




receiving the report of data analysis and 20% will be released after receipt of the four

hardcopies of the final documents.
Jeeh
Joint LA?;L:for of Hoaﬂﬁervices

(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 guidelines.

2. The Principal Investigator—

Dr. Vijay D. Nair, Assistant Professor, Department of Medicine, Krishana Hospital
and Medical

Research Centre, Karad

3. The RNTCP Medical Consultants by email — mhconsultants@rntcp.org
4. The OR Committee Members ..—(All)

Copy with complements to —

Dr. N. N. Ramraje, HOD & Professor Dept of Chest and TB, J. J. Hospital Mumbai & State
Task Force Chairperson, Maharashtra.
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Govt.of Maharashtra, Health Services

Jt.Director of Health Services (Leprosy & TB) Ny
"AROGYA BHAVAN" Opp. Vishrantwadl Police Station, Y
arche o Alandi Road, Yerwada, Pune-411006, . S
JtDirector - @ (020) 26686955 Section wise e-mail
Dy Director - 26686951 i TB section- stomh@rntcp.orq
Office - 26686952-54 L W i 7 Lep section - jtlepnms@rediffmail. com
Fax — 26686956 N Est section - jdhsest99@gmail.com
No.Jt.DHS/TB&L/ Desk-RNTCP/OR Proposal/ /16
Date 4] /3/2016 24331~ 3 6
To,
The Dean,
Krishana Hospital and Medical Research Centre,
Karad

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
(P1) 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 Department & | }
] Sr.no Name of the PI Medical College Topic
1 Dr. Asha Prathinidi Department of Medicine, Identifying predictors of
Director of Research | Krishana Hospital and Medical treatment outcome in TB.

| Research Centre, Karad

The Principal Investigator (PI) 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
the objects for which she will utilize the funds and the timeline for the study. It will also include the
commitment from her to return the funds if the study cannot be taken up due to 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 in the event
that the Principal Investigator is moved from the college during the course of the study.

A Grant-in-aid of Rs. 1,26,100 (Rs. One lac Twenty Six Thousand One Hundred only) for the
above OR proposal will be released from the "Medical College Budget Head"‘fr’om RNTCP funds by
District TB Officer, Satara. 50% of the grant-in-aid will be released initially and remaining 30% after




receiving the report of data analysis and 20% will be released after receipt of the four hardcopies of

the final documents.
4 le g
Joint Director ofﬂoﬁf@wices

(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 guidelines.

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

Hospital and Medical
Research Centre, Karad

3. The RNTCP Medical Consultants by email — mhconsultants@rntcp.org

4. The OR Committee Members ...... (All)

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




Wiwke auy

Govt.of Maharashtra, Health Services

Jt.Director of Health Services (Leprosy & TB)
"AROGYA BHAVAN" Opp, Vishrantwadi Police Station,
Alandi Road, Yerwada, Pune-411006,

Jt.Director - @ (020) 26686955

Section wise e-mail

Dy.Director - 26686951 TB section- stomh@rntcp.org
Office - 26686952-54 1, 9‘13,“ 7 Lep section - jtlepnms@rediffmarl.com
Fax — 26686956 O Est section - jdhsest99@amail.com
No.Jt.DHS/TB&L/ Desk-RNTCP/OR Proposal/ /16
Date-lﬁﬂ\)dg/l2016 2 G337-4 2
To, SRS
The Dean,

Krishana Hospital and Medical Research Centre,

Karad

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 submitted by the Principal Investigator

(P1) of your institute was discussed in State Operational Research Committee Meeting on 23rd April,
2016 under RNTCP and it has been approved.

Sr.no Name of the PI

Name of the Department &
Medical College

Topic *ll

1 Dr. Vaishali Raje,
Professor

Dept. of Community Medicine,
Krishana Hospital and Medical
Research Centre, Karad

Tuberculosis case detection |
in high risk population in
context to Migrants.

The Principal Investigator (PI) 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

the objects for which she wili utilize the funds and the timeline for the study. It will also include the

commitment from her to return the funds if the study cannot be taken up due to 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 in 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.




50% of the grant-in-aid will be released initially and remaining 30% after receiving the report of data
analysis and 20% will be released after recelpt of the four hardcopies of the final documents.

e A e
Joint ﬁgﬁgf' of Heiltféervices

(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 guidelines.

2. Dr. Vaishali Raje, Professor Department of Medicine, Krishana Hospital and
Medical Research Centre, Karad

3. The RNTCP Medical Consultants by email — mhconsultants@rntcp.org

4. The OR Committee Members ...... (All)

Copy with complements to —
Dr. N. N. Ramraje, HOD & Protessor Dept of Chest and TB, J. J. Hospital Mumbal & State
Task Force Chairperson, Maharashtra.
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KIMSDU Financial information

Budget Head |Year1 |Year2 |Year3 |Year4 |Year5 |Total

Equipment Nil Nil Nil Nil Nil Nil
Manpower

Doctor-1 826500 | 851700 | 876900 | 902100 927300 4384500

Counselor-1 372000 | 388200 | 404400 | 420600 | 436800 2022000

Field worker-1 | 216000 | 225600 | 235200 | 244800 | 254400 1176000

Total 1414500 | 1465500 | 1516500 | 1567500 | 1618500 | 75,82,500

Laboratory

Tests & | 686125| 1224333 | 1148916 | 644875 | 316183 | 40,20,433

participant

care cost

Community 500000 | 500000 | 500000 | 500000 | 500000 | 25,00,000

engagement

cost

Shipment 25000 25000 25000 25000 25000 1,25,000

charges

Travel

Contingency 15000 15000 15000 15000 15000 75,000

Total 2640625 1,43,02,933




Protocol No.: BT/PR21326/MED/29/1158 Version 2.0, 20 Jul 2018

Annexure | — Financial Information
The Total Cost of the Project is INR 216685524 as per details given below (all costs in INR):

!
[
f
fi o

Px’_isﬁti‘tdfe' Year 1 Year 2 Year3|  Year4| Year5| .. Total
NARI 53552735 | 12336028 | 123850161 | 12486005 | 11804557 10405—9486 '
et —

YRGCARE | 7689832 | 10386503 | 9628764 | 7477819 | 5893511 | 41076429

NIRT 5211290 | 5749163 | 5336038 | 4800412'| 4304411 | 25401314
GHTM 2291344 | 2788275 | 2401217 | 2445617 | 2490018 | 12416471
IGICH 2511000 | 3039980 | 3145760 | 3197240 ( 3248720 | 15142700
NIE 2306600 851800 877000 902200 927400 5865000
PCU 1985900 | 3270524 | 2605900 | 2665900 | 2225900 | 12754124

TOTAL 75548701 | 38422273 | 37844840 | 33975193 | 30894517 | 216685524

Institute-wise details

1. National AIDS Research Institute (NARI)

o Establishment of Cohorts of HIV-uninfected individuals at high-risk (including
Exposed-seronegative and Early HIV-infection) and HIV-infected adults —with and
without comorbidities;

e Establishment of the state-of-the-art biorepository

Budget Head | Year1l | Year2 Year3 ard | Years a
Equipment 42760000 | 0 0 0 0| 42760000
4932000 : 5126760 | 5321520 | 5515880 | 5710440 | 26606600

Manpower
Laboratory
tests,
Participant
Care and
Community

engagement
costs (Cohorts) | 4510735 | 6739268 | 6136641 | 4654125 | 3642117 | 25682880 | "

| Consumables
§ (Biorepository)

