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Harad, Dist. Satara (Maharashora State) Pin; 415 110

Website: www.kimsuniversityin

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

[Declarsd s 3 0f UGE Act, 1956 vide Notification No. F.9-15/2001-113 of the Ministy of Hunian Resoures Developmiat, Gove. of ndia ]

Tel: B2164 -Z41535.568 Fax- 02164 243272/242170

E-mall: coptact@kimzuniversityio

Dr. Asha ] jadhav
Program Director,
PPTCT-ICTC KIMZDU,

Karad.

This is to certify that following is the financial suppert 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
‘Vk C}E\ > r,,.czg-“‘i::___d_.
::H?I"C‘"—”"“? e Program Director,
PROFESSOR, . -
PPTCT-ICTC KIMSDU,
DEPT. OF OB. & Gyn
dﬁ'—'- e
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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, Krishaa Institute of
l Medical Sciences Deemed University, Karad the authorized signatory, hercinafier referred to as
* PPP implementer, which expression shall, unless repugnant to the context, include its-successor in
i business, administrators, liquidators and assigns or legal representatives.

L PURPOSE OF THE COLLABORATIVE PROJECT

The purpose of the agreement is to set up NACO certified facility integrated counseling and testing
ﬂ centre for HIV counscling and testing in a private sector/not for profit /non governmental

organizations run health facility through a public private partnership. The aim is to provide access
} to quality HIV counseling and testing services o clients who access private/not for profit health

care system in both urban and rural areas of the country.

%’ 2
Disrict Progremme Officef
DRPCU- Satara.

.C’x\#::"‘-ﬁ—--‘*'j?h—ﬂ g oAy ,cz}w.__/{
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L is agxee’mﬁnt between NACO (through MSACS), and Krishna Institute of Medical Sciences

..Demed University, Karad to scaling up Integrated Counseling and Testing Centers. {ICI{?} s T

A 'Pmnm of Parent To Child Transmission of HIV centers (FPTCT) in state and Privatc Health i
“facilities (private sector/not for proﬁt Inion govemmmtal organizations run health facility Husp:tals
' mﬁmﬁm hnmes} :

I RESPONSIBILITIES oF mﬁ: SACS / DAPCU:

ok Tu su_ppiy rapid HT"!’ diﬁ@iﬁﬁi& kits {3 different antigens/ principles) in quarterly advance as
= ! Krishna Institute of Medical Sciences Deemed. Hmversity, .

Kars mbjuc:t to mﬂaﬁm'of bove kits with SACS. While every effort. will be made to
pmﬁdn uninterrupted - mppt}f of above kits, SACS will not be held responsible for ‘any

shortage of above kits due 10 un foreseen circumstances.
2. To provide training of staff of ECTC {staff of facility) in HIV counseling and testing in NACO
approved centers. If required rore than one ttaining will be provided by the SACS.

pply: prozectwe klts-fnr delivery of HIV posilive pregnant woman as per requirement to

Deemed University, Karad.

';_gtamfxmhui Institute of mamsmm

iacmg the HIV test kits, registers, formats ete. from the office of the SACS and for
it of ¢ coded hlumi sampk: 1:54' dcll‘very of blood test records from Krishna Institute of
i 1 irersily, Karad to the SRL (State Reference Laboratory-
*__ thority} under the external quality assuranice schemes
id&[lﬁ&ﬂﬁ?ﬂ' Inwgmwd Cunnsc]mg and Testing Centre”
ALS hf Indin in !ub!, Iﬂﬂ? or

ngEP : wlaxis) drigs for.
of acai enital nmmc ﬁ--'Kmﬁ'ﬁn nstitute of Medical Sciences: Decmed Unmty,

_l;i‘ﬁﬁudﬂnwmd}r Kara irmm:m.
o ﬂlgpi}‘ condoms mprmi ﬁar'd@nnnm:un aﬂd dis’mbutmn to clients. cmmng to the ICTC
e |
8. To supply prophylactic. ARV dmgs ﬁ:-r preve:ﬂmn of transmission from HIV pusstwe mother
: to their new born babies as per national protocol,
9. To evaluate the pt:ﬁmm ﬂf the ICTC pcnudlcally as per moniforing and evaluanun tools
; Wmd by NACO/SAC :
10. To provide Registers 2 Format asipur “{}perahmal guidelines for Integrated Counscling
and Testing Centre” puhlmwé by NACO, Ministry of Health & Family Welfare, Gowt. of
. Tndia in July, 2007 mmmw&mmn thereof.
S 1LTe w:de capacity building iﬂm mﬁ' of pmnaﬂ: sector involved in ICI'CHW'IUT 5
s Mmmermg support ‘qﬁmvm‘ required, to ensure smooth functioning of ICTC/ FI’?E‘T in
private sector. Nevertheless, also ensure the quality parameter.
“13. Support Private Sector ICTC/PPTCT team in record keeping and provide the necessary
nformation to MSACS which can be fed info CMIS format of NACO.,

; "ﬂ@ﬂﬁm-ﬁfm pCHU, Satara.

———

Fég\jc:_a_:‘..sl\,{: L
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HI. 'Responsibnlmm af Krlshna Institute of Medical Sciences Deemed University, Karad:
1. To provide a room with suitable, sufficient and convenient space to be used for munselm‘g
 purpose with adequate furniture, lighting and privacy and any other infrastructure required.
2 To provide a laboratory equmﬁed with refrigerator, centrifuge, micropipette, needle cutter, ctc
for HIV testing & blood: sample storing tacility,
3. To designate existing staff or appoint new staff for the posts of counselor and faboratory
technician in the ICTC. To also designate an existing Medical Offi icer as ICTC Manager,
4. To provide consumables such as needles, gloves, syringes, serum storage vials, microtips, efo.
of standard qualify mquired for HIV testing to the ICTC.
5. T'o provide counseling and testing services in the ICTC to any client who approaches the
ICFC without discrimination either freely or on receipt of a charge not exceeding Rs. 75/-
as per protocol laid out in the gmde!me text per “Operational guidelines for lntegrazed
" Counseling and Testing Centre” published by NACO, Ministry of Health & Family Welfare,
vi, of India in Ju "m-newervmmthmfmehmywunbemmdemy

101 hents ahd ‘maintain confi dsn"tml"ﬂy Provide data pmt&;tiﬂﬁ systems
_ -,h} ensune that _nccarﬁs fall ﬂmse who' are counscled and tested are not accessible to any

TC ‘i'i.'hn -are wnducﬁng three  test, both ummg and
% AKT links a5es !‘mmd HIV positive in ﬁmﬁty
all fC‘PEI-gtriﬁvﬂm instructions of NACO which

nes for angmad Counseling. and Tﬁtmg
Family Weﬁarr-, Gowr. of India in .Iu{y,

niversity : € : fur q;t—yﬁutmhn@d delivery of services,
rz Tn purtlclpﬂ!c in EQ.&:S {E'ﬂm‘l Qua!’ly Assessment Scheme) as laid out in the above
mentioned gu:dclmﬂ fext. Labomtory In charge, Krishna Institute of Medical Sciences
I}eemeﬂ Unwerslt}', Karad will send samples in-the first week of every quarter, for cross
checkin.g to the SRL {sme reference laboratory-state/ district [CTC management authority)
nmab every. quarﬁ!f ic laboratory technician designated by Krishna Institute of Medical
Sﬂemu Deemed University, Karad (o ensure that these samples arc collected in thc first
nﬁ&oﬂanmqr Apnl, ly and Dctobw&- sent to the SRL.
13, To pmwde data and qurmatmn to the coordinating agency to perform their duties as per the
instruction and direction from SACS
14.To send monthly report to the SACS/DAPCU in CMIS format by 5th of every month in

mgsﬁmmdmmmpﬁbdbyﬂmmcs

Digrtict W Officer i
DAPCY, Satara.

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

: d-::Iwary, PEP (post exposure prophylams] drugs supplied by the SACS at the service delivery
. purpose by Krishna Ilsﬁtﬂeef Medical Sciences Deemed University, Karad.
="-Ié.TumainHin mmﬂsﬁrﬁeﬂimmﬂdmﬁmwd:ﬂhﬂhe SACS. - =
SR mmmm:f‘__ "nf&tswsaﬁgiwmsﬂmwmdmmvwﬁg. :
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
mfannatmn of &m PEP focal point/ person as well as the location where the PEP drugs are
EI] To follow the mmcmal protocol for ARV prophylaxis for prevention of parent to child
tmnsrmssmn of HIV (PPTCT).
=521 Tuattmd cwrdmat:—m:fm:wmmtmgs conducted by SACS.
22 “I‘-a enstre that no research or clinical trials are done on the clients who visit the ICTC or-
imcd cm dma nf ::hcn!s who visit. thc ICTCs.
i the 'i&tr?ct level and SACS level as per the supervisory
gﬁnﬂe‘t&ﬂﬁmnw Cmmeling and Testing
of Health & Family Welfare, Gowt. of India in July,
'_ 15 dliow m_xs to aﬂﬁmnzed NACO/SACS/DAPCU

~nity E s '_ '_g me“ puhhslmi by NACD Mims:nf uf Hcahh &
Ftumhr Wclfarc, Govt, of Tniifﬁlﬁu?y 2007 or any newer version thereof, in the laboratory
by Krmlma lnsﬁtne@f Medical Sciences Deemed University, Karad
26. To reuow Wanmml Ams Control PeJacb, & State HIV/AIDS policy.

I sﬁe Tt g'fmﬁ oI in full f:;m:c and cffect fora period ofunc TW

ificatio of ﬂm site nf ilin: mlia!malwc tes:mg pro_lmt as “NA{:I}"SACS_

SI‘BAPCUWHI supfmt e prive sac‘tor in commencement and closely coordinate for smooth

rc:-"l'fc_n':t.
St
srtict Programme Officer
e o APCY, Satara.
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 RENEWAL OF AGREEMENT
_ 1} This Memorandum of Understanding is renewable at the option of Krishna Institute of
 Medical Sciences Deemed University, Karad/SACS,

2‘)-;'% months prior to the: aﬁpiry of the Memorandum of Understanding due to efflux of tuﬁe
SACS shali intimate Krishna Tnstitute of Medical Sciences Deemed Un iversity, Karad'if it
intends to renew or not 1o renew the Memorandum of Understanding.

3) In the event that SACS decides not to renew ‘the Memorandum of Understanding, Krishoa .
Institute of Medical Sciences Deemed URIWI'SI'.]", Karad shall give notice to the patients
;pgardmgtlm caneaﬂmm uf:ts cemﬁcmgn In the event that SACS decide to renew the

' of : g, fhe terms and oﬁidmﬁns of this Memorandum of
%mmdmg, nsmy’lﬁ anmﬁad. will apply.

VL TERi‘rﬂNATIUN UF&GREEMENT
L) ﬁny party may tcrminate lhlS Memumndum of Understanding after giving three months
e mﬂﬂ: to the other party at the address provided in this Memorandum of Understanding for
~ gor nce ﬁrﬁi 1 -iﬁm’ﬁﬁ&ﬁmd for the purpaae and mkmwh:dgﬁa in vmtmg by.

q%ﬁan arising 9,! any time between the pa,mus hereto arising

120 with or in relation to this agroement shall be referred 1o and seitled by

arb:tmmn under th-a' ;H‘ﬂ'i’l:imﬂs rc-f the Indian .-'Lrb:mnon and Conciliation Act, 1996 or - any
ﬂmd:f' wuon or rq;lﬁﬁpmmt théreof as apphcab!c for the time being in India.

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

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

u&‘&:ﬁsa:y_ iswk ept 1 nf fany hﬂithc.are personnel with experience'of working in the field of

3} 'ﬁieplace u‘fm"h'__"_ ‘E:erﬂmv Dﬂhi or the site oFthecﬂilaﬁmnch!amwry

which shall be dibcmdhgthb arbitral tribunal h!amlg in mind the conivenience of the parties.
4) The decision of the ﬂfbﬂﬁi@r sh&ifbe final and i‘nmﬁ ng on both the parties.

Disrtict Programame Officer
DAPCU, Satara.

TRAR
shna ]ﬁﬁﬁmw B

Deemed University, Karad NJ
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- EAW mw:aﬁm:

: This Memorandum of Understanding shall be construcd and governed in accordanw with the Iaws

af Indaa

= ADRESSES FOR CO ONDENCE | . | &
In mmm thereof, the pame;s hemm have appended their respective signatures the day and the year

: ab:jve stated.

o e TSigned For and on behalf of NACO
| The Registrar,

| Dr. M.V, Ghorpade

| Krishna Institute of Medical Sciences CS/DPO, DAPCL,
: Deemed University, Karad. MSACS

Signature ..
1Date......... =

In the presence of
Orst  sefopriier

51gnal’l.ll'e ®ﬂ{’¢

Sl A lodiBels.. |

DEPT. OF OB. & Gyn
KIMSDU, KARAD
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Health Service. 0.No./DGH/ICTC/C.0./8758-8800/2015.
Office of the District Civil Surgeon.
Late Kra. Nana Patil District Hospital, Satara.
Date : 16-04-2015.

Subject  About extension of service agreement for the
post of “Counselor / (ICTC)” under
Maharashtra State Aids Control Project.

Reference Re-appointment letter No. MSACS/ICTC/
V/2013-2014/8535-8647 dated 07-04-2015
issued by the Hon. Project Director, M.S.A.C.S.

Under Maharashtra State Aids Control Society,
Mumbai your appointment on the post of “Counselor (ICTC”)
on contract basis at I.C.T.C. Krishna Dental College and
Research Center, Karad under District Civil Surgeon Satara, for
consolidated emoluments, period of your service agreement 1is

extended for further one year on the following terms.

1. Except consolidated emoluments, you are not entitled to
get any kind of dearness allowance, house rent allowance or any
other benefit and facilities, which are available to regular

Government servant.

2. As like other Government servants, Maharashtra Civil
Service Rules 1981 and any other consequential service rule is

not applicable to you.

D
Add KIMSDU, Karad

irector of Research



3. After your joining the service, you have to submit
agreement on stamp paper of Rs.100-00 in the prescribed form,
as per terms of contract basis as decided by the office of Civil
Surgeon, Satara, and promissory notes. Otherwise till then your

emoluments will not be disbursed.

4.  Period of your agreement will be in force from 02-04-2015
to 31-03-2016. This office is having right to discontinue your
service, in case your work is not found satisfactory during the
agreement period. Your re-appointment will be based on
satisfactory valuation of your work. Your appointment is totally

on contract basis and non officiating nature.

5. Terms and conditions of your service, will be as per
guiding suggestions received from the grantable society.
Changes which will occur from time to time in it, will be binding

on you.

6. At the time of leaving your service on contract basis, you
have to inform this office one month in advance or it will be
binding on you to repay one months consolidated emoluments
to this office. Also by issuing one months prior intimation, your

service will be terminated.

7. As per necessity and emergency, you will have to work on

at any other center under the control of society.

Add. Director of Research
KIMSDU, Karad E%Qa‘x,@____l"

KIMSLuU, Rarad



8. Final decision will remain with the Maharashtra State
Aids Control Society as to whether further appointment is or is
not to be given to you after completion of duration of

agreement.

9.  During the agreement period, as per MSACS rules, you
will be entitled to avail 30 casual / earned leave for a year @
2.5 % for a full month, 10 commuted leave and in case of
female employees two months half pay delivery leave, and all

Government holidays.

Sd/- District Civil Surgeon, Satara.

To,
Smt. Pramila Mansing Jadhav, Counselor / ICTC, Krishna
Hospital, Karad.

Copy for information and action -
1.  Incharge ICTC, Krishna Hospital, Karad.
2,  District Project Officer, DPK Satara.

Copy for information to Hon. Project Director, M.S.A.C.S.
Mumbai.

Inward No.ICTC/KIMS/02/2015.
Joined with effect from 02-04-2015.
sd/- Principal Investigator.

I.C.T.C. (P.P.I.C.T)K.H. & K.I.M.S. D.U.
Karad, District Satara.
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Health Service. O.No./DPK/ICTC/Recruitment/1262/2015.
District Aids Control Department.
Late Kra. Nana Patil District Hospital, Satara.
Date : 26-03-2015.

Subject  About appointment for the post of
“Laboratory Technician / (ICTC)” under
Maharashtra State Aids Control Project.

Reference Written examination and interview conducted
on 10" March and 13" March, 2015 for the

said post.

Under Maharashtra State Aids Control Society,
Mumbai you are appointed for further period of one year on the
post of “Laboratory Technician (ICTC”) on contract basis at
I.C.T.C. Krishna Medical College, Krishna Hospital, Karad
under District Civil Surgeon Satara on consolidated
emoluments basis on the following terms. Therefore you
should join the said office within ten days. Otherwise, your
appointment will be cancelled by considering that you are not

willing to work on said post.

1. Except consolidated emoluments, you are not entitled to
get any kind of dearness allowance, house rent allowance or any
other benefit and facilities, which are available to regular

Government servant.

_Director of Research
e K&MSDU. Karad



2.  As like other Government servants, Maharashtra Civil
Service Rules 1981 and any other consequential service rule is

not applicable to you.

3. After your joining the service, you have to submit
agreement on stamp paper of Rs.100-00 in the prescribed form,
as per terms of contract basis as decided by the office of Civil
Surgeon, Satara, and promissory notes. Otherwise till then your

emoluments will not be disbursed.

4.  Period of your agreement will be in force from 02-04-2015
to 31-03-2016. This office is having right to discontinue your
service, in case your work is not found satisfactory during the
agreement period. Your re-appointment will be based on
satisfactory valuation of your work. Your appointment is totally

on contract basis and non officiating nature.

5. Terms and conditions of your service, will be as per
guiding suggestions received from the grantable society.
Changes which will occur from time to time in it, will be binding

on you.

6. At the time of leaving your service on contract basis, you
have to inform this office one month in advance or it will be
binding on you to repay one months consolidated emoluments

to this office. Also by issuing one months prior intimation, your

el

Add. Director of Research
KIMSDU, Karad
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7. As per necessity and emergency, you will have to work on

at any other center under the control of society.

8.  Final decision will remain with the Maharashtra State
Aids Control Society as to whether further appointment is or is
not to be given to you after completion of duration of

agreement.

9.  During the agreement period, as per MSACS rules, you
will be entitled to avail 30 casual / earned leave for a year @
2.5 % for a full month, 10 commuted leave and in case of
female employees 2 months half pay declivery leave, and all

Government holidays.

10.  Your transfer will not be made inter district and or other
districts.

Sd/- District Civil Surgeon, Satara.
To,
Smt. Sarita Dilip Jadhav. At post Kasegaon, Taluka Walva,
District Sangli.
Copy for information and action -
1. Medical Superintendent, Krishna Medical College,

Krishna Hospital, Karad.

2, District Project Officer, DPK Satara.

Copy for information to Hon. Project Director, M.S.A.C.S.

Mumbai.
. T Research
irector of Researc
Add. %ﬁgDU- Karad



Govt.of Maharashtra, Health Services

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

- & (020) 26686955 - "E |-Section-wise-e-mail
26686951 TB section- stomh@micp.org .
26686952-54 1N Lep section - jiepnms@yrediffrmail cor
26686956 | wew _Est section - jdhsestd9@gmail.com
No.Jt DHS/TB&L/ Desk-RNTCP/OR Proposalf 1
| Date 41/ 82016 _ 0632530
To,
The Dean,
Krishana Hospital and Medical ResearchCentre, - -
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-Commitise-mesting held on 23rd April,
2016 at Disha Hafl, Parivartan Building, Arogya Bhavan, Pune.

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

1
2| sr. Name of the Department .
aE Name of the Pl & Medical College Topic
1 | Dr. Vijay D. Nair, Department of Medicine, Cross seclional study on the
Assistant Professor Krishana Hospital and health related quality of life in
Medical Research Cenire, patients who complete treatment
Karad for pulmonary TB. |

The Principal Investigator (P} will sign a Memorandum of Undertaking {MOU) with
the TE pregramme manager on behalf of the society for the release of funds. The MOU
will include 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 grani-in-aid will be released initially and remaining 30% after



4+

L I

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

hardcopies of the final documents.
e
Joint L@l(ﬁ,. of m;kﬁ

R {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, Depariment of Medicine, Krishana Hospital
and Medical
Research Centre, Karad
3. The RNTCP Medical Consultants by email — mheonsultants@rmitcp.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
"AROGYA BHAVAN" Opp. Vishrantw:

Alandi Road, Yerwada, Pune-411006,

(Leprosy & TB)
adi Police Station,

TS e e
e

JtDirector - ‘& (020) 26686055

-

Section wise e-mail

Dy.Director - 26686951 TB section- stomh@ntcp.org
Office - 26686952-54 1947 Lep section - flepnms@rediffmail.com
Fax - 26686956 S Est section - jdhsest99@gmail.com
No.Jt. DHS/TB&L/ Desk-RNTCP/OR Proposal/ 116
Date ] /%/2016 24331-26
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.

||5r.r|o I Name of the Pl

Name of the Depariment &
Medical College

Topic

]

1

Dr. Asha Prathinidi
Director of Research

Depariment of Medicine,
Krishana Hospital and Medical
Research Centre, Karad

Identifying predictors of
treatment outcome in TB.