‘| Shipment
| charges 200000 220000 242000 266000 292000 1220000

1000000 100000 | 1000000 800000 800000 3700000

Page 92 of 102



Protocol No.: BT/PR2 1326/MED/29/1158 Version 2.0, 20 Jul 2018

AMC for l

Biorepository |

Equipment 0 0| 1000000 | 1100000 1210000 3310000
Travel 100000 100000 100000 100000 100000 500000
Contingency 50000 50000 50000 50000 50000 250000
TOTAL 53552735 | 12336028 | 13850161 12486005 | 11804557 104029486

1a. Equipment

" Name of Equipment | No. Cost

For Biorepository :

Bio Bank system (LN2) 2 30000000

LN2 shipment tank 2 2400000

70 freezer 2 2400000

Computer 1 60000

LN2 supply facility 1 500000

Sub-total 35360000

For Cohorts

Tablet/Note book 4 100000

Upgradation of FACS Area | 1 7300000 | €

Sub-total 7400000

TOTAL 42760000

~ 1b. Manpower
Monthly
Head No. salary Yearl | Year2 Total

For Biorepository

Technical :

assistant 3 31000 372000 | 388200 | 404400 | 420600 | 436800 | 2022000
Technical

Officer Al 32000 384000 | 400680 | 417360 | 434040 450720 | 2086800
Lab attendant 1 15800 189600 | 198000 | 206400 | 214800 223200 | 1032000
Sub-total 945600 | 986880 | 1028160 | 1069440 | 1110720 5140800
For Cohorts i

Scientist B

(Medical) -

For HIV

uninfected

: cohorts 1 GGZSOJ 795000 | 820200 | 845400 | 870400 | 895600 4226600

Page 93 of 102
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Protocol No.: BT/PR2 1326/MED/29/1158 Version 2.0, 20 jul 2018

Scientist B
1 (Non-

Medical) -
For HIV
uninfected
cohorts 1 52200 626400 | 651600 | 676800 702000 | 727000 | 3383800

Field

Worker/Data
Entry

Operator —
One each for
HIV L
uninfected
and HIV- |4
infected Adult
Cohort 2 18000 432000 | 451200 | 470400 489600 | 508800 | 2352000

Counselor —
One each for
HIV
uninfected
and HIv-
infected Adult
Cohort 2 31000 744000 | 776400 | 808800 841200 | 873600 4044000

Scientist B
(Medical) -
For HIV-
infected Adult
Cohort 1 66250 795000 | 820200 | 845400 | 870400 895600 | 4226600
Lab
Technician
(shared for
HIV
uninfected
and HIV-
infected Adult
Cohort) 1| 18000 216000 | 225600 | 235200 | 244800 254400 | 1176000
Staff nurse =

(shared for
HIV
uninfected 1 31500 378000 | 394680 | 411360 428040 | 444720 | 2056800
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and HIV- j

infected Adult

Cohort)

Sy I 3986400 | 4139880 | 4293360 I 4446440 | 4599720 | 21465800
, ‘TOTAL ! 4932000 | 5126760 5321520 | 5515880 5710440 | 26606600
le. Laboratory Tests, Community Engagement and Participant Care Costs for Cohorts

| Year1 | Yearz | Year3 | Year4 | vears il Total

Laboratory Tests and Participant Care Costs *

HIV-uninfected 2058375 367300113446750 I 1934625 948550 12061300

cohorts SR ERE T

Early HIV Infection 69516 } 180893 | 235974 I 187916 161984 836283

cohorts i

Exposed- 77667 } 77665 155332

seronegative : R

cohorts

HIV-infected 882844 | 1385375 | 953917 953917 | 953918 5129971

Cohorts

Community 1500000 | 1500000 1500000 | 1500000 1500000 7500000

Engagement Cost L

TOTAL 4510735 ! 6739268 | 6136641 4654125 3642117 | 25682886
2. Y.R.Gaitonde Center for AIDS Research and Education (YRGCARE)

* Establishment of Cohorts of HIV-uninfected individuals gt high-risk (including
Exposed-seronegative and Early HIV-infection) and HIV-infected adults - with and
without comorbidities

Budget Head [ Year 1 Year 2 [ Year3 | Yearq Total

Equipment 210000 0 0 0 210000

Manpower 2440500 | 2536980 2633460 | 2729940 2826420 | 13167300

Laboratory tests,

Participant Care

and Community

engagement costs | 4889332 | 7699523 | 6845304 4597879 2917091 | 26949129

Travel 100000 100000 | 100000 100000 100000 500000

Contingency 50000 50000 50000 50000 50000 250000

TOTAL 7689832 | 10386503 9628764 | 7477819 5893511 41076429
Confidential Page 95 of 102



Cohorts for HIV Resistance and Progression in Indicn Children and Adults
(CoHRPICA) = )

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

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

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

o Develop a national HIV/AIDS database (with clinical-laboratory-socio-
demographic-and research data) to enable a singular digital platform for
epidenniolopical analyses, peneration of new researc

Objective A — Estahlishment of cohorts

CoHRPICA will be an open-ended, multi-center, prospective cohort study
enrolling HIV-umnfected, at high risk; adults (including Exposed-seronegative,
and HIV-infected individuals (including Early HIV-infection, HIV-infected adults
— with and without comorbidities, and HIV-infected chuldren) at the chnical

Centers of Excellence across India.

For HIV-uninfecied GDh:]I'ET males and females 18 years and above, who are at-
risk of HIV acquisition including

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

People who inject drugs (PWID))



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

o For all the volunteers screened, basic demo graphic, clinical and behavioral
data along with biological specimens will be collected and serum/plasma
samples will be stored. No targets are set for the niumber 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 i.e. 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.

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

-

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

NIE

Objective C — Development of National Database



]

Deslgm nrd - rr{ rdnp.:ncunn with the fevineed aly Jecthve 1, Lhz_:LLn:I‘T dé@nr establlshiment of mhnﬂ__v. has been modifisd

Methadalepy {Seciinns 3.1 - 3.6), Briefly, the modificatiang inclide populations afinterest and number of piarticipants ta be
screened, snralled and followed fncluding 4o¢ data and sarﬁpre collection} based an the ELfFOTE
epidermialopical status ang BInkal norems such as e aid n establisliment of eohorts of ESN, EHI, HIVSnTocted
atults (with or withoot co-mpedigitics), and HiV-infected ehildren;

* I afipoment with-Objective 2 i the revised protocal the mathodolagy far the bioregository has e s
detalled aut tin Sectian &) mientioning jte patentinl expansion and linkapes with mbas national and
internatiangt Lovernment of indl:-fupded mithitives and towards enabling sccoge of symiples toa hroader
research fraternity;

= Simllsly, towards Olective 3.0f the reyvined Fretacal, the methodolngy for the: database has toen Lxpllcithy
defined {n Sedt fans 5.3 = 5.5) tn detall aud jre funericanlitieg, processas relnted to its creation and
mimagoment 4o ensble itepratian of dasg for facilitating genaration af new resezrch questions and creation

| ofanorganized knowledge reganitary in Iniia, _
Other | @iﬁ and thelr rESpeLtive [ Based on the modified Study. sités and their respective focus
Changes fcus areas included objectives in tHe reyised aress nelude

L MNARI - for establishmient of pretocol and the capacity znd 1 HAHI—tnr.estahlfshrnnnrurmhﬂrls
adult LTNP coharts and the capabilities af tha pafficipating of HIV: uninfected Indlividugls
rational dotabase and institutes {in terrms of ACCESS to {including ESN) and HV-infected
biarepository relevant populations of interest individuals — EHI, HIV infectad adults