The Principal Investigator (P1) 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 fo 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" 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.
'”g'iag/
‘Joint Director of Services
(Leprosy & TE) 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 — mheonsultants@rntep.org

4. The OR Committee Members ... (Al

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




"AROGYA BHAVANT Dpp. Vishraniwads Polics

Govt.of Maharashirs, Heolth Services :
Ji.Director of Health Services (L&prm ETB)
Station,
e

o Alandh Road, Yerwada, Pone 4771506,
ADveckr - B (D20} 75688055 + Section wise e-mail
Oy Diwector - 26685951 ‘°1 TB sechon- stomh@Ertcp.org
Office L 266PES5D. 54 3, ooms Lep seclion - fegnma@rediffimad] com
g oA w57 \a--v-/ Est section - [thaestoomamad com

No 8. DHS/TEEL/ Desk-RNTCPIOR Proposall

I8

M'WG 2633F-62

To
The Dean,

Hristrana Hospital and Medical Rescarch Centre

Marad

Sub:- Banclion of grani-in-aid for Operational Research proposal of
Dr. Vaashali Raje, Professor Under RNTCP,

Ref- The Btate Operational Research Committee meeting held on 23rd April,

2015 a1 Disha Hall, Parivartan Building, Avogys Bhavan, Pune.

The foliowing Operaional Research proposal subwmified by the Principgl Investioataor
{FF) of your institule was discussed in Siate Operational Research Commiliee Meeting on 23d April,
2078 urder RNTCP and £ has been approved

[ovme

Name of the Pl l MHHEWI Too

i

Hospital and Medical | in high risk popuiation in

Dr. Vaishal Rae, Jﬂqtulcumuym Tuberculosis case datecton

Research Centre, Karad context o Migrants

The Principal imvestigalor (P1) wll sign a Memorandumn of Undertaldng (MOLT) with
the TE programme manages on behall of the sociedy fior the release of fmds.  The BOU will includs
the obiects for which she will utiize The funds and the imefine for the study. |t will akso include the
commitnent from her 1o relum the fimds if the shidy cannot be taken up &ue 10 any reason, a0d other
reievant causes. Funds wil be released on the name of the nstilution of the Principa! Investigaior. so
tha! the Colege / Department can enswre the sludy of s complelion 7 return the funds in e evar
that the Principal Invesggalor is moved from the college dwng the course of the study.

# Crant-in-aid of R=. 1,08,000 (Rs. One lac Eight Thousand only) for the above OR proposal will be
released fom the "Medicol College Budoe! Head” fom RNTCP funds by Diskict TB Officer. Satara.
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Add. Director of Research
KIMSDU. Karad



BUDGET 2016-2017

INTEGRETED COUNSELING
AND TESTING CENTER (ICTC)

MAHARASHTRA STATE AIDS
CONTROL SOCIETY (MSACS)

. { Y
i _jﬁgaﬁch?_ﬁ__q

Add. Director of Research
KIMSDU, Karad



e G
KRISHNA INSTITUTE OF MEDICAL SCIENCES “DEEMED TO BE UNIVERSITY", KARAD.

{Declared /s 3 of UGE Act, 1956 vide Notification No. £.8-15/ 200103 of the Ministry of Human Resource Development; Gove of India )

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

Website: www kimsuniversitvig

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

E-mail: contact@®gmsqniversity in

Dr. AshaJ. Jadhav
Program Director,
PPTCT-ICTC KIMSDU,

Karad.

Th!; 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) Mumbal that is through
District AIDS Prevention Control Unit (DAPCU) Satara for the year 2016--2017

Add. Director of Research

KIMSDU, Karad

Sr.No | Post Year Mbntht-.r_ﬁry | Yearly Salary Total Expenses
1 Counselor 2016-2017 | 15500 186000 | 186000
2 Lab Technician 2016-2017 | 12000 156000 156000
3 Kit Use Rs, 205.75*5728 | 2016-2017 - . 1178536
8 Total 2016-2017 | 28500 342000 1520535
: han Hperlhnt
e Program Director,
m Gyn PPTCT-ICTC KIMSDU,
KIMSDU, KARAD Karad.




STAFF ORDER 2016-2017

INTEGRETED COUNSELING
AND TESTING CENTER (ICTC)

MAHARASHTRA STATE AIDS
CONTROL SOCIETY (MSACS)

Add. Director of Research
KIMSDU, Karad
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Health Service. 0.No./DGH/ICTC/C/R.A.0./7623/46/2016.
Office of the District Civil Surgeon.
Late Kra. Nana Patil District Hospital, Satara.
Date : 03-05-2016.

Subject  About extension of service agreement for the
post of “Counselor / (ICTC)” under
Maharashtra State Aids Control Project.

Reference Re-appointment letter No. MSACS/ICTC/
V/2015-2016/8783-8158 dated 31-03-2016
issued by the Hon. Project Director, M.S.A.C.S.

Under Maharashtra State Aids Control Society,
Mumbai your appointment on the post of “Counselor (ICTC”)
on contract basis at I.C.T.C. Krishna Dental College and
Research Center, Karad under District Civil Surgeon Satara, for
consolidated emoluments, period of your service agreement 1is

extended for further one year on the following terms.

1.  Except consolidated emoluments, you are not entitled to
get any kind of dearness allowance, house rent allowance or any

other benefit and facilities, which are available to regular

=S DY

Add. Director of Research
KIMSDU, Karad

Government servant.



2. As like other Government servants, Maharashtra Civil
Service Rules 1981 and any other consequential service rule is

not applicable to you.

3.  After your joining the service, you have to submit
agreement on stamp paper of Rs.100-00 in the prescribed form,
as per terms of contract basis as decided by the office of Civil
Surgeon, Satara, and promissory notes. Otherwise till then your

emoluments will not be disbursed.

4.  Period of your agreement will be in force from 02-04-2016
to 31-03-2017. This office is having right to discontinue your
service, in case your work is not found satisfactory during the
agreement period. Your re-appointment will be based on
satisfactory valuation of your work. Your appointment is totally

on contract basis and non officiating nature.

5. Terms and conditions of your service, will be as per
guiding suggestions received from the grantable society.

Changes which will occur from time to time in it, will be binding

on you.

6. At the time of leaving your service on contract basis, you
have to inform this office one month in advance or it will be
binding on you to repay one months consolidated emoluments
to this office. Also by issuing one months prior intimation, your

service will be terminated.

pRP=

jrectof he
Add ' ?‘('I.’ll“.: I_th i Wil A

of Research
¥



7. As per necessity and emergency, you will have to work on

at any other center under the control of society.

8. Final decision will remain with the Maharashtra State
Aids Control Society as to whether further appointment is or is
not to be given to you after completion of duration of

agreement.

9.  During the agreement period, as per MSACS rules, you
will be entitled to avail 30 casual / earned leave for a year @
2.5 % for a full month, 10 commuted leave and in case of
female employees 12 weeks salaried delivery leave, and all

Government holidays.

Sd/- District Civil Surgeon, Satara.

To,
Smt. Pramila Mansing Jadhav, Counselor / ICTC, Krishna
Hospital, Karad.

Copy for information and action -
1. Incharge ICTC, Krishna Hospital, Karad.
2.  District Project Officer, DPK Satara.

Copy for information to Hon. Project Director, M.S.A.C.S.
Mumbai.

] or of Research
Wvﬁﬂ@_ D‘rectpu‘ fod

KIMSU



s
oty e srrdre et faf s g8 ] 20t
e wenfafdeas oy waiea
et =1 R R SR, HT
ferarw - 0 g/ oY/ 30t

s Qg Pretsor vl Sy <y (sl dYed)” o ger dar wR EAETET.
Harers HIQRE wrd gt sie v wrgre sradicRn [T 3004 / Coe I

T weRTs v ew P e ged woda ‘gl aae (S’ @ eane
1 weufRifns war o affve sl e dafer wefiren e o el

mﬁﬁ RO YFRET WS Wl SRS e a1 gan Avend P

P g ot e % At i 30 e /i
A _mm gt woir @ e W geewr G wed

Scanned with CamScanner



Health Service. O.No./DGH/ICTC/M/LT/RAQ/7647/68/2016.
Office of the District Civil Surgeon.
Late Kra. Nana Patil District Hospital, Satara.
Date : 03-05-2016.

Subject  About extension of service agreement for the
post of “Laboratory Technician / (ICTC)”
under Maharashtra State Aids Control

Project.

Reference Re-appointment letter No. MSACS/ ICTC/
V/2015-2016/8783-8158 dated 31-03-2016
issued by the Hon. Project Director, M.S.A.C.S.

Under Maharashtra State Aids Control Society,
Mumbai your appointment on the post of “Laboratory
Technician (ICTC”) on contract basis at I.C.T.C. Krishna Dental
College and Research Center, Karad under District Civil
Surgeon Satara, for consolidated emoluments, period of your
service agreement is extended for further one year on the

following terms.

1. Except consolidated emoluments, you are not entitled to
get any kind of dearness allowance, house rent allowance or any
other benefit and facilities, which are available to regular

Government servant.

Add. Director of Reseaici

KIMSDU, Karad



2. As like other Government servants, Maharashtra Civil
Service Rules 1981 and any other consequential service rule is

not applicable to you.

3. After your joining the service, you have to submit
agreement on stamp paper of Rs.100-00 in the prescribed form,
as per terms of contract basis as decided by the office of Civil
Surgeon, Satara, and promissory notes. Otherwise till then your

emoluments will not be disbursed.

4. Period of your agreement will be in force from 02-04-2016
t0 31-03-2017. This office is having right to discontinue your
service, in case your work is not found Satisfactory during the
agreement period. Your re-appointment will be based on
satisfactory valuation of your work. Your appointment is totally

on contract basis and non officiating nature.

5. Terms and conditions of your service, will be as per
guiding suggestions received from the grantable society.
Changes which will occur from time to time in it, will be binding

on you.

6. At the time of leaving your service on contract basis, you
have to inform this office one month in advance or it will be
binding on you to repay one months consolidated emoluments

to this office. Also by issuing one months prior intimation, your

Add. Direc;or ot Research

service will be terminated.



7. As per necessity and emergency, you will have to work on

at any other center under the control of society.

8.  Final decision will remain with the Maharashtra State
Aids Control Society as to whether further appointment is or is
not to be given to you after completion of duration of

agreement.

9.  During the agreement period, as per MSACS rules, you
will be entitled to avail 30 casual / earned leave for a year @
2.5 % for a full month, 10 commuted leave and in case of
female employees 12 weeks salaried delivery lcave, and all

Government holidays.
Sd/- District Civil Surgeon, Satara.

To,
Smt. Sarita Dilip Jadhav. Laboratory Technician ICTC, Krishna
Hospital, Karad.

Copy for information and action -
1. Incharge ICTC, Krishna Hospital, Karad.
2. District Project Officer, DPK Satara.

Copy for information to Hon. Project Director, M.S.A.C.S.

Mumbai.

h
irector of ResealcC
Add: %rusou. Karad




GRANT-IN-AID LETTER 2016-17

REVISED NATIONAL TUBERCULOSIS
CONTROL PROGRAM (RNTCP)

F&J&;}W A -

Add. Director of Re
search
KIMSDU, Karad




Govt.of Maharashtra, Health Services

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

: JtDirector - & (D20) 26686855 _,t | 2y | Secton wise o
| DyDiector - 26686951 g & | T8 section stomhibrtce.ond
Ofce - 26686952-54 yoom | b8 31 Lap section - flepnms@radifiail cor
Fax - 26686956 o ‘i'i*;x” Est section - jdhsest9¥Damail com
No.Jt DHS/TBALS Desk-RNTCP/OR Proposal !
Date 4 1/ B/2018 a3z 5-30
To,
The Dean,
Krishana Hospital and Medical Research Centre,
Karad

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

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

T

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

I T ) T

| sr. | | Name of the Department | .
2 Mame of the Pl | & Medical College I Topic

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

Cross sectional study on the 1
Assistant Professor Krishana Hospital and health reiated quadty of life in i
| Medicai Research Centre, patients who complete treatment |

| Karad o for pulmonary T8, !

‘.
|
|
|

i The Principal Irvestigator {(P1} will sign a Memorandum of Undertaking (MOU) wath
1 the TB pregramme manager on behalf of the soclely for the release of funds The MOU
will include the objects for which he will utilize the funds and the timeline for the study. K
will algo inciude the commitment from him o relum the funds if the study cannot be taken
up due lo any reason, and other relevanl causes. Funds will D2 réleased on the name of
the institution of the Principal Investigator, so that the College ! Department can ensure the
study of its completion / relurn the funds in the event that the Principal Investigator is
moved from the college during the course of the study. A Grank-in-aid of Rs. 24.720 {Rs.
Twenty Four Thousand Seven hundred twenty only) for the above OR proposal will be
releauid from (he "Medical College Budget Head" from RNTCP funds by District T8
Officer, Salara, 509 of the grant-in-aid will be released initially and remaining 30% after

Add. Director of Research
KIMSDU, Karad

Scahned with CamSténner 3



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

TH N
Joint Difector of Hwﬁgawlcas

- {Leprosy & TB) Pune

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

Investigator and release the grant-in-aid amount from the “Medical College Budget
Head” from RNTCF funds as per the gudelines.

2. The Principal Investigator—

Dr. Vijay D. Nair, Assistanl Professor
and Medical

Research Centre, Karad
3. The RNTCP Medical Consultants by email — mhconsultants@rnicp org

4 The OR Commitiee Members . —{All)

. Depariment of Medicine, Krishana Hospital

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

Task Force Chairperson, Maharashtra.

Tahgod

Add. Director of Research
KIMSDU, Karad

Scanned with CamScanner




Govt.of Maharashtra, Health Sarvices

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

)

rishana Hospital and Medical Research Cenlre,

Karad

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

JiDirector - & (020) 26686955 Section wise e-mail
Dy.Director - 26686951 ' i T8 section- sfomh@irnlcp org
Office . 266865052-54 1 Dﬂi-‘ﬂ F Lep section - lepnms@irediffimad. com
Fax = 26686956 N Est section - johsest@9@gmai com
No.JL.DHS/TBAL/ Desk-RNTCP/OR Proposal/ 186
Date ] /%2016 243326
To,
The Dean,

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

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

The following Operational Research proposal submitted by the Principal Investigator
(PI) of your institute was discussed in State Operational Research Committee Meeting held on 23rd
April, 2018 under RNTCP and it has been approved.

Name of the Pl

Name of the Department &

Medical College _

"Dr. Asha Prathinidi

| Director of Research

i Depanrrent of Medicine.

Krishana Hospital and Medical

| Research Centre, Karad

! Topic ;
| Identifying predictors of
ireatment outcomein TE

| B

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

It will also include the

commitment from her to return the funds if the study cannot be taken up due to any reason, and other
relevant causes. Funds will be released on the name of the instifulion of the Principal lnvestigator, so
that the College / Department can ensure the study of its completion / return the funds in the event
that the Principal Investigator s 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" from RNTCP funds by
District TB Officer, Satara. 50% of the grant-in-aid will be released initially and remaining 30% after

«_,-.._

Add.'Dl,reatnr of Res&amh 2
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~ recelving the report of data analysis and 20% will be released after receipt of the four hardcopies of

the final documents.
._.r'\ J'!"' ‘F{"_/'L...--" '.u-“'“-‘l
Joint Director ofjjnﬂﬁﬁervices
{{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 Reseaich, Department of Medicine, Krishana

Hospital and Medical
Research Centre, Karad

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

4 The OR Committee Members . {All)

Copy with complements to -
Dr. N. N. Ramraje, HOD & Professor Dept of Chest and B, J. J Hospital Mumbal & State

Task Force Chairperson, Maharashtra

g

Add. Director of Re
KIMSD!J. Kara: "
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Govt.of Maharashtra, Health Services

Jt.Director of Health Services (Leprosy & TB)
"ARDGYA BHAVAN" Opp. Vishrantwadi Police Station,

Alandi Road, Yerwada, Pune-411005.

JtDirector - @& (020) 26686955 Section wise g-mail
Dy Director - 26686951 I8 seclion- storh@rmntcp org
Office - ZBEBEO52-54 1 D?.f! F Lep seclion - iflegpms@irediffmar! com
Fax— 2GBGBEOSE "y 1 Est seciion - jdhsesteGamail com
No. Jt. DHSTBELS Dask-RNTCRIOR Propasal/ 18
ate - 1210842016
Date 1|1101£UJ 2{;%3?_(/’?—'
Tag, -5
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 proposat subrmttas by the Principal Investigator

(P} of your institute was discussed in State Operational Research Committen Meeting on 23rd April,

2016 under RNTCP and #f

has been approved

Professor

L S

Krishana Hospital and Medical I|

Research Cenire, Karad

in high risk population in
context o Migrants.

The Principal Investigator (P1) will sign a Memorandum of Undertaking {(MOWU) 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 ta retumn the funds if the study cannot be taken up due o any reason. and ather
relevant causes. Funds will be released on the name of the institution of the Principal Investigator, so
that the College / Depariment can ensure the study of its completion / return the funds v the event

- » | Name of the Department & | 2 ]
Sr.no Name of the Pl I Medical College l _ Topic
1 Dr. Vaishali Raje, Dept. of Community Medicine, | Tuberculosis case detection

{
|
I
|

that the Principal Invesligator 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 Budgel Head” from RNTCP funds by District TB Officer. Satara.

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

/s R
Joint é;c'to{m rvices

(Leprosy & TB) Pune

Copy to -

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

2. Dr. Vaishali Raje, Professor  Department of Medicing, Krishara Hospital and
Medical Research Cenire, Karad

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

4 The OR Committee Members (Al

Copy with complemenls to -
Dr. N. N. Ramraje, HOD & Protessor Dept of Chest and B, J. J. Hospital Mumbal & State
Task Force Chairperson, Maharashtra,

Add. Director of Research
KIMSDU, Karad
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BUDGET 2017-2018

INTEGRETED COUNSELING
AND TESTING CENTER (ICTC)

MAHARASHTRA STATE AIDS
CONTROL SOCIETY (MSACS)

T ‘Xq‘?? ot

Add. Director of Research
KIMSDL Karad



T T P——

| KRISHNA INSTITUTE OF MEDICAL SCIENCES “DEEMED TO BE UNIVERSITY", KARAD,

[Bectared U /s 3 of UEE Act, 19EE vide HusRcation Nol F9-1572001-1L3 of the Mimidtry of Human Recoures Developnient, Gove of India}
Karad, Dist. Satara (Maharashira State) Pin: 415 110 Tel: U2164-241555-58  Fax: 02154 243272/242170

Wéhiﬁ# wwwkimsuniversity.in E-mall: conma@kimsyniversityin

Dr. Asha] jadhav
Program Director,
PPTCT-ICTC KIMSDU),
r- Karad.

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

e e e

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
Averthor
%K«_} T et
‘:}\‘B—Uiﬁ_ﬂ-—-” ; Program Director,
PROFESSOR, PPTCT-ICTC KIMSDU,
OB &
DEPT. OF OB. & Gyn ity
KIMSDU, KARAD
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STAFF ORDER 2017-2018

INTEGRETED COUNSELING
AND TESTING CENTER (ICTC)

MAHARASHTRA STATE AIDS
CONTROL SOCIETY (MSACS)

hf_‘\i‘-"r?igntj_‘fh_

Add. Director of Research
KIMSDU, Karad
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MAHARASHTRA AIDS CONTROL SOCIETY.
(GOVERNMENT OF MAHARASHTRA.)
R.A Kidwai Marg, Akwarth Leprosy Complex,
Vadala (W), Mumbai 400 031.

Re-appointment order.

MSACS/Admn/ICTC/re-appt./2017-2018/1770
dated 01-04-2017.

Subject  About re-appointment for the post of
“Counselor” as contract labour, on agreement
basis under Maharashtra State Aids Control
Project. *

Under Maharashtra State Aids Control Society,
Mumbai you are re-appointed on the post of “Counselor” as a
Contract labour on agreement basis at Solitary Counselor and
Test Center (ICTC”), in Krishna Institute of Medical Science,
District Satara under District Civil Surgeon General Hospital,
Satara for the period of 03-04-2017 to 31-03-2018 on
consolidated emoluments of Rs.16,275-00 (Rs. Sixteen
Thousand Two Hundred Seventy Five only) on the following

mentioned terms and conditions.
Terms and conditions.

1.  Except consolidated emoluments, you are not entitled to
get any kind of dearness allowance, house rent allowance or any
other benefit and facilities, which are available to regular

Government servant. Also the terms and conditions of your

el

Add. Directt
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service will be as per the guiding suggestions issued by the
NACO, New Delhi from time to time and the changes occurred

in it from time to time will be binding on you.

2.  After your joining the service, you have to submit
agreement in prescribed form as decided by the office of
MSACS, to the office.

3. At the time of leaving your service on contract basis, you
have to inform this office one month in advance or it will be

binding on you to repay one months consolidated emoluments.

4.  This office is having right to discontinue your service on
contract basis, at any time without giving you any prior
intimation or without mentioning any reason, from the office of
M.S.A.C.S. in case your work and official presency is not found

satisfactory.

5.  Officers / employees on contract basis have to maintain
confidentiality in respect of documents / information of their
department and supported articles, otherwise in case of breach
of confidentiality contract service will immediately be

terminated.

6.  Official work allotted by the Seniors / Officers from time
to time will have to be completed as per suggestions / orders.

Also for some times, official work will have to be done on

Edd. Director of Research

KIMSDU, Karad



public holidays, before office hours, and /or after office hours,
as per orders of the seniors by remaining present. No separate /

additional financial compensation will be payable for the same.

7.  Work will have to be done, in case of necessity, if
appointment / transfer is made at other departments/

centers/offices etc. under the control of society.

8.  Final decision will remain with the Project Director as to
whether further appointment is or is not to be given after

completion of duration of agreement.

9. Incase any act is done by the officers / employees in work
allotted in MSACS department, negligently or with an
intention to cause loss, causing loss to machinery, becoming
medicines not useful etc. due to which there will be loss to the
society, then action about legal penalty will be taken against the

concerned and the amount of loss will be recovered.

Sd/- Kamalakar B. Fand I.P.S.
Project Director,
Maharashtra State Aids Control Society, Mumbai.

To,
Smt. Pramila Jadhav, Solitary Counselor and Test Center

(I.C.T.C.) Krishna Institute of Medical Science, Karad, District

bl

Satara.



Copy for information and action -

1.
2.

District Civil Surgeon, General Hospital, Satara.

District Project Manager, District Anti-Aids and Control
Desk(DPK) Satara (for necessary action.)

District Supervisor ICTC, Satara (for necessary action).
Incharge, Solitary Counselor and Test Center, (ICTC)
Krishna Institute of Medical Science, Karad, District
Satara. Satara.

Finance Department, MSACS, Mumbai.(for necessary
action relating to pay for 2017-2018.)

= e

ch
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MAHARASHTRA AIDS CONTROL SOCIETY.
(GOVERNMENT OF MAHARASHTRA.)
R.A.Kidwai Marg, Akwarth Leprosy Complex,
Vadala (W), Mumbai 400 031.

Re-appointment order.

MSACS/Admn/ICTC/re-appt./2017-2018/1793
dated 01-04-2017.

Subject  About re-appointment for the post of
“Laboratory Technician” as contract labour,
on agreement basis under Maharashtra State
Aids Control Project.

Under Maharashtra State Aids Control Society,
Mumbai you are re-appointed on the post of “Laboratory
Technician” as a Contract labour at Solitary Counselor and Test
Center (ICTC”), in Krishna Institute of Medical Science, District
Satara under District Civil Surgeon General Hospital, Satara for
the period of 02-04-2018 to 31-03-2019 on consolidated
emoluments of Rs.13,650-00 (Rs. Thirteen Thousand Six

Hundred Fifty only) on the following terms and conditions.
Terms and conditions.

1.  Except consolidated emoluments, you are not entitled to
get any kind of dearness allowance, house rent allowance or any
other benefit and facilities, which are available to regular

Government servant. Also the terms and conditions of your

YesBeand

Add. Director of Research
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service will be as per the guiding suggestions issued by the
NACO, New Delhi from time to time and the changes occurred

in it from time to time will be binding on you.

2.  After your joining the service, you have to submit
agreement in prescribed form as decided by the office of
MSACS, to the office.

3. At the time of leaving your service on contract basis, you
have to inform this office one month in advance or it will be

binding on you to repay one months consolidated emoluments.

4.  This office is having right to discontinue your service on
contract basis, at any time without giving you any prior
intimation or without mentioning any reason, from the office of
M.S.A.C.S. in case your work and official presency is not found

satisfactory.

5.  Officers / employees on contract basis have to maintain
confidentiality in respect of documents / information of their
department and supported articles, otherwise in case of breach
of confidentiality contract service will immediately be

terminated.

6.  Official work allotted by the Seniors / Officers from time

to time will have to be completed as per suggestions / orders.

Also for some times, official work will have to be done on
=y
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public holidays, before office hours, and /or after office hours,
as per orders of the seniors by remaining present. No separate /

additional financial compensation will be payable for the same.

7.  Work will have to be done, in case of necessity, if
appointment / transfer is made at other departments/

centers/offices etc. under the control of society.

8.  Final decision will remain with the Project Director as to
whether further appointment is or is not to be given after

completion of duration of agreement.

9. Incase any act is done by the officers / employees in work
allotted in MSACS department, negligently or with an
intention to cause loss, causing loss to machinery, becoming
medicines not useful etc. due to which there will be loss to the
society, then action about legal penalty will be taken against the

concerned and the amount of loss will be recovered.

Sd/- Kamalakar B. Fand. I.P.S.
Project Director
Maharashtra State Aids Control Society, Mumbai.

To,
Smt. Sarita Jadhav, Laboratory Technician, Solitary Counselor
and Test Center (ICTC), Krishna Institute of Medical Science,

Karad, District Satara.
e Ry
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Copy for information and action -

1.
2'

District Civil Surgeon, General Hospital, Satara.

District Project Manager, District Anti-Aids and Control
Desk(DPK) Satara (for necessary action.)

District Supervisor ICTC, Satara (for necessary action).
Incharge, Solitary Counselor and Test Center, (ICTC)
Krishna Institute of Medical Science, Karad, District
Satara. Satara.

Finance Department, MSACS, Mumbai.(for necessary
action relating to pay for 2017-2018.)

“esfremio]
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NARI-AIDS RURAL RESEARCH IN
MAHARASHTRA (PROJECT: NARRIM)
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Memorandum of Understanding
Tor
ANARL-AIDS Hural Resesech in Mabarashiea {Froject: MARRIN)

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

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

Cienesis

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

Briel Description

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

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

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

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

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

DIRECTOR
A0S Roscaich imstncha

PURE - 411 m

.Q\WQM - Add. Director of Research

Dr. Asha Jadhay, KIMSDU, Karad




s - Site Medical colfeges and rescarch insiitutions

Project Management and Implementation

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

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

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

ERY |

=  Fipancial suppon of ihe projéct

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

= Preparation of Community cngagement wiwl Education plans

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

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

REGISTRAR "
Krishaa Insthue of Medical Sclances

i “Deemad To Ga Linivarshy’, Karad

DIRECTOR
Nakonai A1DE Aogyahat b bhs
PUNE - 411 D28,

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

Provide space for the Reseurch Centre Clinic a8 KIMSDU, Ramd

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

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

+  Provide guidance in procurement o aweeditiad cqlupments

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

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

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

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

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

ﬂmlmefm‘njm defiverables
Estsblish the Project Cverseeing Lirtep

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

¢, Foarmation of loval Ethics Comumittee ind Commumily Advisory Boards

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

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

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

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

contmission by the seaff associated with respective orgenizations

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

FUNE - 411 036,

Add. Director of Research
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Budget and Paynrent Terms:

National AIDS Research Institute, Pooe, India

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

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

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

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

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

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

rishina-tnstituteof Madical Sciemees. (REMSTIL} e

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

Any (ther Terms

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

For: ICMR - ICMR-NARI For: KIMSDU

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

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

e —
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BUDGET

PROMOTING HIV VACCINE RESEARCH
AND DEVELOPMENT THROUGH TECH
TRANSFER & CAPACITY BUILDING FOR
HIV IMMUNE PATHOGENESIS STUDIES
(PROJECT: PHV-NARRIM)

il

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

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

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

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

he
-
e
Ly

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

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

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

® MeEMoraNDUM

Reference this office letter of even number dated NIL.

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

ahove research scheme for the current financial year.
£

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

\

(ARTI CHAWLA)
Administrative Officer

"1 For Director General

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

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

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

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

4, Mirs.Vandana, DEO
(ARTI CHAWLA)

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

INDIA

G RIa:LnNaIESUNCﬁT OF MEDICAL RESEARCH

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

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

-mail: iemrhqds@sansad.nin.in |

X

www.icmr.nic.in, g

Ry

To
The Director,
National AIDS Research Institute,

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

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

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

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

Dear Sir,

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

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

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

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

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

attached. = = -

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

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

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

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

Principal Investigator - NARRIM Project
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4. Thirty copies of the A s a6 iedt Failure ¢

d to the Council every

e be submitte :
ime may lead

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

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

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

unt of the receipts and exp

rtificate and an audited statement of the accounts

zation ce

pertaining to the grant.

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

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

Yours faithfully,

(ARTI CHAWLA)
Administrative Officer
For Director General

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

Lad

Lo

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

___MIDC, Bhosari. Pune-411026_

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

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



BUDGET STATEMENT

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

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

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

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

“pad

Add. Director of Research
KIMSDU, Karad

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

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

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

e MEMORANDUM

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

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

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

. \

(ARTI CHAWLA)
Administrative Officer
For Director General

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

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

I 'ﬂmlﬂw .
TV IDL I id b e ke 'WH}HPI‘MH | T pre e e S FRSERNE o, [ISRISTY o e M



INDIAN POUNCIL OF MEDICAL RESEARCH

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

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

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

Dear Sir,

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

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

Total Rs.26,63,800/-

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

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

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

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



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

and that the money Was actually spe

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

gcheme.

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

grant was sanctioned.

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

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

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

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

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

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

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

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

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

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

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

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

Sibe Drinsinal Inuastactar - MADDIES Drebasd Add. Direr:tur of Rocaarnk o B I o
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- non-submission of the report of work done on the research scheme.

™

¥ swaff:

12.  The staff employed on the research schemes will

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

The scales of pay, allowances eic. applicable to

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

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

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

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

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

Report of Work Done

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

- =AY

A ATl

Publication

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

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

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

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

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

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

the investigator desires to discontinue
the research scheme, The reasons

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

Dr. Asha Jadhay N G————

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



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

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

The receipt of this letter may kindly be acknowledged.

Yours faithfully
@3k
(ARTI CHAWLA)

Administrative Officer
For Director General

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

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

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

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

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

(ARTI CHAWLA)
Administrative Officer
For Director General

e T iy e
Al T St o

S RS e

Sy
S\ .
. :ﬁ:u—ﬂ-“—y oS Add. Director of Research
F.

. ha Jadhay ' KIMSDU, Karad AR
Site Principal Investigator - NARRIM Project
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@ T " KARAD.
_ s 35 UHWERSITV
KRISHNA INSTITUTE OF MEDICAL SCIENCES "DEBHW 10 « Development, Govt of India)

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

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

F-mail:

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

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

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

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

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

_Pune KIMSDU being

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

the sanctioned budget is enclosed herewith.




STAFF ORDER

PROMOTING HIV VACCINE RESEARCH
AND DEVELOPMENT THROUGH TECH
TRANSFER & CAPACITY BUILDING FOR
HIV IMMUNE PATHOGENESIS STUDIES
(PROJECT: PHV-NARRIM)

bl

Add. Director of Research
KIMSDU, Karad



Site

PHY NARRIM IAVI Project

Implemented By
NATIONAL AIDS RESEARCH INSTITUTE
Plot No.73, ‘G’ BLOCK, MIDC, BHOSARI
PUNE-411 028
Ph. 27331200. FAX.0091-20-27121071

Ref: NARI/PHY NARRIM/2017-18/ 557

SUB: ESTABLISHMENT- appeintment as Project Research Stientist-1 (Medical)- an consolidated salary- on purely
lemporary basls under PHV NARRIM 1AV] Project- reg.

In accordance with the appraval of the Director in Charge and the Principal Investigator of PHV NARRIM Project,
appoints r. Sundar Singh Danga as Project Research Scientist-1 under the project entitied “PHV NARRIM-IAVI"
ena consofidated salary of Rs. 48,000/+ HRA. from 02/11/2017 to 24/03/2018

The Offer of appointment iz subject to the following terms and conditions:

1 The appaintment is purely temporary for the duration of the project and he/she will be terminated on
completion of the project or earlier if necessary without assigning any reason.

2 The appointee will not have any right or claim for regular appointiiient in NARI and ICMR New Delhi.

3 The appointee will not be entitied for any GPF/ CPF contribution; ICMR Group Insurance scheme,
Pensionary Benefits, Medical ald, bonus and leave travel concession facility,

4 Be it clearly understood that though the Industrial Disputes Act, 1947 is not spplicable ta our
establishment, in the event of the same becoming applicable anytime in future, your present
appointmant under Section 2 (o) {bb) of the Industrial Disputes Act 1547 being purely temporary for a
MWEWM&I%WMMWHM expiry of the term of appointment without
any notice or compensation. ;

5 The present appointment shall also be liable to be terminated aven earlier than the stipulated period as
mentioned in Clause 1 above by either party giving fifteen days notice or payment in fiew of notice.

& The present temporary appeintment is restricted to our site-office/project at NARL Bhosari and will not
confer any right or entitlernent for confirmation/absorption against any other regular vacancies,

7 The appointee will be paid consolidated salary as mentioned abov.

& The appointment is subject to the individual being found fit by the Sss0on General Hospitsl, Pune.

3 The appointee will be entitlad ta 2 % days of earned leave for each com pieted month of service and only &
days easuai leave for one calendar year, He/She will not be entitted 1o the banefit of encashment of leave
¢n termination of the project.

Add. Director of Research,
KIMSD'' Karad

e L

Dr. Asha Jadhay,
i - NARRIM

KRISHMA INSTH'UTEGF BETHUC Al it imes



10 The appointee will be abiding by the rules and regulations Including that of discipine prevalling at
Project/Site. The Central Civil Service (conduct) rules and Centraf Civil Services [Classification, Control and
Appeal) Rules are applicable 10 the employee.

i1 Be it clearly understood that though the project is associated with the Institute under Central
Government neither any right of absorption;, regularization of future employment nor any connection
with the Project Assoclate NARI arid ICMR, New Delhi will be conferred upon the appointes because of
the present appointment.

12 Mo Traveling aliowance s admissible either on joining the first appointment or on the termination of the
appointment.
13 The appaintes should submit the Mdmmenu atthe time of jolning the duty.
»  Anattested copy of Matriculation/HSC or equivalent examination disclosing the date of birth,
+ ®  Artested copies of all examination passed.
+ Character certificate from a gazette officer.
s  Proof of Address {copy of Electricity bill/ Telephone Bill/Pass Port/ Bank Pass book/Ration Card.

If the above mentioned conditions are acceptabie to the appointee, the individual s directed 1o sign, confirm and
mmﬂﬂwﬂmmdﬁk ;ppntnmm order in token of your acceptance of employment on all the terms

and conditions stated here in above. '| {"\ E\
J ?___
Farlndpﬂ! Investigat
To,
Dr. Sundar Singh Danga,
Resesrch Sclentt

I have been explained all the terms and conditions in the above appeintment letter “fl?id'l ! have understoad, |
hereby confirm that | accept the appointment on the terms and conditions set out in this letter of appointment

and agreed to abide them.
I declare that my date of birth JD";}H wmwwmmmmmﬁm—.anﬁnmﬂ
mmm - as documentary evidence.

I}x{ g

Date I:pg L 20V Elgnature& Nara

Bﬁ’iéurﬁiﬁ(&‘r&f& D dﬁ.f

PHV NARRIM ICMR Project

whgdd

Add. Director of Research
KIMSDU, Karad

D% e c'_-? \U‘\J
Dr. Asha Jadhav.



Promoting HIV Vaccine Research and Development through tech-
transfer and capacity building for HIV immune-pathogenesis studies
(PHV NARRIM-2 Project)

Implemented By
NATIONAL AIDS RESEARCH INSTITUTE
Plot No.73, ‘G' BLOCK, MIDC, BHOSARI
PUNE-411 026
Ph. 27331200. FAX_.0091-20-27121071

Dt 16/09/2016

Ref - NARL/PHV NARRIM/2016-17/| 72
MEMORANDUM

SUB : ESTABLISHMENT - Appoiniment as "Research Scientist-1{ Medical/Mon Medical)
- on Cansolidated salary -~ purely on temporary Dasis - reg

Dr. Sunder Singh Danga is hereby appointed Lo the post of ‘Research Scientist-1 (Medical/Non
Medical) purely on temporary basis on consolidated salary of Rs. 44730+30% HRA/- p.m. for a period
from 16/09/2016 to 31/10/2016 under PRV MNARRIM -2 Project.

The appointment s subject to the following terms and conditions:
i The appointment is purely on temporary basis for the above mentioned period from the date

of joining and will automatically come to an end on expiry of the above period without any
notice / reason.

z The appointment is purely temporary basis. i3

43 The present appointment shall also be liable'to be terminated even earlier than the stipulated
period as mentioned in para 1.

4, Be it clearly understood that though the Industrial Disputes Act, 1947 is ngt applicable to our

establishrment, in the event of same becoming applicable any time in future, your present
appointment under Section -2 (00} [bb] of the Industrial Dispute Act 1947 being purely
temporary for 2 fixed periad as mentioned above is liable to Be terminated on expiry of the
terms of appointment without any notice or compensation.
The appaintee will not have any right or claim for regular appointment in NARI and iCMR, New
Dethi.
6. The Central Civil Service (Conduct) Rules and Central Civil Services {Classification, Control and
Appeal) Rules are applicable to the employee
The ‘appointee will not be entitted for any GPF/CPF contribution, ICMR Group Insurance
Scheme, Pensionary Benefits, Medical aid, Bonus, and Leave Travel Concession facility.
a8 The appointes will be entitled to 214 days Earned Leave for each completed manth of service
and only B Casual Leave for ane year. He / She will not be entitled o the benefit of
encashment of EL on completion of the tenure.
2 Mo traveiling allowance is admissible either on joining the first appointment or on termination
of the appointment.
10 The individual is directed to submit the Joining report to trle office nti:bately.
{
qh}";

in

*ad

\ :
s
Principal Investigator

-

o,
Ur. Sundarsingh Danga
Nagpur-440 034

Copyto: 1. Bill Section.
2. Accounts Section.
3. Establishment Saction.

Add. Director of Research
KIMSDU, Karad

\:,:bq ote Q,E?m

Dr. Asha Jadhay,

1




Promoting HIV Vaccine Research and Development through tech-
transfer and capacity building for HIV immune-pathogenesis studies
(PHV NARRIM-2 Project)

Implemented By
NATIONAL AIDS RESEARCH INSTITUTE
Plot No.73, ‘G’ BLOCK, MIDC, BHOSARI
PUNE-411 026
Ph. 27331200 FAX.0081-20-27121071

Ref : NARI/PHV NARRIM/2016-17/4] (4 Dt : 27/06/2016
-~ MEMORANDUM

SUB : ESTABLISHMENT - Appointment as 'Research Scientist-I{ Medical/Non Medical)
- pn Consolidated salary - purely on temporary basis - reg.

_ Dr. Sunder Singh Danga Is hereby appointed to the post of ‘Research Scientist-1 (Medical/Non
Medical) purely on temporary basis on consolidated salary of Rs. 44730430% HRAS- p.m. for 3 period
of Three months from 27/06/2016 to 15/69/2015 ander PRV NARRIM -2 Project.

The appointment is subject to the following terms and conditions;
1. The appeintment is purely on temporary basis for the above mentioned period from the date

of joining and will automatically come to an end on expiry of the above period without any
notice [ reason.

Z, The appointment is purely temporary basis. :

3 The present appointment shall also be liable to be terminated even earlier than the stipulated
period as mentioned in para 1.

4, Be it clearly understood that though the Industrial Disputes Act,1947 Is not applicable to our

establishment, In the event of same becoming applicable any time in future, your presen{
appointment under Section 2 (00) [bb] of the Industrial Dispute Act 1947 being purely

temporary for 3 fixed period as mentioned above s liable to be terminated on expiry of the
terms of appointment without any notice or compensation.

E. The appointes will not have any right or claim for regular appointment in NARI and ICMR, New
Delhl. o :

[ The Central Civil Service (Conduct) Rules and Central Civil Services (Classification, Control and
Appeal) Rules are applicable to the employee

i The appointee will not be entitled for any GPF/CPE contribution, ICMR Group Insurance
scheme, Pensionary Benefits, Medical aid, Bonus, and Leave Travel Concession facility.
8. The appointee will be entitled to 2% days Eamed Leave for each completed month of service

and only 8 Casual Leave for one year. He / She will not be entitled to the benefit of
encashment of EL on completion of the tenure.

9, Mo travelling allowance is admissible either on jeining the first appeintment or on termination
of the appointment. : i

10, The individual Is directed to subimit the joining report to the office immed t;y

=

Principal Investiga
To,
Dr. Sundarsingh Danga
Nagpur-440 034

Copyto: 1. Bill Section.
2. Accounts Section.
3. Establishment Section.

Add. Director of R
KIMSDU, Karad

cﬁ-ﬁmcr_j PN
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_1 MBRE. FAX. 0091-20-7121671
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ICMR - NATIONAL AIDS RESEARCH INSTITUTE ]
MIRE ST sy fe |

INDIAN COUNCIL OF MEDICAL BESEARGH g
I U 73 S e, gk A, ik G O- 411 026,
Plot Ne 73; o Block, MIDC, Bhosari, Pune-411 076,

No: NARI/PHV NARRIN/Z018-19/ g Date: 11/07/2018

To

s Banesh Narsysh Shinde,
AtfPost Khed; Tal. Satara,
Dist, Satara - 435 002,

Subject: Offer of engagement of Dr/ShrifSmt, /¥m. Ganesh Marayan Shinde as Research Assistant
Counselor in the project entitled “PHY NARRIM® regarding.