2. YRGCARE-far establishment af | far establishment of cohorts writh and withzut cnrnnrb[d'rtfes, and
ESM and adult LTNP cofpre FLross gROgraphics in India, and establishment of the state-of-tho-art

3. NIRT - for establishment af ESN ereation and maintenance af thi bintepository. Far wstablishmans of
cehortz amang MEM binrepository and the databzse), HIV-uninfected cohorts at NARI,
population following changes have been Eﬁi&hﬂa Institute Medical Seipnce

4. GHTM - for establishment of made in the revised protecal: Deemed University (KIMSDU) will be
ESN cohorts amang sero- = For some sites (NARL, the Implementation artner;
discordant couples YRGCARE, NIRT, GHTM, & Wmﬁ%_

3 C5TM -for astablishment of IGICH, and MIE), focus araas cohorts of HiV-uninfectod individua s
adult LTNP cobors) have been changed: {including ESN).and HIV-infected

6. IGICH - for pstablishment of individuals — EHI, Hiyv infectod adults
pediatric LTNP coharts with and without comorhidities;
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Date: 09" July 2019

Rel: GHF/SOL/2019/02

To
Department of Public Health Dentistry,

School of Dental Sciences,
Krishna Institute of Medical Sciences Deemed to be University, Kalad

Maharashtra.

WORK COMPLETION CERTIFICATE

l'his 1s to certify that School of Dental Sciences, Krishna Institute of Medical Scicnces

Deemed to be University, Karad has succcssfully complcted the health survey which was one
of the parts of a CSIR-NEERI project viz., Health study to assess the inzpaét of Water
pollution on Water borne diseases at the Ujani dam and Bhima river offered to Green

Health Foundation, Dombivli. e
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Krishna Institute of Medical Sciences Deemed to be University,»?K?r_ad for Green Health
Foundation, Dombivli for the period of four months from January - April 2019 for the total

amount including tax INR 353,110/- only.
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Summary of the Study

Title:
Implementation and Evaluation of Community Based Intervention for Upliftment and Voluntary
Participation in Biomedical Research Studies,

Purpese of ke Study.

The eurrent 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, Sexual and Reproductive Health and Biomedical Research.

LI orves)

e To assess awareniess and enhance perception of risks posed by HIV and 5T1s to sexual &
reproductive health;

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

o To identify hidden populations who are at risk of HEV and 8TIs and do a comparative
analysis of the factors responsible;

s To augment collectivization efforts and capacities for self-addressal of community
eoncems,

o To advance research literacy in communiliés and encouwrage informed and voluntary
partictpation in elinical and biomedical rescarch (BMR) studies: (including the National
HIV Cohort Stady),

Adetfodolig

Sivedy Doration: 1 year,

Study Partmers: Krishna Institute of Medical Sciences Deemed University (KIMSDLU ) Nanonal
AIDS Research Institute (NARI).

Stucly Sires: Karad, Ichalkaranji and Sangli in Maharashira,

Stucy Populations: () General population focused on adolescent girls and adult women involved
i risk behavior (b) Traditional high-risk populations like FSW, along with representation from
other relevant populations (Iike truckers, migrants, students ete.) who interact with the above-
mentioned focal groups.

Sty Desig,
This study has a two-pronged approach where efforts will be focused to reach cut o the hard-to-
reach high-risk populations to understand the factors affecting their participation in HIV care
continuum and biomedical research as well as implement and assess novel community engagement
tools townsrds enhancing research literacy for voluntary 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 using a mixed methods study design.

Study Protocol
Version 1.0, [Dated: 15 Nov 2019] Page 5 0f 18
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* A quantitative questionnaire survey to provide an overall statistical picture of the factors
affecting research participation at individual and community level,

* A qualitative semi-structured face-to-face interview and focus group discussions which
will enable in-depth understanding of the community perspectives towards willingness to
participate in HIV research;

(B) Designing, dissemination and evaluation of novel community engagement tools:
The community engagement tools and materials, developed based on formative research
and peer discussions, will be rolled out into the community foeused 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.

Study Pratocol
Version 1.0, [Dated: 15 Nov 2019] Page 6 of 18
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Background and Rationale

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 AIDS-related deaths have dropped by 46% and
22%, respectively, since 2010, The adult HIV prevalence at national level has continued its steady
decline from an estimated peak of 0.38% 1n 2001-03 through 0.34% in 2007, 0.28% in 2012 and
0,26% in 2015 to 0,22% in 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 sk of HIV infection, called key
populations (KPs) hke, Men who have Sex with Men {M3M), Female Sex Workers (FSW), People
Who Inject Drugs (PWID), Transgender Women (TGW). adolescents, migrants and truckers
among others. The UNAIDS has set ambitious 1argets of 90-90-90 wherein 90% of HIV infected
persons are aware of their status, 90% of those aware are on sustained Antiretroviral Therapy
(ARTY) and 90% of those on ART achieve viral suppression, To achieve these global targets, the
National Strategic Plan (NSP) for HIV/AIDS and STI released by National AIDS Control
Organization (NACO). outlines a framework of strategies and activities to be implemented over
the next seven years, In line with these, it becomes imperative to increase the HIV awareness in
KPs, increase knowledge about their HIV status and bring them into the treatment and care
continuum,

The HIV disease management landscape has also been evolving and newer advancements in the
prevention and trestment methodologies have brought about a paradipm shift in approaches to
address the global HIV disease burden. To value add to the existing disease management tools like
combination antiretroviral therapies (cART), researchers are working towards cnabling
development and implementation of new tools for HIV prevention and treatment, for example, for
pre-cxposure prophylaxis (PrEP),. micrabicides. long-geting implantable anti-retrovicals,
therapeutic and preventative broadly neutralizing antibodies ete. Towards design and development
of interventions that are according to the population-specific needs, it becomes relevant to better
understand of the complex interpldy between host, virus and the envirenment. Long-term cohort
studies across the globe have been instrumental in focusing on different aspectsof the HIV-disease
and 1n working towards a better discase managemaent tool.

Relevant studies that KTMEDE and NART have condueted

NARI 5 ALDS Rural Research Initlative in Maharashira (NARRIM = In order w generate data on
HIV awareness, and HIV status in rural population ond achieving the first goal of 909 of all people
living with HIV knowmng their HIV status, I[CMRE-NARI and TAV] through the suppont from
USAID has established a project entitled, *NARI's AIDS Rural Research Initiative in Maharashtra
(NARRIM) @ rureal research inftiative, a ehinie in eollaboration with Krishna Institute of Medical
Sciences, Deemed University, Karad in Satara district of Maharashtra, Under this project, a
situational analysis was conducted for entire Satara district focusing on three Millennium
Development Goals of reproductive and child health, HIV and tuberculosis and mapping of High-
Risk Groups and vulnerable pockets of HIV and AIDS to facilitate comprehensive understanding
of the Satura district to initiate future research studies on various socio-behavioural, cultural
determinants and bio-medical research in both rural and urban areas,

PHV- NARRIM (Promoting HIV Vaccine (PHV) Research and Development Through
Tech-transfer And Capacity Building For HIV Immune-pathogenesis Studies)- Subsequently,
MNARI initiated a community based open cohort (PHV Cohort) in the 65 clusters of Karad and

Study Protocol
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Patan block of Satara District, The objectives of this project were to-explore the perceptions of the
rural community regarding 5Tls, HIV, HIV testing and HIV préevention, tostudy the demographie,
behavioral, biclogical and program factors which are deterministic of STL/ HIV vulnerability and
risk among rural population and to identify potential stwlies pertaining o vaccing development,
175 health camps were conducted in 65 clusters of Satara district across Karad and Patan to recruit
participants in the open community cohort. During the community engagement, multiple
stakeholders in Karad and Patan blocks of Satara district were involved through meetings and a
program alligned to ‘one health’ approach named “Arogya -aplya Daari™ focused on HIV
counseling, testing, WCDs 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 critical for participation of both visible and hidden kev populations
not only in seeking care but also in participation in biomedical research studies which is otherwise
seen with suspicion.