Sirfidadam,

Consequent upon your selection a5 Research Assistant Counselor in the project entitled
"Pramoting HIV Vaccine Research and Development through tech-transfer and capacity building for
HIV immune pathogenesis studies {PHV NARRIM)” in the National AIDS Research Institute, 1 am
girected to cﬁmxw'tha'agﬁfa#a[ of the Competent Authority for offering you an ENgAgEment as
Research Assistant Counselor against lump sum amount of Bs, 31,000/ (Rupees Thirty One Thousand
Onfy) per month. The engagement will ke on contractual basis for a pericd of 18/07/2018 1o
2410312019 (08 Months 07 Days) with effact from the data of assumption af duty,

ihe engagenant will be subjact to the fatlowing terms end condition,

1. ¥ouare requested to furnish an undertaking 10 the effect that na criminal proceedings are
either pending or contemplated against you invany Court of Law. -

2. The engagement is purely un contract basis and the Difector of the Institute reserves tha
right 1o dispense with your services at ary time without assigning any reasons.

3. Tne present assignment is for a period of 08 Months and 07 days from the date of
assumption of duty Jnless subsequently extended on the basis of your performance
evaluation.

4. Tne engagement will get automatically cease to be on present/extended assignment or
mmp]gtioﬁ ofths éﬁnr@i@iﬁ project activities, whichever is earfier.

5. The.quései?ri'éni-ban b terminated at any time by giving one month notice o either side,
Your contract can be terminsted forswith or before expiry of the notice period By making
payment of a sum eguivalent to one manth contracival gmount. However, you will not be
pecmitted to surréndss onz manth contraciual ameunt in liew of the perwd of notice of

un2ipired portion thareof and yvou will be reguired to:servis the full period of notice.

-e-‘h:.

a—

Add. Director of Resaarch
- KIMSDU, Karad

Dr. Asha Jadhayv, -
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6. You will be normally posted at the study site: howaver, you may bz temporarily posted ta
. other study sites in the interest of Project work, el
7. You shall not be entitled to any piker 2llowarce such as Dearness A!k;-s.rél'nfe.,Huuse Reat
Allowance, Transport Allawanice, LTC, Banys, etc: you will 2lso not be provided any COHS ar
medical facility under €5 {MA} Aules. sk
8. Mo travelling and/or daily allowance wifl be admisﬁbife_e_}lher for joining the assignment or
on expiry of the contract, Hawever, while tm:'étiing in connection with the assigned work

during the period of engagement; you will be entitled to draw TA/DA as per your od

enlitlernent:
3. Leave Provision:
a. AnoualfAccrued leave: 30 days per Annum {Fro-rated @25 ::r;ys per month ef completed
LOMVICE]
B. Wiaternity leave: 180 days in termiz of ICME OM Mo &L/ 2015-20mindl tated
© 13/02/2016. : :
€. -8 days Casual leave and 2 days restristad fiolidays 25 per GO rules; completed vear.
d. On termination of thecontract, you will et be entitled 1o carry forward of leave or to the
benefit encashment of carnedleavs, .
10. You will nat be entitled far any terming! benefit after completion m‘mntreq pericd or
. otherwise. ]
11. You will not divulge any informaticn gathered or outcame of ressarch work during the
period of your assignment to anyone who s not authorized to have the same.
12. The mhf?act‘sewi'mmﬂ Aot confer sy right for further assignment.

In case you are willing to accent the sforesald conditions of offer of engagement, you are
directed to report for dut;.r ©ofi or before 15/07/2018, falling which the offar shall stand
autematically cancelled. A copy of this letter duly signed by vou in token of acceptance of
afordsaid terms and conditions should alss be furnished 1o this affice along with jaining report.

Principal Investizato
Fur Director.

Copy to: i

. Account Section

2. Parsonal file.

e

B e

Groeshy Natayan Shimde
WD

- Add. Director of Research
- KIMSDU, Karad

- Dr. Asha Jadhay,
KRISHNA NS TIY e ator - NARRIM Project
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ICME - MHATIONAL AIDS R...SFA.RCH INSTITUTE
. W S AgEa o E
INDIAM COUNCIL OF MEDICAL RESEARCH oy
S wger 13 W =T A, ol qo-41008
ploc No.73, *G' Block, MIBC, Bhosari, Pune-4all 025,
No: NARI/PHV NARRIM/2018-19/ | 14 G - Date: 11/07/2018
Ta,
Ivis, Latika Sanjay Karve,
E}'u Mr. DK Sapakal, Home No. 1074,
‘Brahmanshahi, Wai,
Dist. Satara - &12 803
‘Subject: Offer of engagement of DrfShrifsme, Jxm: Latika Sanjay Karve as Research Assistant Counselor
in the project entitled “PHV NARRIN" regarding.
* SirfMadan,

{;nnsa-quent upon w_.rour splattion a5 Research Assistant Counselor in the ,-rruject entitled
"'me‘hohng HIV Vaecine ﬂeuaﬂ:h and Development through tech-transfer and capacity building for
HIV. immune pathogenesis studies (PHV NARRIMI™ in the National AIDS Research Institute, | an
directed to copvey the approval of the Competent Authorsity for offering you an engagement a5
Research Assistant Counselor against lump sum amount of Rs, 31,000/-[Rupees Thirty One Theusand

“‘Onily) per.month. The engagement will be on contractual . pa,-gs for & period of 13/07/2018 o
24/03/2015 (08 Months linﬁvsjw’tﬂrnﬁ&ct from mem:af assuhptmﬂ u?@t?

The engagemem véill be subject to the foliowing ternic and candition.

1. Youare requested to furnish an undenak:ng to the effact that no eriminal procesdings are
eithar pending or contemplated against you in any Court of Law,

2. The engegemient is purcly on c;;n{rn:: basis and. tke Direcior of the mstitcte reserves the

_ right to dispense with your services ot soy time without 2ssigning a0y reasons.

3. The present assignment is for a pericd of 08 Menths and 12 days from the date of
assum‘puw of duty unless subsequently extended on the basis of your perfﬂrmme
evaluation.

4. The engegement will get autemalticaliy cease 1o ba on presentfextended assignment or
completion of the sforesaid project activities, whichever is earlier.

5. The engagement can b terminated at any time by giving one month notice on either side.
Your contract can be teririnated forthwith of before expiry of the notice period by making
pmrment of a sum equivalent to one month contractual amount. However, you will pot ba

ek

Md Dﬁ'entorufna
KIMSDuU, Karad g

o



permitted to surrende: one month ‘contractual amourt i in ligu ufﬂ'té
= unexpired portion thereof and you will be required to serve lhe full perfw iJf nrs : e
6. You will be normally posted at the study site: however, you may be temporarily poﬁted tfa"" i

other study sites in tha interest of Praject work. 4l
7. You shall not be entitled to any other allowance such 35 Dearness Allowarice, House Rent 5
: Allowance, Transport Allovance, LTC, Bonus, etc. you will also.not be provided any CGHS of % 3
medical facility under C5 {MA) Rules &
8., No travelling and/or daily allowance wili be-admissible either for joining the assignment or kﬂ,

en expiry of the conitract, However, while travelling n cannection with the astigned werk
Yuiing the period of engagement; you will be enthtlsd 1o draw TA/DA as per your
entitlemant.

8, Lesave Provision:

...rr‘\l""*""“ 3

a. Annual/Accrued leave: 30 days per annum (Pro-rated @ 2.5 days per month of completed
* sérvice}
b. Maternity leave: 180 days in terms of ICMR OM No. 16/50/2015-Admindl dated
; 11/02/2016. F .
. 8days Casual leave and 2 days restricted holidays as per GO rules, completed year. .

. 'Gn teﬁn’cnaﬁuﬂ of the contract, you will not be emried o cary forward of leave or to the
venefit encashment of earned leave.
10, You 'mll not be entitled for dny Lerminal benefit after completion of contract period or
L otherwise. :
-2t You will notdivalge apy information gathered r outceme of research work during the
péiiod of your assiznment to anyone whe 15 net authorized to have the sama.
12, The comtract service will pot conferany right for forther assignment.

In case youiare withng o accept the eioreseid conditicns of offer of engigemant, you are
diracied to report for duty on oy before 13,!’0‘:}2[’:’13’,:' fafling whic’hl the offer shall “stend
automatically tancelled. A copy of this letier duly signed by you in token of accegtance of
aforesaid tarme and conditions should also be furnished 10 this office along _izn-'gﬁining-mpm.

Paincipal inve stigator
Fer Director

-Copy to: : Aty
4 1. Agcount Section
~ 2. Personalfile

Add. Director of Rese. | :
KIMSDU, Karag " e

_ : Lahbs §-kawﬁ'_
e g- - 18
Dr. Asha Jadhav,

mmmmm NARRIM Project
KRISHNA INSTITUTE OF MEDICAL SCIENCE



Promating HIV Vaccine Research and Development through tech-transfer and capacity
bullding for HIV immune pathogenesis studies {(PHV NARRIM)
Implemented By
NATIONAL AIDS RESEARCH INSTITUTE
Plot No.73, ‘G’ BLOCK, MIDC, BHOSARI

PUNE-411 026
b Fax mmau-mm 071
Refi NARL/PHY NARRIM/2017-18/ 2 2, 3 Dite: 13707207
MEMORANDUM

SUB ;. ESTABLISHMENT - Appointment &s "Project Research Assistant Counsellor on
Consclidated salary - purely on temporary basis - reg.

Ms. Latika Karve is hereby appointed to the post of 'Project Research Assistant Counselior,
purely on temporary basis on consolidated salary of Rs. 31,000/- p.m. from 12/07/2017 to
24/03/2018 under PHV NARRIM Project

The appolntment is subject to the following terms and conditions:

1. The appointment is purely on temporary basis for the above mentioned period from the date
of foining and will autematically come to an end on expiry of the above period without any

notice / reason.

2 The appointment is purely temporary basis.

3 The present appointment shall also be liable to be terminated even earlier than the stipulated
period as mentioned in Para 1,

4. Be it clearly understoed that though the Industrial Disputes Act, 1947 is not applicable to our

establishment, in the event of same becoming applicable any time in future, your present
appointment under Section 2 {G0) pob} of the Incustrial Dispute Act 19‘1? being purely
temporary for a ﬁmd period as mentioned above is liable to be terminated on expiry of the
terms of a;ipthmjnt without any notice or compensation.

5, The appointee will not have any right or cialim for regular appointment in NART and ICMRE, New
Delhi.

6. The Central Civil Service {Conduct) Rules and Central ‘Civil Services {Classification, Control and
Appeal) Rules are applicable to the employee

7. The appointée will not be “entitled for any GPF/CPF contnbution, TCMR Grovp Insurance
Scheme, Pensionary Benefits, Medical aid, Bonus, and Leave Travel Concession facility.

B. The appointee will be entidled to 2'2 days Earned Leave for each completed month of service

and only 8 Casual Leave for one year. He / She will naot be entitled to the benefit of

‘encashment of £L on completion of the tenure.

g, ‘Mo travelling allowance is admissible either on joining the first appointment or on termination
of the appointment.

10. The individual is directed to submit the joining report to the office 'lrr!mEdiFtel'f.

:. \__j)'—"'% s
To, P}'i'tﬁpaf Inves!lj

Ms. Latika Karve
Cfo. Mr.D.K Sapakal Home No. 1074,
Brahamanshahi, Wai Dist Satara

Copy tor 1. Bill Section.
2.  Accounts Section.
3. Establishment Section.

Add. Director of R
KIMSDU, Karad

e A
Dr. Asha Jadhay,

Smeprmﬁpa Investigato
Wmm?m




Promoting HIV Vaccine Research and Development through tech-transfer and capacity
building for HIV immune pathogenesis studies (PHY NARRIM)
Implemented By
NATIONAL AIDS RESEARCH INSTITUTE
~ Plot Ne.73, ‘6’ BLOCK, MIDC, BHOSAR!
g ~ PUNE-311 026
Ph. 27331200. FAX.0091-20-27121071

Ref: NARI/PHVNARRIM/2017-18/ ) - 1* - Date: 01/06/2017

SUB ;. ESTABLISHMENT - Appqlntrr_gent as 'Project Lab Techniciancn Consolidated salary
- purely on_temporary basis - reg,

Mr. Nitin Arvind Bashpandnrs hereby appointed to the post of ‘Project Lab Technician’, purely
on temporary basis on consolidated salary of Rs. 18,000/~ p.m. from 01/06/2017 to 24/03/2018
under PHY NARRIM Project

The appointment is subject to the following terms and conditions:

1 The appointment is purely on temporary basis for the above mentioned period from the date
of faining and will ‘automatically come to an end on expiry of the above period without any
notice { reason. ;

2. The appointment is purely temporary basis.

= The present appointment shail also be liable to be terminated even earlier than the stipulated
period as mentigned in Para 1, | :

4. Be it dearly understood that though the Tndustrial Disputes Act, 1947 is not applicable to our
establishment, in the event of same becoming applicable any time in future; your present
appointinent under Section 2 (00) [bb] ‘of the Industrial Dispute Act 1947 being purely
temporary for a fixed peried as mentioned above is liabla to be terminated an expiry of the
terms of appaintment without any notice or compensation.}

5. The appointee will not have any right or claim for regular appointment in NARI and ICMR, New

&. The Central Civil E_Ei"uf_iigmqﬁu@r}' Rules and Central Civil Services {Classification, Control and
Appeal) Rules are applicable to the employee :

7. The appointee will not be entitled for any GPF/CPF contribution, ICMR Group Insurance

: Scheme, Pensionary Benefits, Medical aid, Bonus, and Leave Travel Concession facility.

8 The appointes will be entitled to 2%2 days Eamed Leave for each compieted month of service
and only B Casual Leave for one year. He / She will not be entitled to the benefit of
encashment of EL on completion of the tenure.

g, Ne traveiling allowance is admissible either on Joining the first appointment or on termination
of the appointment. .

10. The individual is directed to submit the jeining report to. the office immediataly.

«:_"H'_ it .ll"ll"._11‘1l' -I!I
Administrative Officer

To, ) For Principal Investigator

Mr. Nitin Arvind Deshipande,

Girira) Hos.Soc, 0-22,

Biialiﬁagar,mhﬁwad-mm—ﬂﬂﬂﬂ

Copy-to; 1. Bill Section.
2. Accounts Section.
3. Establishment Section.

Add. Dimctu;;; ﬁasaarm
~ KIMSDU, Karad
Spessfhew -
Or. Asha Jadhay,
KPSy o Invesigator - NARRIM Projc
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ICMR - NATIONAL AIDS RESEARCH INSTITUTE
INDIAN COUNCIL OF MEDICAL RESEARCH e
e wem 73 W o, o, Gwd, wwi-sn o6 -
Iot No.73, ‘g’ Block, MIDC, Bhosari, Purie—-411 02§,
No: NARI/PHV NARRIM/2018-19/2. ¢ 4 / Date: 24/10/2018

To,
Mr. Rounak Alaskar,

Alp. Jamwadi,
Dist. Sangli.

subject: Offer of engagement of Dr/ShrifSmt, /Km. Rounak Alaskar as Laboratory Technician in the
project entitled “PHV NARRIM" regarding.

Sir/Madam,

Consequent upon your selection as Laboratory Technician in the project entitled “Promoting
HIV Vaccine Research and Development through- tech transfer and capacity building for HIV immune-
pathogenesis studies (PHV- NARRIM]" in the National AIDS Research Institute, | am directed to convey
the approval of the Competent Authority for offering you an engagement as Laboratory Technician
against lump sum amount of Rs, 18,000/-{Rupees Eighteen Thousand Only} per month. The
engagement will be on contractual basis for s period of 17/11/2018 to 24/03/2019 (04 Months 08 days)

with effect from the date of assumption of duty.
The engagement will be subject to the following terms and condition.

1. You are requested to furnish an undertaking to the effect that no criminal proceedings are
either pending or contemplated against you in any Court of Law.

2. The engagement is purely on contract basis and the Director of the Institute reserves the right to
dispense with your services at any time without assigning any reasons.

3. The present assignment is for a period of 04 months 08 days from the date of assumption of
duty unless subsequently extended on the basis of your performance evaluation.

4. The engagement will get automatically cease to be on present/extended assignment or
completion of the aforesaid pmje.ctactiuiﬁes, whichever is earlier.

3. The engagement can be terminated at any time by giving one month notice on either side. Your
contract can be terminated forthwith or before expiry of the notice period by making paymerit
of a sum equi%.-alén‘t 1o one month contractual amount. However, you will not be permitted to
surrender one month contractual amount in lieu of the pericd of notice of unaxpired portion
thereof and you will be required to serve the full period of notice.

"ot

Add. Director of Research
KIMSDU, Karad

Dr. Asha Jadhay,




6. You will be normally posted at the study site; however, you may he tempararily posted to othér
study sites in the interest of Project work.

7. You shall not be entitled to any other allowance such as Dearness Allowa nce, House Rent
Allowance, Transport Allowance, LTC, Bonus, etc. you will also not be provided any CGHS or
medical facility under C5 {MA) Rules.

a No travelling and/or daily al[awarxe will be admissible either for joining the assignment or on
~ expiry of the contract. However, while travelling in connection with the assigned work during
the period of engagement; you will be entitled to draw TA/DA as per your entitfement,

9. lLeave Provision:

a. Annual/Accrued leave: 30 days per arinum (Pro-rated @ 25 days per month of completed
service)

b. Maternity leave: 180 days in terms of ICMR OM No. 16/50/2015-Admin.{l dated
11/02/2016.

. 8days Casual leave and 2 days restricted holidays as per GOI rules, completed year.

d. On termination of the contract, you will not be entitled to carry forward of ieave or to the
benefit encashment of earned leave,

10. You will not be entitled for any terminal benefit after compietion of contract period or

otherwise.

11. You will not divulge any information gathered or outcome of research work during the period of

your assignment to anyone who is not authorized to have the same.

12. The contract service will not confer any right for further assignment.

In case you are willing to accept the aforesaid conditions of offer of engagement, you are
directed to report for duty on or before 17/11/2018, failing which the offer shall stand
automatically cancelled. A copy of this letter duly signed by you in token of arceptance of
aforesaid terms and conditions should also be furnished to this office along with jo{ning report.

P
(A

Add. Director of Research
Ciikiy 00 KIMSDU, Karad

1. Account Section
2. Personal file

Dr. Ashn Jadhav

Site Principai Investigator - NARRIM Project
KRISHNA INSTITUTE OF MEDICAL SCIENCE

Principal Invatlgatur
For Director
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ICMR - NATIONAL AIDS RESEARCH INSTITUTE
INDIAN COUNCTL op MEDICAT RESEARCH x-;

e w73 W A E A el 9 O- 411 026,
Plot No. 73, ‘o Block, MIpc, Bhosari, Pune-411 026.

MNo: NARI/PHY NARRIM/2018-19/ X j 7 Date: 28/06/2018

To,

Mr. Vaibhav Sambhaji Patil,
indraprastha Colony, Agashivnagar
Malkapur, Karad,

Satara -415 539

Subject: Offer of engagement of Dr/Shri/Smt, /Km. Vaibhay Sambhaji Patil as Staff Nurse in the project
entitied “Promoting HIV Vaccine Research and Development through Tech-Transfer and Capacity

Sir/Madam,

Consequent upon vour selection as Staff Nurse in the project entitled “Promoting HIV Vaccine
Research and Development through Tech-Transfer and Capacity Building for HIV Immune-
Pathogenesis studies (PHV NARRIM- )" in the National AIDS Research Institute,  am directed to convey
the approval of the Competent Authority far offering you an engagement as Staff Nurse against lump
sum amount of Rs.31, 500/-{Rupees Thirty One Thousand Five Hundred only) per month. Thea
ehgagement will be on contractual basis for a period of 02/07/2018 1o 24/03/2019(08 Months 24 Days)
with effect from the date of assumption of duty.

The engagement will be subject to the following terms and condition,

1. You are requested to furnish an undertaking to the effect that no criminal proceedings are
either pending or contemplated against you in any Court of Law.

2. The engagement is purely on contract basis and the Director of the Institute reserves the right to
dispense with your services at any time without @ssigning any reasons. I

3. The present assignment is for a period of two months from the date of assumption of duty
unless subsequently extended on the basis of your performance evaluation,

4. The engagement will get automatically cease to be on present/extended assignment or
completion of the aforesaid project activities, whichever is sarlier.

5. The engagement can be terminated at any time by giving one month notice on either side. Your
contract can be terminated forthwith or before expiry of the notice period by making payment
of a sum equivalent to one menth contractual amount. However, you will not be permitted to

b

m Directo& of{fr::ﬂm
. KIMSDU,
oo oY Weas B8

Dr. Asha Jadhay,
srcdnﬁspﬂm INSTITUTE OF MEDICAL SCIENCE
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surrender one month contractual amount in lizu of the period of notice of unexpired portion
thereof and you will be required o serve the full periad of natice.

6. You will be nuﬁnalh; posted at the study site; however, you may be temporarily posted to other
study sites in the interest of Project work,

7. You shall not be entitled to any other allowance such as Dearness Allowance, House Rent
Allowance, Transport Allowance, LTC, Bonus, ete. you will aiso hot be provided any CGHS or
medical facility under s (MA) Rules,

8. No travelling and/or daily allowance will be admissinle either for joining the assignment or on

expiry of the contract. However, while travelling in connection with the assigned work during
the period of engagement: you will be entitled to draw TA/DA as per your entitlement.
9. Leave Provision:
a. AnnualfAccrued leave: 30 days per annum (Pro-rated @ 2.5 days per month of completed
service)
b. Maternity leave: 180 days in terms of ICMR OM No. 16/50/2015-Admin il dated 11/G2/2016
8 days Casual leave and 2 days restricted holidays as per GOJ ruies, completed yvear,
On termination of the contract, you will not be entitled to carry forward of leave or to the
benefit encashment of earned leave,
10. You will not be entitled for any terminal benefit after completion of contract period or
otherwise,
11. You will not divulge any information gathered or sutcorne of research work during the period of
your assignment tn.anirﬁri@-;i.whé is not authorized to have the same.
12. The contract service will not confer any right for further assignment.

B

In_wase you are willing to accept the aforesaid conditions of offer of engagement, you are
directed to report for .d_utf on or before 02/07/2018, failing which the offer shall stand
aumma'tr"calky cancelled. A copy of this letter duly signed by you in token of accepiance of
aforesaid terms and conditions should also be furnished to this office along with joining report.

Copy to:
’l A‘E‘W‘“‘nt EBI:ﬂﬂn
4. Personal file

R.Ed Director of Remt;uh
KIMSDU, Karad

R

Dr. Asha Jadhay,

Site Principal Investigator - NARRIM Project
KRISHNA INSTIYUTE OF MEDICAL SCIENCE



Promoting HIV Vaccine Research and Development through tech-
transfer and capacity building for HIV immune-pathogenesis studies
(PHV NARRIM-2 Project)
Implemented By
NATIONAL AIDS RESEARCH INSTITUTE
Plot No.73, ‘G’ BLOCK, MIDC, BHOSARI
PUNE-411 026
Ph. 27331200. FAX.0091-20-27121071

Ref : NARI/PHY wmwzm&ugﬁ% 5 Dt : 16/06/2016
MEMORANDUM

- SUB: ESTABLISHMENT - Appointment as 'Project Technician (Field worker/
Assistant)- on Consolidated salary - purely on temporary basis - reg.

Mr. Satish G.Kamble is hereby appointed to the post of ‘Project Technician (Field Worker/
Assistant) purely on temporary basis an consolidated salary of Rs. 17,040/~ p.m. for a period of Three
months from 16/06/2016 to 15/09/2016 under PHY NARRIM -2 Project.

The appointment is subject to the following terms and conditions:
i: The appointment Is purely on temporary basis for the above mentioned perigd from the date

of joining and will automatically come to an end on expiry of the above period without any
notice / reason,

Z. The appeintment is purely temporary basis.

- # The present appointment shall also be liable to be terminated evin earlier than the stipulated
period as mentionad in para 1.

4, Be it clearly understood that though the Industrial Disputes Act, 1947 is not applicable to our

establishment, in the event of same becoming applicable any time in future, your present
appointment under Section 2 (00) [bb] of the Industrial Dispute Act 1947 being purely
temporary for a fixed period as mentioned above is liable to be terminated on expiry of the
terms of appointment without any notice or compensation.

L The appointee will not have any right or claim for regular appointment in MART and ICMR, New
Delhi.

6. The Central Civil Service (Conduct) Rules and Central Civil Services (Classification, Control and
Appeal) Rules are applicable to the employee

7. The appointee will not be entitled for any GPF/CPF contribution, ICMR Group Insurance

Scheme, Pensionary Benefits, Madical aid, Bonus, and Leave Travel Concession facility.
8. The appointee will be entitied to 2': days Earned Leave for each completed month of service
and only 8 Casual Leave for one year. He / She will not be entitled to the benefit of

encashment of EL on completion of the tenure,
g. No travelling allowance is admissible either on joining the first appointment or on termination

of the appointmerit.
10. The individual is directed to submit the joining report tﬁthe Dmtjymatw'

. g 3
&,. o
'ncipﬁﬁnv igator

To;
Mr. Satish G. Kamble
Karad, Dist Satara 415 110

Copyto: 1. Bill Section,
2. Accounts Section. i
3. Establishment Section. B =

Add. Director of Research
KIMSDU, Karad

‘a—tf”—’ihjﬁ““ :
Dr. Asha Jadhay,
Site Principal investigator - NARRIM Project
KRISHNA INSTIYUTE OF MEDICAL SCIENCE
UNNERSITY KARAD MUET CATAD A



Promoting HIV Vaccine Research and Development through tech-
transfer and capacity building for HIV immune-pathogenesis studies

(PHV NARRIM-2 Project)
implemented By
NATIONAL AIDS RESEARCH IHSTITU_TE
Plot No.73, ‘G' BLOCK, MIDC, BHOSARI
PUNE-411 026
Ph. 27331200. FAX.0091-20-27121071

Ref : NARI/PHV NARRIM/2016-17/ | #24 Dt 16/09/2016
DUM

SUB : ESTABLISHMENT - Appointment ac ‘Project Technician (Field Worker)- on
Consclidated Salary - purely on temporary basis - reg.

Mr. Satish G. Kamble is hereby appointed to the post of ‘Project Technician (Field Worker)®
purely on temporary basis on consolir.;al{e;j::.ﬁaiary of Rs. 17,040/ p.m. for a period from 16/09/201&
to 31/10/2016 under PHY NARRIM -2 Project.

The appointment is subject to the following terms and conditions:

The appointment is purely on tamporary basis for the above mentioned period from the date
of joining and will automatically come to an end on expiry of the above period without any
notice / reason.

2. The appointment is purely temporary basis.

3 The present appointment shali aiso be liable to be terminated even earlier than the stipulated
period as mentioned in para 1.

4, Be it clearly understood that though the Industrial Disputes ACt,1947 Is not applicable to our
establishment, in the event of same becoming applicable any time in future, your present
appointment under Section 2 (00} [bb] of the Industrial Dispute Act 1947 being purely
temporary for a fixed period as mentioned abave is liable to be terminated on expiry-of the
terms of appointment without any notice or compensation.

3 The appointee will not have any right or claim for reqular appointment in NART and ICMR, New
Eelhi.

8. The Central Civil Service (Conduct) Rules and Central Civil Services (Classification, Control and
Appeal} Rules are applicable to the empioyee

¥ The appointee will not be entitled for any GPF/CPF contribution, ICMR Group Insurance
scheme, Pensionary Benefits, Medical aid, Bonus, and Leave Travel Concession facility.

B. The appointee will be sntitied te 2%: days Earned Leave for each completed month of service

and only 8 Casual Leave for one year. He / She will not be entitied to the benefit of
+ encashment of EL on completion of the tenure.

9. No travelling aflowance is admissible either on joining the first appointment or on termination
of the appointment. :

10. The individual is directed to submit the jaining report to the office immediately.

\i \5 —

> Xei/

L-’VJ Y T
Principal Investigator

To;

Mr. Satish G. Kamble,
Karad, Dist. Satara 415 110.

) _ = t-mﬂwc-;;g
Lopy el 1.  Bill Section: —— z

2. Accounts Section. Add. Director of Research
3. Establishment Section. KIMSDU, Karad
Dr. Asha Jadhay,

Site Principal investigator - NARRIM Project
KRISHNA INSTIYUTE OF MEDICAL
UNIVERSITY KARAD roar - SCIENCE



PHV NARRIM ICMR Project

Implemented By
NATIONAL AIDS RESEARCH INSTITUTE
Plot No.73, ‘G’ BLOCK, MIDC, BHOSARI

PUNE411 026 _
Ph.27331200, FAX.0091-20-27421071 -
Ref: NARY/PHY NARRIN/201 118/ Z f Date: 06/11/2017 3
Memorzndum

SUB: ESTABLISHMENT- appointment as Project Field Worker on tonselidated salary- on purely temporary hasis
under PHY NARRIM LAVI Project- reg.

In accordance with the approval of the Director in Charge and the Principal Investigator of PHV NARRIM Project,
appoints Mr. Satish Kamble as Project Fleld Werker under the project entitted "PHV NARRIM-ICMR™ on 2
consolidated salary of Rs. 18,000/~ from 02/11/2017 1o 24/03/2018

The CHfer of appointmeant is subject to the following terms and conditions:

i TR

The appointment is purely temporary for the durstion of the project and hefshe will be terminated on
completion of the project or earlier if necessary without assigning any reason.

The appointes will not have any right or clzim for regular appointment in NARI and ICMR New Delhi,

The appointes will not be entitled far any GPF/ CPF contribution, ICMR Group Insurance scheme,
Pensianary Benefits, Medical aid, bonus and leave trave! concession facility.

Be it clearly understood that though the Industrlal Disputes. Act, 1947 is not applicable to our
establishment, in the event of the same becoming applicable anytime in future, your present
appointment under Section 2 {oo) (bbj of the industrial Disputes Act 1947 being purely temporary for a
fived period a5 mentioned above is lisble 1o be terminated on expiry of the term of appointment without
any noticeor compensation,

The present appointment shall also be fiabis to be terminated even earlier than the stipulated period 25
mentioned in Clause 1 above by either party giving fifteen days natice or payment in liew of notice,

The present temporary appointment is restrictad o our slite-affice/project at NARL. Bhosari and will not
confer any right or entitlement for confirmation/absorption against any other regular vacancles.

The appointee will be pald consalidated salary 2s mentioned above.

The appointment is subject to the individual being fourd it by the Sasoon General Hospital, Pune.

The appointee will be entitled to 2 % days of earnad leave for each com pleted month of service and only 8
days casual leave for one nte_ndwmn He/She will not be entitled to the bensfit of encashment of leave
on termination of the project.

TesheyeloR

Add. Director of Research
KIMSDU, Karad

w7 o _R._-———--'“S LL:_U '

Dr. Asha Jadhay,

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



x

10 The appointes will be abiding by the rules and regulations including that of discipline prevaliing at
Project/Site. The Central Civil Service {conduct) rules and Central Chvil Services {Classification, Control and
Appeal] Rules are applicable to the empiloyee.

11 Be it clearly understood that though the project is associated with the Institue under Central
Govemment neither any right of absorption, regularization of future employment nor any connection
with the Project Assoclate NARI and 1CME, New Delhi wil be conferred upon the appointee because of
the present appointment.

12 Neo Traveling allowance is admissible either on foining the first 2ppointment or on the termination of the
appointment.

13 The ammmmmmnmﬂmwmm duty.

* Anattested copy of Matriculation/HSC or eguivalent examinstion disciosing the date of birth,
*  Attested coples of all examination passed.

*  Character certificate from a gazetts officer.

*  Proof of Address (copy of Electricity bill/Telephone Bill/Fass Port/ Bank Pass book/Ration Card.

If the above mentioned conditions are acceptable to the appeintee, the individual is directed to sign, confirm and
return the duplicate copy of this appointment order in token of your acceptance of employment on all the terms

and conditions stated here in above, o Q :I
B . &
L,J"'" P
Principal investigato

To,
Mr. Satish Kamble,
Field Woker

K

{ have been explained all the terms and conditions in the above appointment letter which | have understood,
hereby confirm that | accept the appointment an the terms and conditions set out in this letter of appaintment
and agreed to abide them:

I declare that my date of birth Is and in support of which | have submitted - . and for procf of
address, submitted -————— as documentary evidence.

Date Signature & Name

|_,_,.—-

== !
= G
g ——

Add. Director of Research
KIMSDU, Karad

gl o

Dr. Asha Jadhay,

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



2018-2019
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Add. D:recinr of Research
KIMSDU, Karad



BUDGET 2018-2019

INTEGRETED COUNSELING
AND TESTING CENTER (ICTC)

MAHARASHTRA STATE AIDS
CONTROL SOCIETY (MSACS)

ll‘“*\jf 'fjv;-_'i el

Add. Director of Research
KIMSDU, Karad
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KRISHNA INSTITUTE OF MEDICAL SCIENCES "DEEMED TO BE UNIVERSITY", KARAD.

(Doclared /s 3.0f UGT Aict, 1956 vide Notification Mo, F.9-15/2001-13 of the Ministry af Hutnan Resource Development, Govt. of Indiz)
Harad, Dist. Satara (Maharashira State) Pin: 415 110 Tel: 02164 -241555-58 Fax: 02164 243272/242170

Website: www.kimsuniversityin E-mail: contact@®kimsyniversityin

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 2018-2019

Sr.No | Post Year Monthly Salary | Yearly Salary | Total Expenses
1 Counselor 20182018 [ 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 229044375 |
A? S e
Program Director,

PPTCT-ICTC KiMsDu,

Karad.

et

KIMSDU, KARAD

o IL_J_ ol
‘_,_,j—: : | 2] _--—'—\_x__ =

Add. Director of Research
KIMSDU, Karad



STAFF ORDER 2018-2019

INTEGRETED COUNSELING
AND TESTING CENTER (ICTC)

MAHARASHTRA STATE AIDS
CONTROL SOCIETY (MSACS)

Add. Director of Research
KIMSDU, Karad
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MAHARASHTRA AIDS CONTROL SOCIETY.
(GOVERNMENT OF MAHARASHTRA.)
R.A.Kidwai Marg, Akwarth Leprosy Complex,
Vadala (W), Mumbai 400 031.

Re-appointment order.

MSACS/Admn/ICTC/re-appt./2018-2019/51540
dated 02-04-2018.

Subject  About re-appointment for the post of
“Counselor” as contract labour, on agreement
basis under Maharashtra State Aids Control
Project.

Under Maharashtra State Aids Control Society,
Mumbai you are re-appointed on the post of “Counselor” as a
Contract labour at Solitary Counselor and Test Center (ICTC”),
in District Civil Surgeon General Hospital, Satara for the period
of 02-04-2018 to 31-03-2019 on consolidated emoluments of

Rs.16,500-00 on the following terms and conditions.
Terms and conditions.

1.  Except consolidated emoluments, you are not entitled to
get any kind of dearness allowance, house rent allowance or any
other benefit and facilities, which are available to regular
Government servant. Also the terms and conditions of your

service will be as per the guiding suggestions issued by the

Add. Director of Research M‘%‘wﬁ
KIMSDU, Karad



NACO, New Delhi from time to time and the changes occurred

in it from time to time will be binding on you.

2.  After your joining the service, you have to submit
agreement in prescribed form as decided by the office of
MSACS, to the office.

3. At the time of leaving your service on contract basis, you
have to inform this office one month in advance or it will be

binding on you to repay one months consolidated emoluments.

4.  This office is having right to discontinue your service on
contract basis, at any time without giving you any prior
intimation or without mentioning any reason, from the office of
M.S.A.C.S. in case your work and official presency is not found

satisfactory.

5.  Officers / employees on contract basis have to maintain
confidentiality in respect of documents / information of their
department and supported articles, otherwise in case of breach
of confidentiality contract service will immediately be

terminated.

6.  Official work allotted by the Seniors / Officers from time
to time will have to be completed as per suggestions / orders.
Also for some times, official work will have to be done on

public holidays, before office hours, and /or after office hours,

Add. Director of Research M

KIMSDU, Karad



as per orders of the seniors by remaining present. No separate /

additional financial compensation will be payable for the same.

7. Work will have to be done, in case of necessity, if
appointment / transfer is made at other departments/

centers/offices etc. under the control of society.

8.  Final decision will remain with the Project Director as to
whether further appointment is or is not to be given after

completion of duration of agreement.

9. Incase any act is done by the officers / employees in work
allotted in MSACS department, negligently or with an
intention to cause loss, causing loss to machinery, becoming
medicines not useful etc. due to which there will be loss to the
society, then action about legal penalty will be taken against the

concerned and the amount of loss will be recovered.
With consent of the Project Director.
Sd/- Dr. Pramod Devraj.

Joint Director (Basic Service.)

Maharashtra State Aids Control Society, Mumbai.

To,
Smt. Pramila Jadhav, Krishna Institute of Medical Science,

Tashoghrd

Add. Directprgifikesearch
 Kgaead

Karad, District Satara.

F L T
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Copy for information and action -

1.
2.

District Civil Surgeon, General Hospital, Satara.

District Project Manager, District Anti-Aids and Control
Desk(DPK) Satara (for necessary action.)

District Supervisor ICTC, Satara (for necessary action).
Incharge, Solitary Counselor and Test Center, (ICTC)
Krishna Institute of Medical Science, Karad, District
Satara. Satara.

Finance Department, MSACS, Mumbai.(for necessary
action relating to pay for 2018-2019.)

et

Add. Director of Research
KIMSDU, Karad
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MAHARASHTRA AIDS CONTROL SOCIETY.
(GOVERNMENT OF MAHARASHTRA.)
R.A.Kidwai Marg, Akwarth Leprosy Complex,
Vadala (W), Mumbai 400 031.

Re-appointment order.

MSACS/Admn/ICTC/re-appt./2018-2019/51563
dated 02-04-2018.

Subject  About re-appointment for the post of
“Laboratory Technician” as contract labour,
on agreement basis under Maharashtra State
Aids Control Project.

Under Maharashtra State Aids Control Society,
Mumbai you are re-appointed on the post of “Laboratory
Technician” as a Contract labour at Solitary Counselor and Test
Center (ICTC”), in District Civil Surgeon General Hospital,
Satara for the period of 02-04-2018 to 31-03-2019 on
consolidated emoluments of Rs.14,000-00 on the following

terms and conditions.
Terms and conditions.

1.  Except consolidated emoluments, you are not entitled to
get any kind of dearness allowance, house rent allowance or any
other benefit and facilities, which are available to regular
Government servant. Also the terms and conditions of your

service will be as per the guiding suggestions issued by the

P

Add. Director of Research
KIMSDU), Karad



NACO, New Delhi from time to time and the changes occurred

in it from time to time will be binding on you.

2.  After your joining the service, you have to submit
agreement in prescribed form as decided by the office of
MSACS, to the office.

3. At the time of leaving your service on contract basis, you
have to inform this office one month in advance or it will be

binding on you to repay one months consolidated emoluments.

4.  This office is having right to discontinue your service on
contract basis, at any time without giving you any prior
intimation or without mentioning any reason, from the office of
M.S.A.C.S. in case your work and official presency is not found

satisfactory.

5.  Officers / employees on contract basis have to maintain
confidentiality in respect of documents / information of their
department and supported articles, otherwise in case of breach
of confidentiality contract service will immediately be

terminated.

6.  Official work allotted by the Seniors / Officers from time
to time will have to be completed as per suggestions / orders.
Also for some times, official work will have to be done on

public holidays, before office hours, and /or after office hours,

S

Add. Director of Research
KIMSDU, Karad



as per orders of the seniors by remaining present. No separate /

additional financial compensation will be payable for the same.

7. Work will have to be done, in case of necessity, if
appointment / transfer is made at other departments/

centers/offices etc. under the control of society.

8.  Final decision will remain with the Project Director as to
whether further appointment is or is not to be given after

completion of duration of agreement.

9. In case any act is done by the officers / cmployces in work
allotted in MSACS department, negligently or with an
intention to cause loss, causing loss to machinery, becoming
medicines not useful etc. due to which there will be loss to the
society, then action about legal penalty will be taken against the

concerned and the amount of loss will be recovered.

With consent of the Project Director.,

Sd/- Dr. Pramod Devraj.
Joint Director (Basic Service.)

Maharashtra State Aids Control Society, Mumbai.

To,
Smt. Sarita Jadhav, Krishna Institute of Medical Science, Karad,

District Satara.

‘-‘.
_ Director of Researc
Add KIMSDU, Karad



Copy for information and action -

1.
2.

District Civil Surgeon, General Hospital, Satara.

District Project Manager, District Anti-Aids and Control
Desk(DPK) Satara (for necessary action.)

District Supervisor ICTC, Satara (for necessary action).
Incharge, Solitary Counselor and Test Center, (ICTC)
Krishna Institute of Medical Science, Karad, District
Satara. Satara.