Nuational HIV Cohart Study (CoHRPICA) = The National HIV. Cohort Program (Cohorts for v
Resistance and Progression in Indian Children and Adults — CoHRPICA), supported by the
Department of Biotechnology (DBT), Indian Council of Medical Research (ICMR) and [AVT, is
focused on creating specific cohorts, biorepository and database 1o enable understanding of the
disease and mid in development of new twols for discase management, Towards this, the Program
aims to bring together multiple institutes with interdisciplinary expertise (clinical, socio-
behavioral and biomedical} across India to establish o consortium that leverages on mdividual
strengths (o accelerate aceelerale population-besed studies in HIV/AIDS. As a part of this, NARI
(in working with KIMSDL) is responsible for establishing HIV uninfected cohorts from high risk
populations (including exposed seronegative eohorts), Early HIV infected individuals and dlso
HIV infected cohorts with-and without co-morbidities.

Courrant Need

A critical kev 1o the success of achievement of 90-00-90 in India. the above-mentioned studies and
also to other future HIY research studies or interventional trials is the participation of the relevant
community in these efforts, Therefore, it becomes extremely pertinent to extend the knowledge of
these developments (o the relevant community, understand their perspectives and the commumnity
needs, and their social and behavioral practices.

Recent programmatic data from Infegrated Counselling and Testing Centers (ICTC) highlight that
during 2015-16 only 3% of the newly detected HIV cases were from Targeted Intervention (1)
program focused on key populations whereas, 849 of the newly detected cases were from a mixed
pool of general population that need to be chametenzed by socio-demographic characteristics and
risk behaviors. Also, the current trend m sexuil network include non-traditienal intersctions like
non-hotspot-based sex work, part-time and seasonal 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 national priorities are now
fiocused on adoption of a wider definition of vulnerability and risk to reach out 1o these people at
risk who do not fall into traditional domain of key papulations.

Therefore, there is a strong need to 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 to bring more of them into the prevention, treatment and care
continuum, Towards this, national prioritics include appropriate design for community
interventions to outreach these hard-to-reach populations through integration with Sexual and

Study Protocol
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Reproductive Health education and greater convergence with the WHM adolescent programme As
Maharashtra 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. Alse, integration of social
and behavioral science and community perspectives early in idea generation and research study
design is imperative for the successful conduct of biomedical studiesitrials 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, Sexual and Reproductive Heslth and Biomedical
Research,

Study Ohjectives
The objectives of the current study are:
» To assess awareness and enhance perception of risks posed by HIV and ST1s 1o sexual &
reproductive health;
*» To understand the facilitators and barriers for adoption ond uptake of protective
interventions against HIV & 8T1s and strengthen uptake;
» To identily hidden populations who are at risk of HIV and ST1s and do a ¢comparative
analysis of the factors responsible: '
¢ To aupment collectivization efforts and capucities for selfaddressal of community
CONCETNS;
* To advance research literncy in communities and encourage informed - and voluntary
participation in ¢linical and biomedical research (BMR) studies (including the National
HIV Cohort Study).

tudy Duration
The study will be over a period of | year which will enable collection of data to understand the
community knowledge, awareness, perspectives and behaviors related 1o sexual and reproductive
health (SRH}, HIV and iomedical research (BMR); development of interventions to-address the
gaps — information, education and communication materials and tools: roll-out of these in the
community and impact assessment.

Study Populaticn

Given that women account for 41% of estimated PLIITV in India and recent evidences highlighting
gender norms can impact access fo services by affecting decision to seek testing, pursue ART or
other health seeking and the national priorities discussed above, this study will be focused on
adolescent and adult women of reproductive age (15 — 45 years) with risk behavior including the
key population FSW. Also, efforts will be made to include additional participants from other
relevant groups (like migrants, truckers, students, among 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 activitics and service delivery based on specific needs,

Study Sites
The study will be conducted in Karad, Ichalkaranji and Sangli in Maharashira.

Study Protocol
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Study Partners- Roles and Responsibilities

KIMSDU

NARI

CBO

IAVI

Alignment and agreement on goals; key issucs to be addressed; relevant community insights;
and appropriate messaging for addressing the identified issues

delivery, evaluation
& continuous
improvement of
interactive tools in
community learning
amd engagement

Program

improvement of
interactive tools in
communily leaming

-and engagement

prograim

delivery, evaluation
& continucns
improvement of
interactive tools in
cemmunity learmmg
and engagement
Progriity

Co-creation of | Co-creation of | Co-creation of | Funding and technical
interactive tools to | internctive tools to | interactive tools 1o | support
deliver key messages | deliver key messages | deliver key messages

through peer-led | through peer-led | through peer-led
“activities activities activities

Training of peer | Training of peer Training of peer

educators on | educators on educalors on

interactive tools and | interactive tools and | interactive tools-and

how to - effectively | how to effectively how 1o effectively

deliver them deliver them deliver them

Testing, Delivery, evnluation | Testing,

implemerntation, & conlinuous implementation,

Counseling, infermed
consent, mreeni.ng_,
and enrollment of
polential research

participants resulting
from CE efforts
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Study Design and Methodology
(&) Understanding facilitators and barriers towards participation in biomedical research

The study will be conducted using a mixed methods study design.

OQuantitative Camponent

A‘quantitative quesiionnaire survey will be adminsstered to the participants from both general and
FSW populations: This survey will aid in deriving a statistical picture of overall level of knowledge
and perception of the community about Sexual and Reproductive Health {(SRH), HIV risk and
prevention as well as the factors affecting voluntary participation in Bio Medical Research (BMR)
at both individual and community level.

Evaluation parameters

o Awarensss about HIV, SEH and general health
Perception about HIV and STI prevention
TreatmentHealth seeking behavior for HIV and SEH
Biomedical Research preparedness and research literacy

" ® &

Sample size for cross-sectional quantitative survey

The baseling comprehensive kiowledge about HIV and its prevention and transmiission in women
15 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 parnmeters. the sample size calenlated for the cross-sectional guestionnaire survey came out
to be 528 which was rounded oft 1o 350, Design elfect of magnitude 2 was assumed to account for
intra=cluster correlations.

The formula that was used in sample size calculation 15 given below:

(Za}® =p (1-p)
e =

Where, Za! Level of significance, p: Prevalende, o Precision

Clualifatwe component

The quantitative survey will then be followed by qualitative data collection including in-depth
interviews, key informant interviews and focus proup discussions among high-risk women of
reproductive age (15-45 years) including FSWs. It will aid in in-depth understanding about
community’scurrent knowledge, awareness, attitude and practice towards Sexual and reproductive
health; HIV risk, prevention and transmission and meéntal 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 also aid in further developing community
engagement strategies, communication materials and literaey tools for strengthening community
research preparedness and research literacy. Towards these the tools deployved would borrow from
“Participatory Action Research’.

Study Protocol
Version 1.0, [Dated: 15 Nov 2015] Page 11 of
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Data collection
‘Data  collection | Population Sample Focus of inquiry
method Size
In Depth | Adolescent girls and 20 o Awareness and perspectives
[nterview adult women of about SEH;
reproductive age with = HIV awareness: perception
risk behaviors visiting about risk and knowledge about
the health camps prevention, tésting and care;

o Current practice and perspective
about uptake of varions HIV Px
and Tx options;

» Research literacy: knowledge
about HIV science; need for
blood draw, behavioral
information and follow ups even

Key population: FSW | 10 if treatment is not required;
Participants from other | 6 * Facilitators and barmers “—f‘-"’m
relevant population like willingness to participsie in
truckers. migrants, BMR: !
sludents ete. » Perspective about specific
programs (HIY testing health
ecamp; Arogva Aaplva Dar)
key informants” | e Medical officer 3 {zach How can effectively implement
interview s Siaff nurse! other category) | this program for mone
health care stuffs peeroitments, which measures
o CUBOrep DAPCU should have been adopted to ra::ar.:h
rep vulnerable population, i!v_..‘m-' t_l[us
s Docedieh tedam progrmm benefited for high risk
iioirbiTs and vulnerable population, what
o Key stakeholders additional health care should be
from villages-Panch/ e
ASHA workers
Focus Group o Adolescent girlsand | 4 (7-8 Perspectives about SRH;
Discussions adult women of participant | Pereeption about HIV risk and
reproductive age per FGD) | prevention; awarengss about HIV
with risk behaviers testing and care;
e FSWs Research preparedness;

s Representative of
relevant interacting
population

Facilitators and barriérs to novel
biomedical interventions and
BME

Study Protocol
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Participant Sampling and Poarticipant Recruitment

Towards the study. 4 focus group diseussions (FGDs), 12-15 key informant interviews (Kils)y and
36 In-depth interviews (IDIs) will be conducted.

For the focus group discussions, diverse subgroups of high-risk population such as adolescents,
FSW3 (brothel-based, street-based. internet/social media-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 risk behavior and willing to participate in the
study after well informed consent will be eligible for participation in the interviews,

(B) Designing, Dissemination and Evaluation of Community Engagement Tools

According to NFHS 4, only 22% women in Maharashtra 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 to
IMprove community awareness, The national s.LmEL;_,iL prioritics are now focused on differential
approaches towards outreach and community services to muake them relevant to specific
pupuh:muns -and geagraphy such that it can improve communily ownership and engagement,
Therefore, it will be imperative to design, implement and evaluate novel communication sirategies
to enhance community perception about HIV risk. prevention and care. The awareness about HIV
seience and research will also be critical for enhancing uptake of HIV services and upcoming
inlerventions.

The current mterventions will focus on creming safe spaces 1w strengthen community
conversations and help create of an “HIV compstent Community” that would enable community
members to support each other in achieving behavior change, Rooteéd in various theories of Social
and Behavior Change Communication, the intervention aims 1o create strategies that would help
support inclusive and meaningful communiyy engapement. Towards this, the program would
employ various imteractive games, street 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 to these, with an intent to bring science cloger 10 community and provide an equitable
space for community to participate in research in meaningful manner, leamning tools will be
developed and implemented that will help break down scientific quests and help community vala
and think critically about HIV research and need for innovation and also help make HIV research
more people-centered,

Designing of the intarvantion

Exhaustive review of relevant literatures and discussions with relevant peers would inform the
designing of interventions for community engagement and education, Communication materials
would be designed and co-crested in consultation with the community members, program experts
and research staff to further strengthen communities understanding of HIV prevention, Scxually
Reproductive Health, Human body system and general health issues {such as non-communicable
diseases), health seeking options, disease prevention, and ongoing BMR.

Study Protocol
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The materials may include (but are not limited 10) leaflets, brochures, and posters and also research
literacy tools like Participastory Theatre Activity and Experiential Game towards explaining
various scientific basies in layman language.

Dissemination of the intervention

The community engagement for this study will be done in selected area of Karad, Ichalkaranji and
Sangli in Maharashtra. Mass level campaigning through [EC matenial, local level publicity and
advertisements in general population as well as focused engagements in FSW populations through
outreach meetings and service delivery camps based on specific community needs will be adopted
for increasing awareness and participation from the community including high-risk women from
both general population and FSW population,

Community sensitization will be undertaken in the selected sites. The community will be oriented
about the project, activities, and programs, Different methods will be applied for community
sensitization such @5 one o one session, group sessions, dissemination of information through
audio-visual modes and others. The commumty 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 25 well as their sctive engagement for the sereening of HIV testing.

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

Detailed CEP plan
Activity Site ' Number Implementor Purpose
Ouiresch Karad | [ Research The community will |
mectings/ Ichalkaram)] T 2530 Assistant be ariented about the
Bervice 2 Engagements (Interventionist) | project  activibies,
delivery o sangh o Pecrs and programs.
relevant Communiy
populations sensitization and
dissemination of
information through
audio-visual  modes
! and others, To
| understand the need
| of research  and
preparedness of
rescarch  in HIV
prevention
Participatory | Karad To give knowledge
Theatre T about the perception.
Activity Ic_mlwﬁjt facts about HIV,
Savzl Govt facilitics of
health care services.
Karad

Study Protacal
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Experiential Ichalkaranji To understand the
Ciame S-H[Igli -EllE:Eﬂ.ﬂ: !
epidemiology,

incidence, HIV
testing, treatment
outcome, adherence
benefits, social and
moral responsibility,
shigma reduction

Evaluation of Community Engagement Tools

This phase will evaluate the impact of community education messages for HIV (epidemiology,
testing, treatment, adherence and national programme), SRH, and biomedical research
participation on high-risk women from general and FSW population, This will be questionnaire-
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 baseline (before
commumnication engagement tools are administered) and at end-point (after the tools are
administered). Relevant qualitative and quantitative wools for analvzing knowledge and perception
will be adopted from appropriate *Knowledge-Attitude-Practice” and other behavioral science
framework.

Statistical Analysis

» The quantitative questionnaire survey will be analyzed to decipher the interplay between
socio-demography. knowledge and perception about SRH, HIV and BMR. participation
using frequentist approaches::

o The level of significance will be taken at 0.05:

» The effect of community engagement tools will be measured by comparing the appropriate
seores defined for this study across intervention and control groups.

The details of statistical analvsis will be outlined in the Statistical Analvtical Plan.

Study Protocol
Version 1.0, [Dated: 15 Nov 2019} Page 15 af
18



AR S AT LI LA Ed B ETTHENIL SLUUY VRN DIWEn Pl LiGAEia biue

Implementation Plan
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Respecting and Protecting Besearch Participants and Communities

Infarmed consent process

Informed consent will be obtained prior to any data collection, Participants in the
interviews will be presented with an mlormation letier that outlines the scope of the study and a
censent form that provides options o sign or put initials. Given the potential low literacy levels of
some participants, the research assistants will offer to read the mfcpmmn-::rn letier and consent form.
Following this procedure, they will then ask the poténtial participant questions about the study 1o
ascertain the participant’s level of understanding.

As part of the informed consent process; all potential participants will be wold 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.

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.,

Study Pratocol
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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 P1 with approval from the Study Advisor. The Advisor will be
responsible for overseeing the staff training for data collection and daia analysis.

Study Waorking Group [SWG]

At each site, a Study Working Group, consisting of the Pringiple Investigator, the study co-
ordinators and research 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 1AV will be organized monthly 1o discuss the progress of the study
and study related 1ssues.