Finance Department, MSACS, Mumbai.(for necessary

action relating to pay for 2018-2019.)

et S

Add. Director of Research
A KIMSDU, Karad
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COHORT OF HIV RESISTANCE AND
PROGRESSION IN INDIAN CHILDREN &
ADULTS PROJECT (COHRPICA)
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Add. Director of Research
KIMSDU, Karad
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BUDGET

COHORT OF HIV RESISTANCE & PROGRESSION
IN INDIAN CHILDREN & ADULTS PROJECT
(COHRPICA)

e
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KIMSDU Financial information

Budget Head |Year1l |Year2 |[Year3 |Yeard |Year5 |Total 1
| Equipment Nil Nil |  Nil Nil Nil Nil
| Manpower
 Doctor-1 826500 | 851700 876900 902100 927300 4384500 |
| | - _.I,--._ ; - _——

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

! — _—I e —

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 i

Community 500000 | 500000 | 300000| 500000| 500000 25,00,000

engagement

cost 21 Ll S e ERETE IR ST

Shipment 25000 | 25000 | 25000| 25000 | 25000] 1,25,000
 charges | S| |

Travel T | L o U R |

Contingency 15000 15000 | 15000 15000 | 15000 75,000

Total 2¢40625 | 1,43,02,933

Add. Director of Research
KIMSDU, Karad
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Protocol No.: BT/PRI1326/MED /281 158

Annexure | = Financis! Information

Verston 2.0, 20 lut 7018

E & TheTotal Cost of the Project is INR 216685524 as per details given below (all costs in INR):
P _gﬁ;btute Year 1 Year2 | Year3d| ~ Year&} Years iTatal |
NARI 53552735 | 12336028 . 13850161 | 12436005 | 11804557 104029486 !
YRGCARE | 7689832 | 10330503 9628764 | 7477819 | 5893511 | 41076429 I
NIRT 5211290 | 5749163 | 5336038 | 4800412 | 4304411 25401314 |
GHTM 2291344 | 2788275 | 2401217 | 2445617 | 2490018 :’d_124164?1 |
IGICH 2511000 | 3039980 | 3145760 319?2&43] 3220730 18147700
_ "NIE | 2300600 =51200 | 77000 | 902200 627400 | 5865000
Peu [T 1985500 | 3270524 | 2605900 | 2&551.1{3'{;; 2225500 | 12754128
ToTAL 3354553? 3 | 37644540 | 33975193 | 30854517 | 216685528

| 75548701
L. i

 Institute-wise details

1. National AIDS Research Institute [NARI)

Establishment of Coborts of HiV-uninfected individuals et high-risk (including

L ]
Exposed-seronegative and Eorly HiV-nfection) and HiV-infected adults — with and
without comorbidities;
s Establishmentof the state-of-the-art bicrepository
. "‘Efljﬂg"éi"'HEad | Yearl | Year2 Year 3 1 Yeard | YearS “Total
. TEquipment | 427600001 O] 0] 0 0| 42760000 |
8 | 4932000 | 5126750 | 5321520 | 5515880 | 5710340 | 26606600
Manpower | 0 i i ) e A !
Laboratory | |
tests, | ; |
- | Participant | |
i Care and | i
| Communily [ l | |
engagement e fipese ,
| eoses (Conores) | 4510735 | 5?391551_ 6136641 | 4654125 | 3642117 | 25682886
| Consumables 1 e .
| Biorepository) | 1000000 100000 | 1000000 | 800000| 800000 3700000 ]
‘| Shipment |
| ﬁh::ge; 200000 | 220000 | aa000| 266000 | 292000 | 1220000
| ? S B i i
Confidential i Page 92 of 102
Add. Director of Research
KIMSDU, Karad
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Protocol No.: BT/PR21326/MED/29/1158 Version 2.0, 20 14l 2018
T B LR s 5
Biorepository J i ! J } ]
Equipment 0 i 0} 1000000 | 1100000 | 1210000 3316@00
Travel |~ 100000 | 100000 | 200000 | 100000| 100000]  £0005g]
Contingency | 50000 J 500001 500001 50000 r 50000 150:@0“
e # 53552735 ] 12336028 | 0 13850161 J 12486005 |‘ 11804557 154&23435_'

SN ’iﬁé‘b'f?fquipéﬁent Ma. =15 oo

For Bigrepository : P 2

Bio Bank system (LN2) ] s 30000000

LN2 shipment tank T 2 2400000
170 freezer L g 2400000

-'msupﬁﬁtﬁcmw G 500000

Sub-total 2k 35360000

 For Cohorts B RS

Tablet/Note book s bt JI‘ 4 ) 100000

| Opgradation of FACS Ares b1 | 7300000 ¢

Sub-total 7400000

TOTAL | | 42760000

1b. Manpower

i | | Monthly [ e 1 Jatii I L 2}
. Head No. | salary Yearl |"Year2 | Yez __ Total
For Bib&pm':twy SO R '
Technical | | I : ’ ' : :
assistant 1] 310001 372000| 358200 | 404200 | 420600 | 438300 2022000
Vet o | { [

Officer 11 32000 384000 | 400680 | 417360 | 434040 450720 | 2086800
Lab attendant 1] 15800 185600 198000 206400 | 312800 223200 | 1032000
Sub-total | 545600 osess0] 1028160 | 1069440 | 1110720 5140800
For Cohorts A = s

Scientist B I : I | [ 1 r
{Medical) - j | | | | i

For HIV : | | i :

| 1

uninfected i f ' J [ J |

cohorts 1| 66250 | 795000| 820200| 845400 | #7040 805600 | 4226600
Confidential Fage 93 of 102
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~ Protocol No.: BY/PR213256/MED/25/1154 Version 2.0, 20 Jul 2018

Scientist B. [ I
: dedicals | : |
% {ForHIV | J
| uninfectes L |

o T el -. man‘ 626500 | F51600 | 676300 | 702000 727000 | 3383800
h Fisld I == =t
Worker/Data J | | ! l
Entry | i '
Operator— | | | r
One each for [ [ I
Hiv .
uninfected § |

[andHiv- © g

infected Adult | ; )

| Cohort 2 180001 432000 | 451200 470400 | 489600 | 508800 2352000

Counselor - |
ﬂnﬁﬂﬂ_.t_;h;fbr . I |
HiV 2y i
uninfected I
- (and Hi- : i
| infected Adult !
l’.'ahﬂr.t = 21 ?ri'-:ii}ﬂih ??6'4?5 BOEROD _|_ 241200 8?35_9d 4044000
Scientist B | ,
{Medical) - i ’
Eor Hiv- ]
infected Adult I
Cohort 1) 66250 795000 | 520200 | 845400 | 870400 B9SG00 | 4226600
Technician
{shared for
HIV |
uninfected | i
and HIv- i (
l

i“&mdﬂd“’t ! i

Eﬂhﬂﬂ# l._: 13&013
Staff nurse | | |' | |

{shared for i | J |I ’

Fr |Hy | | |

= | uninfected 1] 31500 | 378000 | 394880

_ 216000 | 225600 ( 235200 | 344800°| 754400 | 1176000

411360 | 428040 | 444720 | 2056800

SR Confidential Page 94 of102
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Version 2.0. 20 Jul 2018

3986300 4139334:[ 4293360 | 4446440 4599720 | 21465800

| 4932000 512&?&::[532152n 3515880 | 5710440 | 26606500
——

‘rvarl __'__?fgq&?’___ﬁ@iﬂ__i Years | Years .;i;. Total

Icﬁommw Tests ests ond Pﬂr'm iontCore Cotrs

HIV-uninfected zo asxf:r'an?_aﬂﬂa | 3646750 | 1934625 T Sasssol 13

cohorts R A -

Eamsmwnfemu'_f 69516 | 180893 f 235974 | 187915 | 151982

cohorts 3 2 | e 1

Exposed- f T | f 77667 | - 77665 155332

l_semmghﬁv'e ! | [ | ek

cohorts I it !
: HIVinfected | sazsaa | 3maes 3917 | 953317 | 953018 | si3ge7

Cohorts J f

Community | 1500000 I 1500000 1500000 | 1500000 | 1500000 7500000
=. Engagement Cost Sl ] R
l | ToTaL 4510735 | 6730268 6136641 | 4654125 | 3842117 25682846 |

Esmbﬁshmenr af Cohoris of HiV-tninfecte 2 individuols gr high-risk {including

£ S :
%g 2. Y.R ﬁaﬁunﬂe Center for AlDS Research and Education (YRGCARE)
Exposed-seroncaative ang Eany HiV-infection) and Hiv-in fected adults — with and

without comorbicities

z ’ _Budget Head _TET‘;_I_L f;_;?T ?ear:s_f‘reard r ‘:‘ﬁai'-"-s'*‘"-*g': ;) _Total
= Equipment |- 210000 | 0 0 | 5 o 0 210000
= | Manpower | 224 ﬂsm| 2536980 | 25334501 2729940 | 2826420 13167300
E Laboratory tests, HE7 e |

 Participant Care

mtmnmumiy : i :
engaE ment costs | 4880332 7699523 6845304 4587879 2917051 26549175

Travel ; 100000 | 100000 | 100000 100000 | 100000 _ 506000
Contingency , sm;aﬂu, _ 500001 50000] 50000 | 50000 250000 |

[ ToTAL _| 7689632 | 10386503 | 9528764 | 7477815 | 5893511] 41076429

% Confidential = | ; l] 3 _/E 5
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Cohorts for HIV Resistance and Progression in Indian Children and Adults
(CoHRPICA| o |

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

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

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

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

Objective A — Establishment of cohorts

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

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

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

People who inject drugs (PWID))

ek

. Add. Director of Research

: KIMSDU, Karad
5 ;j&,?rm—ﬂ"‘_ﬁ_”/

Dr. Asha Jadhay,
Site Principal Investigator - NARRIM

KRISHMA syt e f = NARRIM Project



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

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

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

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

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

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

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

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

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

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

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

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

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

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

Research Program is in initial phase where in clini

cs areset—up at karad and

Staff is appointed and has undergone training and orj

entation program in the
community.

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

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

—Hpen prov

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

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

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

E-miail: contact@kimsuniversity.in

Websire: www kimsuniversity.in

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

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

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

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

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

sanctioned budget is enclosed herewith.

 Site Principal Investigator

Add. Director of Research
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; umu 243272/242170

KRISHNA INSTITUTE OF MEDICAL SCIENCES “DEEMED |

(Dectared U/s 3 of UGC Act, 1956 vide Natification No. F.9-15/2001-113 of the mnkwrdfﬂ s
Karad, Dist. Satara {Maharashtra State) Pin: 415 110 Tel: 02164 = %
B-mail:- coi

Website: www kimsuniversin.in e e

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

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

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

the implementing partner for this project prﬂgram.- a2 :
' sed as COHRPICA study

Add. Directe
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STAFF ORDER

COHORT OF HIV RESISTANCE AND
PROGRESSION IN INDIAN CHILDREN &
ADULTS PROJECT (COHRPICA)
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il g ! Lt SO ICHR - Hational AIDS Research institute

Department of Health Research, Ministry of Health
and Family Weilare, Governrment of India

9. Leave Provision:

= Annual/Accrued leave: 30 days per annum (Pro-rated @ 2.5 days per month of completed
service)

* Maternity leave: 180 days in terms of ICMR OM No. 18/50/2015-Admin.il dated 11/02/2015.

e . 8days Casual leave and 2 days restricted holidays as per GOl rules.

*  On termination of the contract, you will not be entitled to carry forward of leave or to the benefit
encashment of eamed leave,

10. You will not be entitied for any terminal benefit after completion of contract period or otherwise.

11. You will not divulge any information gathered or outcome of research work during the period of
your assignment to anyone who is nof authorizad to have the same.

12. The contract service will not confer any right for further assignment.

In case you are willing to accept the aforesaid conditions of offer of engagement, you are 3
directed to report for duty on or before 09/10/2019, failing which the offer shall stand
automatically cancelled. A copy of this letter duly signed by you in token of acceptance of
aforesaid terms and conditions should also be furnished to this office along with joining

report.

o
z %'ﬁnr.‘ipal Investigator
For Director
Copy to: ¢
1. Account Section

2. Personal file {\’\;2)
| M

Al

el +01.20-27331301, 25771200
Fax: +91-20-27121071




M A0 A — O g A R

\ waEa e [ cerea dh gl
. N ARI FENTY T T AT

MWMLW RATOAL IZHMRA - MNatikanal AIDS Research institute

; nuum- Ty re ;
Diepartmend &f Health Research, Minizity of Health

aned Fammuly Waoltare, Government of India

Ref: NARI/Cohorts/2019-20/ Z 2ok Date: 28/02/2020

: OFFICE ORDER:

SUB: ADMINISTRATION- Cohorts for HIV Resistance & Progression in Indian Children & Adults
Project - extension of appointment on contract basis-order- issued.

The Principal Investigator of Cohorts for HIV Resistance & Progression in Indian Children & Adults

_ ijem with approval of the Director, hereby extend the appointment order of the under
! mwuﬁnﬂ:iemplnvee to the post on a consolidated salary and duration shown against their name,
. under the project entitled “Cohorts for HIV Resistance & Progression in Indian Children & Adults
; - Project.” All the terms and conditions of appointment in the previous order will remain the same:

—_———

5. | Name Designation | Duration | salary '

No. | |
| 1 | Dr.SnehaKahalekar | Scientist B (Medical) | 01/03/20201to Rs.68,875/-
e [ : 30/04/2020 _|

e

A

Principal Investigator

|-t P R ey S "1 Ly PR | e



i NARI

aﬁﬁiﬁtﬁ&ﬂ~?@ﬁ¥-ﬁww
EE HEAEE, AT T
TCME - Natlaral AIDS Ressarch Instifite

Department of Health Research, Ministry of Heaith
and Farnily Welfare, Government of Indi

ﬁé'f-;""ﬁm'fmhnm;mm-m Ly

Date: 16/04/2020

: OFFICE ORDER:

S5UB: ADMINISTRATION- Cohorts for HIV Resistance & Progression in Indian Children & Adults
Project - extension of appointment on contract basis-order- issued.

The Principal Investigator of Cohorts for HIV Resistance & Progression in Indian Children & Adults
Frniect with approval of the Director, hereby extend the appointment order of the under
mentioned employee to the post on a consolidated salary and duration shown against their name,

~ under the project entitled “Cohorts for HIV Resistance & Progression in Indian Children & Adults

Project.” All the terms and conditions of appointment in the previous order will remain the same:

Name Designation Duration J Salary
Dr. Sneha Kahalekar | Scientist B (Medical) | 01/05/2020t0 J Rs.68,875/-
; 30/09/2020

L‘?}\ \J."i."’""‘

Prmnpal tnvestlgatnr
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Ref: Wﬂ?ﬂ-lﬂlﬁ i¥ Diate: 01/ lﬂfﬂﬂl_a

SUB: ADMINISTRATION- Cohorts for HIV Resistance & Progression in India Children & Adults
Project - extension of appointment on contract basis-order- issued.

The Principal Investigator of Cohorts for HIV Resistance & Progression in India Children & Adults
Project with approval of the Director, hereby extend the appointment order of the under
mentioned employee to the post on a consolidated salary and duration shown against their name,
under the project entitled “Cohorts for HIV Resistance & Progression in India Children & Aduits
Project.” All the terms and conditions of appointment in the previous order will remain the same:

Sr. | Name Design;timn Duration Salary
No.
1 | Dr. Sneha Kahalekar | Scientist B Medical 01/10/2020 to Rs.68,875/-
08/10/2020
~f/’=7.
of J e
Pi’lﬁjcim!vﬁtig:tﬁr
To,
Individual Concerned.
Copy to:

1. Accounts Section (Project).
2 Pem;mal File.
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Ref No: NARV/Cohorts/2020-21/ 2 #7¢9 Date: OR/10/2020

Ta,

Dr. Sneha Kahalekar
Scientist B Medical
Cohorts Project

Subject: Offer of engagement of Dr/Shri/Smt, /Km Dr. Sneha Kahalekar as Scientist B Medical in the
project entitled “Cohorts Project” regarding.

Sir/Madam,

Consequent upon your selection as Scientist B Medical in the project entitled “Cohorts for HIV
Resistance & Progression in India Children and Adults” in the Nationat AIDS Research Institute, | am
directed to convey the approval of the Competent Autharity for offering you an engagement as Scientist
B Medical against lump sum amount of Rs.70,975/- {Rupees Seventy Thousand Nine Hundred Seventy Five
Only) per month, The engagement will be on centractual hasis for a period of 12/10/2020 to 31/03/2021
(05 Month & 20 days) with effect from the date of assumption of duty

The engagement will be subject to the following terms and conditian.

1. You are requested to furnish an undertaking to the effect that no criminal proceedings are either
pending or contemplated against you in any Court of Law.

2. The engagement is purely on contract basis and the Director of the Institute reserves the right to
dispense with your services at any time without assighing any reasons.

3. The present assignment is for a period of 12/10/2020 to 31/03/2021 (05 Month & 20 days) from
the date of assumption of duty unless subsequently extanded on the basis of your performance
evaluation.

4. Theengagement will get automatically cease to be on present/extended assignment or completion
of the aforesaid project activities, whichever is earlier.

5. The engagement can be terminated at any time by giving one month notice on either side. Your
mn'tfa'c:g can be terminated forthwith or before expiry of the notice period by making payment of
a sum equivalent to one month contractual amount. However, you will not be permitted to
suﬁnender unﬂ. manth contractual amount in lieu of the period of notice of unexpired portion

-~ thereof and you will be required to serve the full period of notice,
6. You will be normally posted at the study site; however, you may be temporarily rmsteu o cher
i .audv ﬁtes in the ?nter&.st ﬂf Fﬂ:uect wurk. i

R e e e e s ey s



i W on a - alhi AR TR
TR S e, s i gitaw
WEAW TR, A R

Department of Health Ressarsh, Ministry of Health

& No travelling and/or daily allowance will be admissible =ither for jorning the assignment or on
expiry of the contract. However, while travelling in connection with the assigmed work during the
period of engagement; you will be entitled to draw TA/DA as per your entitlerment

9. Leave Provision:

¢ Annual/Accrued leave: 30 days per annum (Pro-rated @ 2.5 days per month of completed service)

* Maternity leave: 180 days in terms of ICMB OM No. 16/50/2015-Admin il dated 11/02/2016.

* 8 days Casual leave and 7 days restricted holidays as per GOI rules, completed year

* Ontermination of the contract, you will not be entitled to carry farward of leave or to the benefit
encashment of earned leave.

10. You will not be entitled for any terminal benefit after completion of contract pericd or otherwise.

11. You will not divulge any information gathered or outcome of research work during the period of
your assignment to anyone who s not authorized to have the same.

12. The contract service will not confer any right for further assignment.

in case you are willing to accept the aforesaid conditions of offer of engagement, you ara diracted
to report for duty on or befare 12/10/2020, failing which the offer shall stand sutomatically
cancelled. A copy of this letter duly signed by you in token of acceptance of aforesaid terms and
conditions should also be furnished to this office along with joining repart.

=

B
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Plot No.73, ‘G’ Block, MIDC, Bhosari, Pune-411 026.

No: NARI/Cohorts/2018-19/ =%, o Date: 23/10/2018

To,

Mr. Prakash Patole,
Afp. Ghunaki, Tal. Hatkanangle,
Kolhapur.

F Subject: Offer of engagement of Dr/Shri/Smt, /Km. Prakash Patole as Research Assistant Counselor in
the project entitled “COHORTS” regarding.

Sir/Madam,

Consequent upon your selection as Research Assistant Counselor in the project entitled
“Cohorts for HIV Resistance and Progression in Indian Children and Adults Project” in the National
AIDS Research Institute, | am directed to convey the approval of the Competent Autharity for offering
you an eﬂgagement as Research Assistant Counselor against lump sum amount of Rs. 31,000/-(Rupees
Thirty One Thousand Only)} per month. The engagement will be on contractual basis for a period of
02/11/2018 to 31/10/2019 {11Months 30 days) with effect from the date of assumption of duty.

The engagement will be subject to the following terms and condition.

1. You are requested to furnish an undertaking to the effect that no criminal proceedings are
either pending or contemplated against you in any Court of Law.
@ 2. The engagement is purely on contract basis and the Director of the Institute reserves the right to
dispense with your services at any time without assigning any reasons.
3. The present assignment is for a period of 11 months 30 days from the date of assumption of
e duty unless subsequently extended on the basis of your performance evaluation.

S A_mg eagagement will get automatically cease to be on present/extended assigrrmem: or
g '_'_naf the aforesaid project activities, whichever is earlier.

P Sp i

: nt;mﬂ can be tem‘nlnatad forthwith or before expiry of the notice perfqd b\_f maklng pmm o
2 ufa sum equwafent to i}ﬂE month contractual amount. However, you will not be permitted to
_ﬁsyrfender :;me manth con:ractual amoum in liew of the permd of notice of unexpared p-urt.im-




6.

7.

9.

You will be normally posted at the study site; however, you may be temporarily posted to other
study sites in the interest of Project work.
You shall not be entitled to any other allowance such as Dearness Allowance, House Rent
ﬂlﬂuwanne, Transport Allowance, LTC, Bonus, etc. you will also not be provided any CGHS or
medical facility under C5 (MA) Rules.
No travelling and/or daily allowance will be admissible either for joining the assignment or on
expiry of the contract. However, while travelling in connection with the assigned work during
the period of engagement; you will be entitled to draw TA/DA as per your entitlement.
Leave Provision;
a. Annual/Accrued leave: 30 days per annum (Pro-rated @ 2.5 days per month of completed
service)
b. Maternity leave: 180 days in terms of ICMR OM No. 16/50/2015-Admin.ll dated
11/02/2016.
¢. B days Casual leave and 2 days restricted holidays as per GOI rules, completed year,
d. On termination of the contract, you will not be entitled to carry forward of leave or to the
benefit encashment of earned leave.

10. You will not be entitled for any terminal benefit after completion of contract period or

otherwise.

11. You will not divulge any information gathered or outcome of research work during the period of

your assignment to anyone who is not authorized to have the same.

12. The contract service will not confer any right for further assignment.

In case you are m‘illﬁg to accept the aforesaid conditions of offer of engagement, you-are

directed to report for duty on or before 02/11/2018, failing which the offer shall stand
~automaztically cancelled. A copy of this letter duly signed by you in token of acceptance of
aforesaid terms and conditions should also be furnished to this office along with joining report.