Study Monitoring

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, recoriled and reported in
accordance with the protocol, is-consistent with locally-secepted practices and standard operating
procedures,

The Investipators and volunteers, by giving consent, agree that the monitor may inspect study
facilities and source records (e.gz., informed consent docunients, other source documents) as well
as observe the performance of study procedures. Such information will be trented -as stractly
confidential and will under no circumstances be made publicly available. The Principal
Investigator will permit inspection of the facilities and all study-related decumentation by
authorized representatives of IAVI and Government and Regulatory Authorities relevant to this
study,

stugy Deliverables

The key deliverables for all study sites would include submission of (a) monthly progress and site-
specific performance reports including field events, photos from sites ete; (b) SOPs, infervention
strategy and trining resources developed including guidelines and manuals; (¢) original raw data
(including field notés, 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 1o IAVL In addition, any publication/ submission of
abstract/summary or presentations in national and international conferences/peer teviewed
joumnals must have prior approval from [AVL

Investigator's Recards

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 logation.

Study Protocol
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Fublications

Manuscripts will be developed from the study reports. All manuscripts, absteacts, reports will be
reviewed and approved by the study PL study advisor and in warking with the study sponsors. The
researchers along with other contributors from partner -agencies (including IAVI), where
appropriate, who have substantially contributed to the manuseript will be given a co-authorship in
accordance with the standard publication ethics guidelines.
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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 (KIMSDU)
3. | Sub-recipient DUNS Number: 859167931
4. | Federal Award Identification Number: USAID Cooperative Agreement AID-OAA-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 $97,745
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 $97,745
other donor funding)
11. | Federal Award Project Description 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.S. Agency for International Development (USAID)
13. | Pass-through Entity Name and Contact International AIDS Vaccine Initiative (IAVI)
Information 125 Broad Street, 9™ Floor, New York, NY 10004
Lola Sunmonu: Isunmonu@jiavi.org.
14. | CFDA Number and Name 98.001, USAID Foreign Assistance for Programs Overseas
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International AIDS Vaccine Initiative

negotiated, or de Minimis KIMSDU (10%
of MTDCR)

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

18

Additional requirements imposed on
pass-through entity i.e. environmental
compliance requirements (22CFR 216).

19

Type of Award

Cost Reimbursement Fixed Cost

Other
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Assessment of Experiential learning-based Community
Engagement Tools to Enhance Research Literacy and
Participation in HIV Biomedical Research in Rural Maharashtra

Protocol No: 203/2019-2020
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Study Investigators, Implementation team and Institutional Affiliations

KIMSDU
Asha Jadhav Signature:
Principal Investigator Diaculigned by:

Dr. lsla Jadlean
Director Extension Activities 337CAOAQF1EB4EE...
Krishna Institute of Medical Sciences, deemed to be | Date:
University, Pune Bangalore Highway, Malkapur, 10/16/2020

Karad Dist .Satara 415110

Email: kimsdea@gmail.com
Phone:9421576382

e Suhas Shewale - Program Manager

¢ Ganesh Shinde - Project Assistant

e Manoj Kumbhar - Project Assistant

e Ravindra Kurade - Project Assistant

e Nayana Yenbhar - Project Assistant

e Sachin Sakate - Interventionist

e Asmita Deshpande - Interventionist

e Satish Kamble - Field worker

e Vaibhav Patil - Counsellor

¢ Anisa Mulla — Field worker/Technician

e Shruti Kulkarni - Data Entry Operator and Accountant
e Rais Patel - Study Co-ordinator

e In working with partner CBOs (e.g. SANGRAM- VAMP, Muskaan)

NARI
Seema Sahay Signature:
Study Advtsor DocuSigned by:
M. Qeoma Wa,
Scientist-G, 10A4CABCEFD3466...
ICMR-National AIDS Research Institute, Date:
Pune-411026 10/21/2020
Email: ssahay@nariindia.org
Phone: 020-27331200
TIAVI
Joyeeta Mukherjee Signature:
Manager DocuSigned by:
4 Factory Road, Near Safdarjung Hospital, Ansari joqu,fa M(wqu,
Nagar West Date: 4BYFAAF73DB5411...
New Delhi 110029 " 10/15/2020
Email: jmukherjee@iavi.org
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e Paromita Saha, Specialist

e Devi Leena Bose, Sr Manager

e Saif ul Hadi, Associate Director
e Shweta Chatrath, Manager

e Monal Nagrath, Specialist

e Kashma Goyal, Consultant

Study Sponsor

TIAVI

Rajat Goyal Signature:

Country Director - IAVI DocuSigned by:

4 Factory Road, Near Safdarjung Hospital, Ansari @V- Kajaf 50(1@
Nagar West 7351364256DE46F ..
New Delhi 110029

Email: rgoval@jiavi.org Date: 10/15/2020

This study is made possible by the support of the American People through the United States Agency for
International Development (USAID) and the US President’s Emergency Plan for AIDS Relief
(PEPFAR) through IAVI
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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 (KII) 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:

Study Protocol
Version 2.0, [Dated: 15 Oct 2020] Page 6 of 30



DocuSign Envelope ID: 3D3DE6EE-EAE3-4D6B-B9F1-41738D3EC9ES

Confidential Community Engagement for BMR Participation

e 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.

e 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.

e 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. HIVinIndia

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 AIDS-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 HSS 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
enrollment, 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:

e 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;

e 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;

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

e 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 roll-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 1AV, 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 establish 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 socio-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
3.1. 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. Objectives:

The objectives of the current study are:

Objective 1: To understand the facilitators and barriers towards participation of HIV at-risk community
(FSW, MSM 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 vulnerability 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 Collection
4.3.1. 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 enquiry

Based on the overarching conceptual framework of COM-B, the data collection efforts will be directed
towards the following:
e Identifying key drivers (both enablers and barriers) of community participation in BMR;
e Analyzing influence of the EL tools on research preparedness and willingness to participate in
BMR;
e 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 capability

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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e Burden of engagement — competing responsibilities including job, home and child care;
availability of resource for mobility and travel; time and cost of travel;

e 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;

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

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

e Conducive environment that promote equity and inclusivity in research engagement.
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Figure 1: Overarching conceptual framework of the study

Automatic motivation

Emotional and impulsive factors that might drive willingness to participate in research include:
e 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);
¢ 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:
e Perception attitude towards HIV research;
e Perception about HIV risk and personal relevance;
e Perceived benefits of research and expectation about outcome — altruism and community
welfare;
¢ Confidentiality concerns and level of trust towards researchers;
e Experience regarding empathy and cultural sensitivity in researchers;
e 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:

e 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.

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

e 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.

e |mplementation: 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.
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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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4.4.  Study Design

The study will be conducted using a mixed methods approach which will have quantitative surveys as
well as qualitative interviews and discussions. The study activities are proposed over the period of 9
months. Details of the methodology across the study objectives are provided in Figure 1 below:
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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, MSM and TG) in HIV biomedical research (BMR) studies

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

e (Qualitative interviews with key informants (key informant interviews- Klls) 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 Kl perspectives of community willingness to participate in BMR.

4.4.1.1. Baseline Surveys

e 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.
Sampling:

o A total of 600 baseline surveys will be conducted across all study sites to capture the
diverse perspectives among FSW, MSM 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.

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.

4.4.1.2.  Key Informant Interviews (Klls)

[ ]

Target population:
Klls 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, bioethicists, 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.
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;
Method:
The qualitative 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.

4.4.2.1.  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 quantitative
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.

4.4.2.2.  Assessment of EL-based community engagement Tools

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
Version 2.0, [Dated: 15 Oct 2020] Page 18 of 30



DocuSign Envelope ID: 3D3DE6EE-EAE3-4D6B-B9F1-41738D3EC9ES

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

e 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:

| Physical & Social Opportunity Automatic & Reflective motivation

Study Parameters - Lines of Query

*  Knowledge about HIV science

*  Understanding of HIV research

—rationale and process

* Understanding of the science
behind health seeking
practices — regular testing,

adherence to treatment

* Burden of engagement

*  COVID 19 induced social situation

*  Moral values, stigma and discrimination
*  Opportunity for open conversation

*  Gender norms and relationship dynamics
* Role models and positive deviance

*  Equity and community inclusivity

ee

@ Baseline survey
. Post-intervention survey
@ End-line survey

_O_.__'

Key informant interview

. Community Conversation

Figure 4: Mapping of specific methods on line of enquiry.

Study Protocol
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* Perceptions and attitude towards HIV research
*  Fear & anxiety regarding research procedures

* Risk perception and personal health goals

*  Confidentiality and trust

*  Empathy and cultural sensitivity of researchers
* Level of engagement in research

* Perceived benefits and expectation

(Adapted from Michie et al 2011)

Page 19 of 30



DocuSign Envelope ID: 3D3DE6EE-EAE3-4D6B-B9F1-41738D3EC9ES

Confidential Community Engagement for BMR Participation

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. Data Validation

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
quantitative 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.
Unique 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 information 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 unique 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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Aim - Assessment of Experiential learning-based Community Engagement Tools to Enhance Research Literacy and Participation
in HIV Biomedical Research in rural Maharashtra
Objective 1 - To understand the facilitators and Objective 2 - To assess the utility and implementation features of experiential learning-based
- barriers towards participation of HIV at-risk (EL) tools towards advancing research literacy and community engagement in BMR
g community in HIV biomedical research (BMR) studies
E SubObj1.1-To Sub Obj 1.2 - To outline the Sub Obj 2.1 - To assess the overall Sub Obj 2.2 - To assess the Sub Obj 2.3 - To understand the
ey understand community influence of external factors change in knowledge, perception & role of experiential learning salient factors that influence
(@) willingness to participate (including COVID-19 pandemic) willingness to participate in BMR tools in enhancing implementation of the intervention
in BMR & drivers of on informed and voluntary BMR brought about by the experiential community engagementin including in the context of the
decision-making participation learning tools BMR current COVID-19 pandemic
>
(=13}
£ i
o - -, 3 .
'8 Baseline Survey Post Intervention Survey Community Conversation Key Informant Interviews Process Data End line Survey
< 1 2 3 4 5 6
Q
E Triangulation from Triangulation from Trmﬂgufuﬂﬂnfmm Triangulation fram
1&4 1,2,4&6 3,4&6 2,4&5

Outcomes

Figure 5: Study Analytical framework
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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.

Key drivers of community
participation in BMR

Influence of EL tools on research
literacy/willingness for BMR
participation

Shift in the level of engagement
of the community in research

Factors influencing
implementation of the EL tools

*  Facilitators/Barriers

* Context (across KPs, across
sites)

*  Counterfactuals/Other
external factors

* Influence of COVID-19

e Change in understanding of

HIV science & research

* Change in willingness to

participate in research

*  Perspectives about the need

for better health seeking
behavior

Intra —community dialogues
on HIV R&D
Community-researcher
dialogues

Trust in research process
Community perceptions on
their involvement in research

Fidelity

Reach/Exposure

Reception & Participation
Satisfaction
Implementation (incl in the
context of COVID)
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Strengthen participatory mechanisms of GPP to make research ‘equitable,
reciprocal and relatable’ to create a research enabling ecosystem.

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, MSM, 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 theory 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.

7. Ethical Considerations

7.1.  Informed consent process

Informed consent will be obtained prior to any data collection (Annexure 6). Participants in the
telephonic interviews and surveys will be presented with brief background 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

Development of conceptual/theoretical/analytical

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

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

Study implementation

Training of study team and peer educators

Stakeholder engagement

Qualitative data collection

Quantitative data collection

LS I G I G I G I

Roll out of intervention

Data Analysis

Analysis of study data | v v v

Dissemination of study findings

Report writing (monthly reports and final report)

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

Study oversight

Study team coordination v
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Study conduct according to recommended best practices | ¥ v v
and ethical standard
Protocol adherence and technical appropriateness v v v
Study Monitoring

8.3.  Study Implementation and Oversight

8.3.1. Study Implementation Team
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.

8.3.2. Study Work Group (SWG)
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 Board (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.

8.3.4. 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. Advisory Group
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/summary or presentations
in national and international conferences/peer reviewed journals must have prior approval from
IAVI.

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 PI, 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 collection tools
10.1.1. Baseline survey (Annexure 1)
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)

10.2. Informed Consent Form (Annexure 6)
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Sub-award/Contract Budget Narrative

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

PERSONNEL — Total INR 38,34.000

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.

3.

4.

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 PI. 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.

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.

Project Assistant cum interventionist (Two)- INR 2,88,000

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.

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. S/he will be paid a total salary of
INR 2,16,000 @ INR 18,000 per month for 12 months.

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.

Laboratory technician — INR 2,16,000
S/he will perform HIV testing in community and compliance with biosafety measures. S/he 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

11.

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. S/he
will be paid a total of INR 3,72,000 @ INR 31,000 per month for 12 months.

Co-ordinator — Mr Rais Patel [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 Yaday [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
S.N. 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 etc.) & Misc. 50 1500 75,000
Total Cost 3,00,000
2. Headphone & Recorder, Battery: 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 1 Unit (3 user) 1,51,200
(Current rate USD
2100 for 3-user
license)
2 PC will be used by two Project Assistants 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. 1
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 No.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 outreach 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 PI/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 Pl/co-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.

OTHER DIRECT 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, I'T support etc.

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

Sr.No.

Particulars

Units

Rate

Cost

1

Travel allowance to IDI
participant from general &
high-risk populations

Refreshment

12+24=36

36

300

60

10,800

2,160

Travel allowance to Key
informants (KII) 3 (each from
4 categories- 1. Medical
officer, 2. Staff nurse & other
health care staffs, 3.CBO
representative, 4. DAPCU
officials)

Refreshment

34 =12

12

300

60

3,600

720

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 (KlIs) 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, KIIs 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.

. 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.

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.

Community sensitization through promotional activities - INR 60,000

Total 4 Community Sensitization meetings will be held (one in each quarter) at the cost of
INR15,000 per meeting, towards ensuring dissemination of IEC materials. This outreach would
include both print and electronic media. Relevant IEC materials created and distributed will
include pamphlets, brochures, posters etc. This is budgeted at a total cost of INR 60,000.

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.

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
resource 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 5,060,318
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

PERSONNEL — Total INR 26,27,737

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 (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.

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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4.

will be devoting 100% time on this project. We have budgeted this post at INR 31000/month for
8 months.

Project Assistant (Two) -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

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

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. 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.

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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9.

10.

L

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

She will assist in counseling services to participants and support them seek health 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

Co-ordinator — Mr Rais Patel [Institutional Support]

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.