PR

Principal Investigator
For Director

Add. D&mﬂmﬁf Reseatch
I{lHED‘U Karad
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ICMA - National AIDS Research Institute

Drepartmsil of Health Research, Ministry of Healib
and Family Wellare, Govarnment of ndis

Ref No: NARI/Cohonts/2019-2020/ & | s Diate: 15/10/2019

To,

Mr. Prakash Patole,
-~ Afp.Ghunaki, Tal. Hatkanangle,
t Kolhapur.

Subject: Offer of engagement of Dr/Shri/Smt, /km. Prakash Patole as Research Assistant Counselor in
the project entitled “COHORTS” regarding.

Sir/Madam,

: ; Consequent upon your selection as Research Assistant Counselor in the project entitled “Cohorts
i S for HIV Resistance and Progression in Indian Children and Adults Project” in the National AIDS Research
Institute, | am directed to convey the approval of the Competent Authority for offering you an
engagement as Research Assistant Counselor against lump sum amount of Rs.32,350/- (Rupees Thirty
Two Thousand Three Hundred Fifty only} per month. The engagement will be gn contractual basis for a
period of 02/11/2019 to 31/12/2019 {01 Months 30 days) with effect from the date of assumption of
duty. e
The engagement will be subject to the following terms and condition.

1. You are requested to furnish an undertaking to the effect that no criminal proceedings are either
pending or contemplated against you in any Court of Law,

2. The engagement is purely on contract basis and the Director of the Institute reserves the right to
dispense with your services at any time without assigning any reasons.

‘3. The present assignment is for a period of 02/11/2019 to 31/12/2019 {01 Months 30 days) from

ﬂm date of assumption of duty unless subsequently extended an the basis of your performance :

:E'i'ﬂiuaﬁon. _ :

he ﬂngmmem will get automatically cease to be on present/extended aﬁignmm or

. pietﬂn af the aFﬂresmd project activities, whichever is earlier.

___quh'ﬂd to serve the full permd of Aotice,
ed a the szudy s:te ﬁqwgver vuu_mﬁv be te




B. H-p travelling and/or daily allowanice will be adinissible either for |oining the assignment or on
‘expiry of the contract. However, while travelling in connection with the assigned work during the
period of engagement; you will be entitied to draw TA/DA as per your entitlement
© 3} Annual/Accrued leave: 30days perannum {Pro-rated @ 2.5 days per month of completed service)
- b} Matemnity leave: 180 days in terms of ICMR OM No. 16 Q/2015-Admin.|l dated 11/02/2016.
¢} 8days Casual leave and 2 days restricted holidays as per GOI rules, completed year.
d} On termination of the contract, you will ot be entitled to carry forward of leave or to the benefit
encashment of earned leave.
10. You will not be entitled for any terminal benefit sfter com pletion of contract period or otherwise,
11. You will not divulge any informatian gathcred or outcome of research work during the period of
your assignment to anyone who is not authorized 1o have the same,
12. The contract service will not confer any right for further assignment.

In case you are willing to accept the aforesaid conditions of offer of engagement, you are directed
‘o report for duty on or before 02/11/2019, failing which the offer shall stand automatically =
cancelled. A copy of this letter duly signed by you in taken of acceptance of aforesaid terms and

conditions should also be furnished to this affice along with jeining repart.

- Pﬁﬂs;:@}-{%ﬁ

I Investigator
For Director
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Rek: NARVCohorty2019.20) 7300 Date: 26/02/2020
: OFFICE ORDER:

SUB: ADMINISTRATION- Cohorts for HIV Resistance & Progression in Indian Children & Adults
Project - extension of appointment on contract basis-order. issued.

The Principal investigator of Cohorts for HIV Resistance & Progression in indian Children & Adults
Project with approval of the Director, herelly extend the appointment ardes of the under
mentioned employee to the poston a consolidated salary and duration STHINTT Sgainst thei name,
under the project entitled "Cohorts for HIV Resistance & Progression in Indian Children & Adults
Project.” All the terms and conditions of appointment in the previous order will remain the same:

Sr. | Name Designation | buration ‘Sahry i
No.
1 {
1 | M. Prakash Patole Research Assistant 01/03/2020 to | B5.32 3507
& . . | Counselor 30/04/7620

L

Principal investigator
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1GMR - National AIDIS Research Instituta

Dopartinent of {-ml'ﬂ'r Erssnareh, Ministry of Haalth
arid Famnity Welksre, Governmient of fndia

Ref: NARI/Cohorts/2020-21/ 4\ Date: 16/04/2020

: OFFICE ORDER: =

R

SUB: ADMINISTRATION- Cohorts for HIV Resistance & Progression in Indian Children & Adults
Project - extension of appointment on contract basis-order- issued.

The Principal Investigator of Cohorts for HIV Resistance & Progression in Indian Children & Adults
Project with approval of the Director, hereby extend the appointment order of the under
mentioned employee to the post on a consolidated sala ry and duration shown against their name,
under the project entitled “Cohorts for HIV Resistance & Progression in Indian Children & Adults

. ' Project.” Mlihg terms and conditions of appointment in the previous order will remain the same:
Sr. | Name Designation Duration Salary |
No. ) |
1 | Mr. Prakash Patole | Research Assistant | 01/05/2020 to Rs.32,350/- ‘
: Counselor 30/09/2020

Principal Investigator
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Crepaitrment of Haadth Mesearch, Mintsing of Heatth
and Family Welfars, Govermment of India
Ref: NARI/Cohorts/2020-21/.2Y ) Date: 01/10/2020

5UB: ADMINISTRATION- Cohorts for HIV Resistance & Progression in India Children & Adults
Project - extension of appointment on contract basis-order- issued.

The Principal Investigator of Cohorts for HIV Resistance & Progression in India Children & Adults
Project with approval of the Director, hereby extend the appointment order of the under
mentioned employee to the post on a consolidated salary and duration shown against their name,
under the project entitled “Cohorts for HIV Resistance & Progression in India Children & Adults
Project.” All the terms and conditions of appointment in the previous order will remain the same-

Sr. | Name 1 Designation Duration ] Salary
No. ' - . o
1 | Mr. Prakash Patole Research Assistant ﬂl! 10/2020 to TRS.H,BEG,L
Counsellor | 01/11/2020

PrinEipaI Investigator

To,

Individual Concerned.

Copy to:
1. Accounts Section (Project).
2. Personal File.
3. Pay Bill Section.

e e

| e Seep ‘Add. Director of Research
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Cepartment of Heaith Hezearch, Ministry of Health
and Family Wellare, Goverement of India

Ref No: NARVCohorts/2020-2021/ "S= 9T Brare: 277102020

To,

Mr. Prakash Patole,

Research Assistant Counsellor,
Cohorts Project

MNARI Pune

Subject: Offer of engagement of Dr/ShrifSmi, /Km. Prakash Patole as Research Assistant Counsellor in
the project entitled “Cohorts for HIV Resistance and Progression in Indian Children and Adults Project”

regarding.
SirfMadam,

Consequent upon your selection as Research Assistant Counsellor in the project entitied "Cohorts

for HIV Resistance and Progression in Indian Children and Adults Project” in the Mational AIDS Research

Institute, | am directed to convey the approval of the Competent Authority for offering you an angagement

as Research Assistant Counsellor against lump sum amount of B5.33,700/- (BEupess Thirty Three Thousand

Seven Hundred only} per month. The engagement will be on contractual basis for a period of 03/11/2020
to 31/03/2021 (04 Months 28 days) with effect from the date of assumption of duty.

The engagement will be subject to the following terms and condition.

1. You are requested to furnish an undertaking to the effect that no criminal proceedings are either
pending or contemplated againstyou in any Court of Law.
2. The engagement is purely on contract basis and the Director of the Institute reserves the right to
i dispense with your services at any time without assigning any reasons.
_,__‘.’r,- 'ﬁbemnt assignment is for a period of 03/11/2020 to 31/03/2021 {04 Months 28 days) from
~ the date of assumption O’quw unless subsequently extended on the basis of your performance
Rt euall.ration
4. The: engagernent will get automatically cease to be on present/extended assignment or comp!eﬁm :
-~ ofthe afaresa;d praject activities, whichever is earlier,
ke ﬂ!ﬁ enmemgnt can be terminated at any lime by giving one month notice on either side. Your
cor tract can be terminated forthwith or before expiry of the notice period by making payment of
,sﬂﬁ: j,-quwalenr to one month contractual amount. However, you will not be permitted to ;
: one. mnmh mntractuat arr_munt in lieu nf the pennd of notice of unexpired mrt!an R prar
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3. No travelling and/or daily allowance will be admissible either for joining the assignment ar on
expiry of the contract. However, while travelling in connection with the assigned work during the
period of engagement; you will be entitled to draw TA/DA as per your entitlement

9. Leave Frovision:

* Annual/Accrued leave: 30 days per annum (Pro-rated @ 2.5 days per month of completed
service)

* B days Casual leave and 2 days restricted halidays as per GOI rules, completed year.

®  On termination of the contract, you will not be entitled to carry forward of leave or to the
benefit encashment of earned leave,

10. You will not be entitled for any terminal benefit after completion of contract period or otherwise.

11. You will not divulge any information gathered or outcome of research work during the period of
your assignment to anyone who is not authorized to have the same,

12. The contract service will not confer any right for further assignment.

In case you are willing to accept the aforesaid conditions of offer of en gagement, you are directed
to report for duty on or before 03/11/2020, failing which the offer shall stand automatically
cancelled. A copy of this letter duly signed by you in token of acceptance of aforesaid terms and
conditions should also be furnished to this office alpng with joining report

e

Principal Investigator
; For Director
Copy to:
13, Account Section
14. Personal file

Add. Eii_rect’nr of Research
- KIMSDU, Karad
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Piot Bo.T73; af Block, MIDC, Bhosari, Pune-411 026
No: NARI/Cohorts/2018-19/ Zn e Date: 23/10/2018
Ty,

_ Mrs. Reshma Rais Patel,
- A/p. Shiv Nagar,Rethare Budruk
.~ Tal. Karad, Dist. Satara.

Subject: Offer of engagement of Dr/Shri/Smt, /¥m. Reshma Rais Patel as Field Waorker in the project
entitied "COHORTS” regarding.

ﬁriﬁidam,

Consequent upon your selection as Field Worker in the project entitled “Cohorts for HIV

~ Resistance and Progression in Indian Children and Adults Project” in the National AIDS Research

Institute, | am directed to convey the approval of the Competent Authority for offering vou an

engagement as Field Worker against lump sum amaunt of Rs. 18,000/-(Rupees Eighteen Thousand Only)

per month. The engagement will be on contractusl basis for a period of 25/10/2018 to 24/10/2019 (01

year) with effect from the date of assumption of duty.

gﬁ requester.l to furnish an undertaking to the effect that no criminal amceedingsm S
111 _ln&ﬁr contemplated against you inany Court of Law.

nse with wursewicesat any time without assigning any reasons.
signment is for a period of 01 year from the date of assumption of: duty unfess

' nded on the basis of your performance evaluation. S
Wi gg"{ automatically cease to be on present/extended aisa;gnmetnt
project ac s, which: ea

' ii-pnrefy on contract basis and the Director of the Institute reserves the rightto S8




¥ ot be. ed rb'a?ry other allowance such as Dearness Allowance, House Rent
..ﬂnwan:e, Transpnn Aﬂuwan:e LTC, Bonus, etc. you will also not be provided any CGHS or

ﬂu mﬂmg and/or daily allowance will be admissible either for joining the assignment or on
expiry of the contract. However, while travelling in connection with the assigned work during
the period of engagement; you will be entitied (o draw TA/DA a5 per yourentitiement,

B, Leave Provision:

3. AnnualfAccrued leave: 30 days per annum (Pro-rated @ 2.5 days per month of completed

service)
b. Maternity leave: 180 days in terms of ICMR OM Ne. 16/50/2015-Admin.ll dated

11/02/2016.
¢. 8 days Casual leave and 2 days restricted holidays as per GOl rules, completed year.
p. On termination of the contract, you will not be entitled Lo carry forward of leave or to the
" benefit encashment of earned leave.
10. You will not be entitled for any terminal benefit after completion of contract period or
3 ﬂ'thBI'W]Sﬁ
' Ii, ’I’nru will not divulge any information gathered or cutcome of research work during the period nf
© # yalirassignment to anyone who is not autherized 1o have the same.
""12; The contract service will not confer any right for further assignment,

In:case you are witling to accept 1be aloresaid comdtans of offer of enpgagement, you e
directed 1o report for duty on or before 25/10/2018, failing which the offer shall stand
- automatically cancelled. A copy of this letter duly signed by you in token of acceptance of
- aforesaid terms and conditions should also be furnished to this office along with joining report.

w2

Principal Investigator
For Director
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ICME - Mational AIDS Research Institute

AL A
(it Degartiment of Health Research, Ministry of Health
: and Family Welfare, Government of India
= R E SR
Ref Nu. NERUCﬂhurtsﬂl]iQ 2020/ 4 1s¢ Daate: 15/10/2019
-.‘rn;_ =
: ; Mm RBhth‘a Rals Patel,

'.'-'Afp, Shiv Nagar, Rethare Budruk
~ Tal. Karad, Dist. Satara.

= Subfeﬂ* D!’fer of engagement of Dr/Shri/Smt, /Km. Reshma Rais Patel a5 Field Worker in the project
- entitled W‘S regarding.

Sir/Madam,

i - Consequent upon your selection as Field Worker in the project entitlad “Cohorts for HIV
@ ~ Resistance and Progression In Indian Children and Adults Project” in the National AIDS Research
: !ﬁsﬁmm;i am directed to convey the approval of the Competent Authority for offering you an
= 'mmeﬁt as Fleld Worker against lump sum amount of Rs.18,800/- {(Rupees Eighteen Thousand Eight
~ Hundred only) per month. The engagement will be on contractual basis for a period of 26/10/2019 to
Py 31/12/2019 (02 Months 06 days) with effect fram the date of assumption of duty.

. ng.émaggﬁiént will be subject to the following terms and condition.

o You are requested to furnish an undertaking to the effect that no criminal proceedings are either
= ‘pending or contemplated against you in any Court of Law,

“The engagement is purely on contract basis and the Director of the Institute reserves the right to
dﬁpensa with your services at any time without assigning any reasons,

3. The present assignment is for a period of 26/10/2019 to 31/12/2019 (02 Months 06 days} from
o t_i_ae_ date of assumption of duty unless subsequently extended on the basis of your performance
evaluation.

TniE emagemﬁnt mlt get autumalm:ali-,* cease to be on pre$ent fextended assignment or

it rarl;ual amount in lieu of the period af notice of unexpired pumun
:gsewe the full period of notice. ;




8 .H.'t_t:'ﬁ‘éiive'ii'ihg-.and,fw daily allowance will be admissible either for Joining the assignment or on
expiry of the contract, However, while travelling in connection with the assigned work during the
period of engagement; you will be entitled 1o draw TA/DA as per your entitiement

9. Lleave Provision:

a) Annual/Accrued leave: 30days per annum (Pro-rated @ 2.5 days per month of completed service)

b) Maternity leave: 180 days in terms of ICMR 014 No. 16/50/2015-Admin. )i dated 11/02/2018.

©) 8 days Casual leave and 2 days restricted holidays as per GOI rules, completed year.

d} Ontermination of the contract, you will not be entitled 1o ca rry forward of leave or to the benefit
encashment of earned leave.

10. You will not be entitled for any terminal benefit aftar completion of contract period or otherwise.

11. You will not divulge any information gathered or outcome of research wark during the periad of
Your assignment to anyone wha is not authorized to have the same.

12. The contract service will not confer any right for further assignment,

In case you are willing to accept the aforesaid conditions of offer ofengagement, you are directed

to report for duty on or before 26/10/2019, failing which the offer shall stand automatically =
‘cancelled. A copy of this letter duly signed by you in token of acceptance of aforesaid terms and
conditions should also be furnished Lo this office along with joining report.

| il

Principal in ]
For Director
Copy to:
. 1. Account Section
2. Personal file
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Departiment of Hegity Razearih, Mirdstry of Haalth
and Family Weillars, Gavernnmnt of India

Date: 31/12/2015

: OFFICE ORDER:

SUB: ADMINIST RATION- Cohorts for HIV Resistance & Progression in Indian Children & Aduits
Project - extension of appointment on contract basis-order- Issued,

Sr. | Name Designation Duration Salary
No. TR .
1 | Ms. Reshma Pate| Field Worker 01/01/2020 to Rs.18,800/-
L 12970272000
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ICHE - Nationat AIDS Rasearch institute

ot of Hoalth Sasearch, Minkstrg of Health
anel Farlly Walfare, Goveriment of (ndts

Date: 28/02/2020

SUB: ADMINISTRATION- Cohorts for HIV Resistance & Progression in Indian Children & Adults
Project - extension of appointment on contract basis-order- issued.

The Principal Investigator of Cohorts for HIV Resistance & Progression in Indian Children & Aduits
Project with approval of the Director, hereby extend the appointment order of the under
mentioned employee to the post on a consalidated salary and duration shawn against their name,
under the project entitled “Cohorts for HIV Resistance & Progression in Indian Children & Aduits

_ Project.” All the terms and conditions of appointment in the previous order will remain the same:

| Name Designation Duration Salary
1 | Ms.Reshma Patel | Field Worker 01/03/2020 to Rs.18,800/-
e 30/04/2020

Do

Principal Investigator

I Anln ha.-u.h.. [ o R s ey o e
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] mﬁ ICMR - National AIDS Research Institate

Department of Haaith Research, Ministry of Health
and Famify ‘Welfars, Gavernment of India

Ref: NARI/Cohorts/2020-21/ /4 b Date: 15/04/2020

: OFFICE ORDER:

SUB: ADMINISTRATION- Cohorts for HIV Resistance & Progression in Indian Children & Adults
Project - extension of appointment on contract basis-order- issued.

he Principal Investigator of Cohorts for HIV Resistance & Progression in Indian Children & Adults
' Frujent with approval of the Director, hereby extend the appointment order of the under
2 _mentioned employee to the post on a consolidated salary and duration shown against their name,
 under the project entitled “Cohorts for HIV Resistance & Progression in Indian Children & Aduits
Project.” All the terms and conditions of appointment in the previous order will remain the same:

5r. | Name Designation Duration Salar-,r-
_No. it
1 | Ms. Reshma Patel Field Worker 01/05/2020 to Rs.18,800/-

v@%w

Principal Investigator

[ o RO PO, Lo 1 N TN | e e
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ICMR - Natlonal AIS Research Institute

Department of Hesith Research, Mintstry of Health
arel Family Walfars, Govoernment of India

Ref: NARI/Cohorts/2020-21/ 7/, 72 Date: 01/10/2020

4 mmﬂﬂﬂ Cohorts for HIV Resistance & Progression in India Children & Aduits
Project - extension of appointment on contract basis-order- issued.

The Principal Investigator of Cohorts for HIV Resistance & Progression in India Children & Adults
Project with approval of the Director, herehy extend the appointment order of the under
mentioned employee to the post on a consolidated salary and duration shown against their name,
under the project entitled “Cohorts for HIV Resistance & Progression in India Children & Adults
Project.” All the terms and conditions of appointment in the previous order will remain the same:

Sr. | Name Designation Duration Salary
No.
1 | Ms. Reshma Patel Field Worker 01/10/2020 to Rs.18,800/-
24/10/2020
1 | _,.,-"'
A Tx kas
Pnndpal Invest:gatnr

To,
Individual Concerned.
Copy to:

1. Accounts Section {Project).

o TR TS M NS e
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INDEAN CXRINCIL OF | MATION ICHE - Matlonal AIDS Research institote
MEDICAL ESEARDH | AESEARCH BRETITUTE

Depariment of Health Research, Ministry of Hoalth

anid Family Weiare, Governmment of india

Ref No: NARICohorts/2020-2021/ "5« 42 Date; 27/10/2020

To,

Ms. Reshma Patel
Field Worker
Cohorts Project

Subject: Offer of engagement of Dr/Shri/Smt, /km. Reshma Patel as Field Warker in the project entitled
“Cohorts for HIV Resistance and Progression in Indian Children and Adults Project” regarding.

SirfMadam,

Consequent upon your selection as Field Worker in the project entitled “Cohorts for HIV

Resistance and Progression in Indian Children and Adults Project” in the National AlDS Research institute,
| am directed to convey the approval of the Compatent Authority for offering you an engagement as Field
Worker against lump sum amount of Rs.19,600/- (Rupees Nineteen Thousand Six Hundred Only) per
month. The engagement will be on contractual basis for a period of 27/10/2020 to 31/03/2021 {05
Months 05 days) with effect from the date of assumption of duty.