SUPPLIES — Total INR 2.05,000

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

Sr.No. | Particulars No.of Cost of Petrol, | Per No.of Total cost
Vehicles | Lubricants & | month | Months
maintenance cost
1 Community 2 12,000 24,000 |8 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 2.82,000 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 PI /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 conducting Key Informant interviews
with identified stakeholders. This has been estimated at 1 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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1 Honorarium to Resource | 05 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.

. 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 4,89,000

Each participant attending key informant interviews (KIIs), 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.

. 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.

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.

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 IEC materials. This outreach would
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include both print and electronic media. Relevant IEC materials created and distributed will
include pamphlets, brochures, posters etc. 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 eqipments, mobile
recharge for research team to conduct telephonic interviews etc.
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 CBOs/NGO partners will be engaged to 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 3,30,690
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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“Implementation 2od Evalustion of Community Basad
Intervention for Upliftrmant and Yoluntary Pargicipation in
Blomedical Research Studies" -
Installment 11 30,000 USD @ 1 USD =*50.65

rant No: ADE723

Total 2,085 500.00

*  PAN No. : AAATEAZGSEH

o BankAccountio. LABROZ(ID04439

g ¢ Bank Mame : FEDERAL BANK'
,_g_? * Branch Address . Katad Branch, Plat w0, 453/B, Ground Floor Ganesh Apartment,
- Shaniwar Peth Karacl, MAHARA SHTTA STATE, INDIA. 415110
¢ |FAC Code g FORLOOOLE0R
-._._"_______-——-'-
Registrar Dr, Acha Jadhay
KIMSBU, Karad,

Site Principle Investipator
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Date: 10 Jung 2020

To
International AIDS Vaccine: Initintives
4, Factory Foad, Ansari Road West
Maw Delhi '
Invoice no.;
Date: 10 June 2020
| SrNo | Description NI

1 Refease of advance under the project entitled *Implementation 209550000 |

and evalustion of cormunily based intérvention for uplifiment
and veluntary purtleistion i Hometical tessarch studies’
Instalment o, 20 30,600 USLDHD | USD =659.85

Grant number AUSTIS

| Tuial 20935000
PAN Ma ANATRIZESH
Bank Accovnt MNo: 14955 200004429
Bank Mame Federal Bank

DBt -H Adddrass Karnd Uranch. Plot No, 469/B, Ground Floor Ganesh Apartment,
Shantvde Peth, Burad, Maharpshica, Indin 415110

IF5C Code FRRLUOGI49E

Registrar, KIMISDL, ¥t Dy Asho Tadhaw, Site Principal Investignta
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International AIDS Vaccine Initiative
Subaward / Contract Budget

Project Manager
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General Information

Dr.Asha Jadhav

Organization

Krishna Institute of Medical Science "Deemed to be University" (KIMSDU),
Karad

Project Title

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

Project Duration

Title

One year

Project Manager Contact Information

Address 1

Address 2

City

State/Province

Country

Zip Code

Phone

Email

Contract Administ

rator Contact Information

Name Dr.S.K.Danga

Title Medical Officer
Phone 9372045685

Email sunder147@gmail.com




Project Duration: One year

Dr Asha Jadhav

8/30/2019

- 8%
2t Currency: USD (@0.0143) .
Title Annual Base Salary % Effort Fringe Benefits % Salary Request Fringe Amount Total Sala
dhav Principle Investigator 75.0% - -
ga Co-Principle Investigator 50.0% - -
Program Manager Non medical (12 m¢ 12,012 100.0% 8.0% 12,012 961
Project Assistant (12 months)-Two 10,639 100.0% 8.0% 10,639 851
Project Assistant (8 months)-Two 7,093 100.0% 8.0% 7,093 567
Project Assistant cum Interventionist (8 4,118 100.0% 8.0% 4,118 329
Project technician (Field worker )-(12 m 3,089 100.0% 8.0% 3,089 247
Staff Nurse -12 months-One 5,405 100.0% 8.0% 5,405 432
Lab technitian 3,089 100.0% 8.0% 3,089 247
Accountant cum Data Entry Operator 12 5,320 100.0% 8.0% 5,320 426
tel Co-ordinator 50.0% - -
ri Yadav Health Assistnt 50.0% = =

SUPPLIES (Please itemize supplies below)

Unit Unit Cost Number of Units

/ Consumables HIV test kits and Plasticware 3 1,500
e & Recorder ,Battery 286 4
Computer Accessories 644 2

972 1

tware 2,162 1
272 1

\d Stationery Pages 0 10,000






Project Duration: One year

INTERNATIONAL TRAVEL

itle From / To Transportation Lodging Meals

DOMESTIC TRAVEL 2

itle From / To Transportation Lodging Meals
y Mobilization related travel Karad to Sangli,Patan 5,148
/ersight related travel Karad/Pune to Sangli,Patan, Karad 858
ous travel 1,001

CONSULTANTS

itle Unit (Hour, Day) Unit Rate Number of Units




Project Duration: One year

OTHER DIRECT COSTS

y Advisory Board (CAB) Meetings (two meeting in a year )

uilding training Program (4 capacity building program in a year)

tion for participants with refreshment for total 864 (64+400+400) particicpants at 300 INR rate and 60 INR per person refreshment cost for 64 participants
or session ,Total 15 peers for 15 sessions in Karad,Patan & Sangli (5 session at ecah place monthly)

1 fee (Translation form Hindi/Marathi to English & Typing ) tentative pages ~ 5000 per page 30 INR

y sensitization throug promotional activities & media sensitazation (4 meeting will be organised)

lopment for Intervention

nt advertisement

ons & Meetings

tion workshop

ECT COSTS - TOTAL
SUMMARY

t Costs (Total of all budgeted costs)
dified Direct Costs (Total Direct Costs less Capital Equipment)
ct Costs (@8%)

CAPITAL EQUIPMENT > USD$5,000 ™*



Project Duration: One year

harges should be based on an organization's existing NICRA with the US Government. Organizations that do not have a NICRA letter with the US Government may elect to either (a) charge all costs as direct costs in the b
a de minimis rate of 10 percent of modified total direct costs (MTDC). This 10% de minimis rate may be used indefinitely (2 CFR 200.414). Costs must be consistently charged as either indirect or direct costs, but may not
arged or inconsistently charged as both. MTDC means all direct salaries and wages, applicable fringe benefits, materials and supplies, services, travel, and up to the first $25,000 of each subaward (regardless of the perio
ce of the subawards under the award). MTDC excludes equipment, capital expenditures, charges for patient care, rental costs, tuition remission, scholarships and fellowships, participant support costs and the portion o

in excess of $25,000. Other items may only be excluded when necessary to avoid a serious inequity in the distribution of indirect costs, and with the approval of the cognizant agency for indirect costs.

ust comply with the Fly America Act
euticals are defined as restricted goods and must be purchased in accordance with USAID guidelines (ADS Chapter 312 - https://www.usaid.gov/sites/default/files/documents/1876/312.pdf)

nt means tangible personal property (including information technology systems) having a useful life of more than one year and a per-unit acquisition cost which equals or exceeds the lesser of the capitalization level esta
-Federal entity for financial statement purposes, or $5,000. See also §§200.12 Capital assets, 200.20 Computing devices, 200.48 General purpose equipment, 200.58 Information technology systems, 200.89 Special purp
t, and 200.94 Supplies

seted costs must be allowable in accordance with 2 CFR 200 Subpart E, Cost Principles: http://www.ecfr.gov/cgi-bin/text-idx?SID=68d04dd5b9d6af9eee19903dd4173199&mc=true&node=sp2.1.200.e&rgn=div6