The engagement will be subject to the following terms and cancition.

n 2

You
~ Allowance, Transport Allowance, LTC, Bonus, elc. you will also not be provided any CGHS or

You are requested to furnish an undertaking to the effect that na criminal proceedings are either

pending or contemplated against you in any Court of Law.
The engagement is purely on contract basis and the Director of the Institute reserves the right to

dispense with your services at any time withaut assigning any reasons,
The present assignment is for a peried of 27/10/2020 to 31/03/2021 (05 Months 05 days) from
the date of assumption of duty unless subsequently extended on the basis of your performance

evaluation.

i The engagement will get automatically cease tobe on present/extended assignment or completion
of the aforesaid project activities, whichever is earlier.
: Wengagﬂn'&ﬂt can be terminated at any time by giving one month notice on either side. Your

cqﬁtrmcanhe terminated forthwith or befare expiry of the notice period by making payment of
a sum eqguivalent to one month contractual amount. However, you will not be permitted to
surrender one month contractual amount in lieu of the pericd of notice of unexpired portion

- thereof and you will be required to serve the full period of notice.
. You wiﬂ he normally posted at the study site; however, you may be temporarily posted to other

sites n theinterestof Project work. e
shall not be entitled to any other allowance such as Dearness Allowance, House Rent

| medical facility under C5 (MA) Rules.
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ICMR - National AIDS Research Instiute

Department of Health Research, Ministry of Health
and Family Wellare, Sovernment of India

& ﬂn ﬂmﬂlng and/or daily allowance will be admissible either for joining the assignment or on
: _:M of the contract. However, while travelling in connection with the assigned work during the
: ﬁkﬁdﬂ of engagement; you will be entitled to draw TA/DA as per your entitlement

Leave Provision:

Annual/Accrued leave: 30 days per annum (Pro-rated @ 2.5 days per month of completed
service)

Maternity leave: 180 days in terms of ICMR CM No. 16/50/2015-Admin.il dated 11/02/2016.

~ Bdays Casual leave and 2 days restricted holidays as per GOI rules, completed year.,

On termination of the contract, you will not be entitled to carry forward of leave or to the
benefit encashment of earned leave.

,‘ . -

m’. 'ﬁéﬁ?ﬁ’i’ll naot be entitled for any terminal benefit after completion of contract period or otherwise.

11 You WIll not divulge any information gathered or outcome of research work during the period of
-ﬁ:iur asslgnment to anyone who is not authorized to have the same.

12. Th’E Cﬂﬂt{‘a!:t service will not confer any right for further assignment.

Inﬁst’yw are willing to accept the aforesaid conditions of offer of engagement, you are directed
m‘mpurt fur ﬂuty on or before 2?{10,-’202{3 faflmg which the offer shall stand aummaticaﬂv

Principal Investigator
For Director

PP
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ICMR - H&mamﬂﬂw Institute
Departirant of Haalth Resuarch, Ministry of Haglty
and Family Wealtare, Government of ingiy

—

ReRNARICohorts/2019.20/ o7, Date: 31/12/2010

i Soee : OFFICE ORDER:

SUB: ADMINISTRATION. Cohorts for jjy Resistance & Progression in Indian Children & Aduyjss
Project - extension of appointment on tontract basis-order- issued,

Scientist B (Medical) 01/01/2020 o
29/02/2020
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Add. Director of Research
KIMSDU, Karad



BUDGET 2019-2020

INTEGRETED COUNSELING
AND TESTING CENTER (ICTC)

MAHARASHTRA STATE AIDS
CONTROL SOCIETY (MSACS)

Tubged

Add. Director of Research
KIM3DU, Karad
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KRISHNA INSTITUTE OF MEDICAL SCIENCES ”i)EEM ED TO BE UNIVERSITY”", KARAD.

*{Beclared Ufs 3 of BGC Act 1956 vide Notification No. F.9-15/2003-U3 of the Ministry of Human Rescurce Development, Sove of Indis
Harad, Dist. Satara {Maharashtra State} Pin: 415 110

Website: www Kimsuniversinein

Tel: 02164 -241555-58 Fax: 02164 2432727242170

E-mail: contactikimsuniverstyio

Dr. Asha |. Jadhav
Program Director,
PRTCT-ICTC KIMSDU,
Karad.

This is to certily that following is the financial support for [CTC program at KIM3DU, Karad under
PPTCT Program by Maharashtra State AIDS Control Society (MSACS) Mumbai that is through
District AIDS Prevention Contrel 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 | 1594400 154400
3 Kit Use Rs. 205.75"7188 | 2019-2020 - | - 1478931
Total 2019-2020 | 36500 442800 1821731
= ::ﬂﬂ*f }ffi

Program Director,
PPTCT-ICTC KIMSDU,

Karad.

B Lot
M

Add. Director of Research

DEPT. OF OB. &Byn.

KIMSDU, Karad



STAFF ORDER 2019-2020

INTEGRETED COUNSELING
AND TESTING CENTER (ICTC)

MAHARASHTRA STATE AIDS
CONTROL SOCIETY (MSACS)

Teshphe)

Add. Director of Research
KIMSDU, Karad



Maharashtra &ta_té'AIDS Control Society
{Govt. of Maharashtra)
R.A Kidwai Road, Acworth Leprosy Complex, Wadala (W), Mumbai 400031
MSACS/ADMIN/ICTC/Continuation/2019-20/ 13827
Date:-2 April 2019.

e contractual post of 1ILTC Counselg nder MoALY

tra State AIDS Control society, your contractual service for the post of 1ICTC
at ICTC Krishna Institute of Medical Sciences, Karad, Satara reporting under

on, Civil Hospital,, Satara is extended for the period of 2nd April, 2019 to 31st
0 with remuneration Rs. 19200/- and arrear policy as per NACO guidelines
Ing terms and conditions as per contract agreement.

onditions
1 shall obey the orders and directives issued by MSACS. District Collector. Deans.
dical College / Hospitals / Joint Director of Health Services / Medical Superintendents

al Officer / Directors / Deputy Director Health Services /District civil surgeon or
: - other  reporting  authority directed from time to time.
~and maintain all records meticulously as required to be maintained in his / her tour of
uty and produce them as and when called for inspection and provide requisite data
ically as required by MSACS / NACO or any such officials empowered to know such

ices at your facility shall be from 9.00 am to 5.00 pm and at head
istrative level office your work will be from 9.45 am to 5.30 pm.
record submitted from the Adhar Enabled Biometric Attendance System
his office will be used to pay the monthly remuneration.

beforehand the concerned MSACS officials placed immediately above
 her absence from duty due to any personal reasons and shall Inform
or to availing any type of leave Absenting from Duty without any prior

viewed seriously and will attract disciplinary actions from the

e while interacting with his / her superiors and in any
ordinate language with his / her compatriots and will
punctuality in working place.

: whlchWﬂl bring in disrespect to the

act of commission/omission

}UMSDU. K&rﬂd [ a Frop e [ e R R S
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S k
neither indulge from doing any business or professional employment or
ng the course of the present Agreement.

‘be bound by the articles mentioned above in this Agreement and understand

 deviation from the articles mentioned above shall Immediately render 3
ion of this Contract Service Agreement and result in termination of service E
prior and any compensation thereof

Dject to the cessation/termination/expiry on

QeC1Sion nstruction/guidelines issued by

Administrative Officer ,
Maharashtra State AIDS Control Society , Mumbai

I o e ol i R NN



$ Control Society
Maharashtra State AID vt of Mahsrashta)

; 400031
R A Kidwai Road, Acworth Leprosy Complex, Wadala (W), Mumbal

MSACS/ADMIN/ICTC/Continuation/201 9-20 / 1986 /
Date:-28¢ April 2019.

ractual service for the post of l'L:TC
Karad, Satara reporting
of 2nd April, 2019 to
NACO

tra State AIDS Control society, your cont
s at ICTC, Krishna Institute of Medical Sciences,
on, Civil Hospital, Satara is extended for the period
with remuneration Rs. 16700/- and arrear policy as per

obey the orders and directives issued by MSACS. District Collector. Deans.
College / Hospitals / Joint Director of Health Services / Medical Superintendents
' ﬂl’fi‘mrﬁ Directors / Deputy Director Health Services /District civil surgeup or

other reporting  authority directed from time to  ume.
maintain all records meticulously as required to be maintained in his / her tour of
and produce them as and when called for inspection and provide requisite data

ically as required by MSACS / NACO or any such officials empowered to know such

mfmﬁnﬁumuve level office your work will be from 9.45 am to 5.30 pm.
nce record submitted from the Adhar Enabled Biometric Attendance System

. mmm this office will be used to pay the monthly remuneration.

inform beforehand the concerned MSACS officials placed immediately above
arding her absence from duty due to any personal reasons and shall Inform

p availing any type of leave Absenting from Duty without any prior
be viewed seriously and will attract disciplinary actions from the

e while mmng with his / her superiors and in any
: e with his / her compatriots and will
working place.
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Add Director of Research




| indulge from doing any business or professional employment or
during the course of the present Agreement.

be bound by the articles mentioned above in this Agreement and understand
deviation from the articles mentioned above shall Immediately render
lation of this Contract Service Agreement and result in termination of service
any prior and any compensation thereof.

=Lilal service offered will be subiect to the cessation/termination/expiry on

Legdard 0 any  policy
New Delh

Administrative Officer
Maharashtra State AIDS Control Society , Mumbai

| State AIDS Control Society, Mumbai.
District - Satara.
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IMPLEMENTATION & EVALUATION OF
COMMUNITY BASED INTERVENTION FOR
UPLIFTMENT & VOLUNTARY
PARTICIPATION IN BIOMEDICAL
RESEARCH (LINK STUDY)

Add. Director of Research
KIMSDU, Karad



Confident:al

Community Engagement study for BMR Participation

Study Title

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

Protocol No:

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

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

Add. Director of Research
KIMSDU, Karad

Page 10f18



Confidential

Study Investigators and Institutional Atfilations

KIMSDU

Dr. Asha Jadhay
Principal Investigater

Director Extension Activitics

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

' Dr. Seema Sahay
oo Steeely Advivar

Scientis-G,
Pure-41 1026

Ermail: ssahay wnanindis org
| Phone: 820-27331200

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

Study Protocol
Version 1.0, [Dated: 15 Nov 2018)

et

Add. Director of Research
KiMSDU, Karad

Krishna Instinae of Medical Scienees, dermmed o be
University, Punc Bangalore Highway, Mallapur,

ICMR-Natiopa! AIDS Research Instituee,

e T — e e e . @

Pate:

—_—— —

| Dater

| Signatare:

Community Engagement study for BMR Participation

Lol ) 2elg

Page 2 of 18



Confidential Lommunity Engagement study for BMR Participation

Study Sponsory

IAV]

£ Reprosempsives

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

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

i Mew Delli 110029 | 5

.' Email: pgonalitio oo

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

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

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

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

Email; schateath@iavi ors

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

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

New Dells [ 10629

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

Mew Delhi | | 0029

Email: sultadiveini o | oEE - N - 2aiT

| Dr. Paromits Saha i .‘iiginir:urr:

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

F R .f- i
of LY L--ll"'f e

e e —_- — —— F — o i .

Srudy Protocol
Version 1.0, [Dated: 15 Nou 2019] Fage 3 of 18

DVt
Dr. Asha Jadhav, “ehgdd
*e Principal Investigator - NARRIM Project

{ISHNA INSTITUTE OF MEDICAL SCIENCE Add. Director of Research
UNIVERSITY, KARAD, DIST. SATARA KIMSDU, Karad



Confidential Community Engagement study for BMR Participation
onients
Summary of the Sty oo i s e e et ja i
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Study Objectives ... -9
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Confidential Commimnity Engagement study for BMR Participation

Summary of the Study

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

Puarpivsd wf the St

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

CYhieaTivies:

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

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

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

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

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

Kl ;.'I '..J'ﬁ:l '.":"*.

Study Duration: 1 year.

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

Study Sites: Karad, Ichalkaranji and Sangli 1a Mabarashira

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

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

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

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

=

Study Protocol

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

LTS I b i on e e



Confidential Community Engagement study for BMR Participation

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

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

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

Hpeafor
Dr. Asha Jadhayv,

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

Study Protocol
Version 1.0, [Dated: 15 Nov 2019] - Page 6 0f 18

Add. Director of Research
KIMSEDU, Karad



Confidential Community Engagement study for BMR Participation

Background and Rationale

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

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

Relevant studies that KIMSDU and NART have conidicted

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

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

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

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

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

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

Crarent Need

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

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

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

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

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

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

Study Duration

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

study Population

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

Study Sites

The study will be condueted in Karad, Ichalkaranji and Sangli in Maharashos,
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Study Partners- Roles and B onsibilities
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| community learning | program | conumunity learming
and engagement | and engagement
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Study Design and Methodology
(A} Understanding facilitators and barriers towards participation in biomedical research
The study will be conducted using a mixed methods study design.

Ouantitative Component

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

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

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

at both individual and community level

Evaluation parameters

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

Sample size for cross-sectional guansitative survey

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

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

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

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

Tualitative component

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

s Current peactice and perspective

abontl gptake of varous HIV Py
' amd T options;

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

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

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

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

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

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

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

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

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

Designing of the interventicn

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

Dissemination of the intervention

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

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

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

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

[ imidenee, HIV

| testing, treatment

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

Evalustion of Cammunity Enuagement Tool:

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

Statistical Analysis

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

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

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

Informed consent process

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

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

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

Roles and responsibilities

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

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

Study Manitoring

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

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

procedures,

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

study.

Study Deliverables

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

Investigator's Recards

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

Hperntle~
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International AIDS Vaccine Initiative

Table of Required SUB-AWARD DATA ELEMENTS

TAVI Agreement Number A08723 (YR 4 Award)

Required Information per 2 CFR 200.331(a)

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

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

negotiated, or de Minimis KIMSDU (10%

of MTDCR)
18 | Additional requirements imposed on

pass-through entity i.e. environmental

compliance requirements (22CFR 216).
19 | Type of Award Cost Reimbursement &£ Fixed Cost 0  Other O
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1. Summary of the Study

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

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

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

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

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

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

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

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

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

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

2.2,  Community Engagement

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

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

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

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

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

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

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

* Informed and active participation of end-user communities;

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

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

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

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

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

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

2.4. Rationale of the current study

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

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

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

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

3. Study Aim and Objectives
31 Aim:

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

3.2. Obijectives:

The objectives of the current study are:

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

Sub-objectives:

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

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

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

Sub-objectives:

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

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

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

4. Methodology
4.1, Study Population

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

4.2.  Study Sites

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

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

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

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

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

4.3.2. Data Collection parameters — Lines of enguiry

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

Psychological capebility

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

Physical opportunity

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

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

Social opportunity

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

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

* Gender norms and power dynamics in intimate relationships;

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

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

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

Network of Behaviors P Desired Change

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

fAdopted from Michie et gl 2011)

Figure 1: Overarching conceptual framework of the study
Automatic motivation

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

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

Perception attitude towards HIV research;

Perception about HIV risk and personal relevance;

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

Confidentiality concerns and level of trust towards researchers;

Experience regarding empathy and cultural sensitivity in researchers;

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

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

4.3.3. Process Evaluation Framework

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

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

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

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

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

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

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

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

Basealine Survey

Contred [Without intervention) |3

Sample Size

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

Figure 3: Overall study methodology

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

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

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

4.4.1.1. Boseline Surveys

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

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

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

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

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

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

4412  Keyinformant Interviews (Kils]

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

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

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

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

advancing research literacy and participation in research.

4421  Implementation of the intervention

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

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

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

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

4.42.2.  Assessment of EL-based community engogement Toals

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

During the Intervention Session

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

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

In addition to the above, significant change stories captured through diary entries and community
discussions will help understand changes in perceptions around HIV research, changes in willingness
to participate in research and satisfaction & barriers to adoption. In addition, this tool will help
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identify non-linear changes triggered through the intervention including capacity building of the
team and changes in the relationship between researchers and community members.

After the Intervention
End line Survey

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

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

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

assessment of the intervention tools.

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

Study Parameters - Lines of Query

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

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

Quantitative data compiling

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

Qualitative data compiling

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

5.2. Data Analysis

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

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

5.3, DataValidation

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

5.4. Data Security for storage and transmission

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

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

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

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

| their Involvement in research

T

Motivation

TR papacd
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Figure 6: Study Outcomes

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

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

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

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

/. Ethical Considerations

7.1.  Informed consent process

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

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

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

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

7.3, Compensation

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

8. Study Management and Governance

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

8.2. Roles and responsibilities

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

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

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

Development of data collection tools v v v v

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

Study implementation

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

Quantitative data collection v

Roll out of intervention v o

Data Analysis

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

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

Study oversight

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

83. Study Implementation and Oversight

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

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

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

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

8.4. Study Deliverables

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

8.5. Investigator's Records

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

8.6. Data Ownership

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

8.7. Dissemination of study results and Publications

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

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

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

Community Engagement for BMR Participation

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

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

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

The personnel details are as follows:

1.

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

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

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

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

Program Manager - INR 8,40,000

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

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

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

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

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

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

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

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

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

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

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

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

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

The following supplies will be needed:

1. Laboratory Consumables: INR 3,00,000

SN Consumable Cost/Unit No of Cost
INR Units

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

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

Total Cost 3,00,000

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

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

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

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

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

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

Domestic Travel - INR 4,90,000

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

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

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

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

THER D T COSTS — Total INR 11.46.790

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

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

| 75,000

| 1,50,000

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

member.

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

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

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

person

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

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

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

Total 25,000 1,00,000

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

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

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

rincipal investigator - NARRIM Project

ETOICSLIRS A b h i s et i e o

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

participant from general &

high-risk populations

Refreshment 36 60 2,160

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

informants (KII) 3 (each from

4 categories- 1. Medical

officer, 2. Staff nurse & other

health care staffs, 3.CBO

representative, 4. DAPCU

officials)

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

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

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

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

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

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

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

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

10. Dissemination Workshop — INR 2,05,000

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

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

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

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

4 Communication charges 2,000 2,000

5 Other incidental expenses | 25,000 25,000

Total 2.05,000

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

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

CFR 200.414.
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Sub-award/Contract Budget Narrative

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

ONNEL — Total IN 37

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

The personnel details are as follows:

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

months.
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8.

9.

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

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

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

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

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

P

L

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

The following supplies will be needed:

Printing and Stationery: INR 2,05,000

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

TRAVEL — Total INR 2.82.008
International Travel: Not Applicable

Domestic Travel - INR 2,82,008

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

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

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

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

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

OTHER DIRECT COSTS — Total INR 10.18.886

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

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

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

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

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

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

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

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

Sr.No. | Particulars Units Rate Cost

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

2 Reimbursement for study | 400 300 120000
participants Intervention

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

Total 4,889,000

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

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

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

of INR 1,82,886 has been budgeted.

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

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

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

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

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

9. Dissemination Workshop — INR 32,000

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

1 Communication charges 2,000 2,000

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

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

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

CFR 200.414.
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STAFF ORDER

IMPLEMENTATION & EVALUATION OF
COMMUNITY BASED INTERVENTION FOR
UPLIFTMENT & VOLUNTARY
PARTICIPATION IN BIOMEDICAL
RESEARCH (LINK STUDY)

:E-"i-“;-ri"‘}fﬁzgi 2

Add. Director of Research
KIMSDU, Karad



P 5 ovenmone pend of your contrac you s cay vt s aﬁﬁﬁ‘rﬁﬁﬁﬁ:_nﬁt_rﬁs&&- ovubyte

Imstaute. _

&  for the purgoses of effective implementation of the assignments you shall recelve instructions
functional a¢ well as operational fram such Official nominated by the Institute from time to time.

7. Pleace note that no facility of residential accommadation shall be provided to you.

8. Incase you wish 1o refinquish the present contract you will have to give one month prier notice ta
that eHect 1o the Institute.

9. During the period of contract your place of work shall be sssigned by the Registrar or such other
oificial nominated by the Institute. Your place of work shall be subject to change depending upon
the work of the Ingtitute.

10. You will nave 1o submit your suthentic prool of resitence, date of birth and educationat
qualification along with 2 passport size photographs fur the purposes of information and record

Sy

Add. Director of Research
Dr. Jadhav, KIMSDU, Karad

KRISHNA INSTITUTE OF MEDICAL SCIENCE Bonommeadd By TanSaannor




' i hall endeavor to
11, You shall perform your part of the assignment honestly, sincerely, diligently and sha
use your skills ta the best of your ahilwy _
12 mr contract i‘s whjtct to termlnatioh in :as,i_!_ you fail to rmna]rx present at thn- place "a
| ' functions and assignments Entmsted 1o you. =

allotted to you and perforty hﬂhd
13. You shall be entitied !tu one; hulida',t every week. You will be er!tftied tl::r all natmnal!puhhc 3?'5 :

as declared by Institute from time to time. i : ;

: the
14 The Institute, subject to availamlaty of work of project, may at its entire drscretmn renew

contractual assignment for a further period if deemed necessary and fit. 4
15. The Institute may at its entire discretion be at liberty to terminate the contract by giving one

weeks nolice in writing to you for any breach, non-compliance, unsatisfactory, inefficient

execution of assignment or in case you fail to fulfill the obligations provided herein.

16 i as resolt of your negligence, carelessness, mmdemeanor or criminal act the Institute suffers any
loss or damage, you 'mllhe [i‘ahief to mafke good the loss furthwlth The Institute also reserves the
right to recaver damagﬁﬂﬁn fﬂ:m -,aaur payment

17. The assignment entrusted to you is purely nmﬁm:tuat and as such vml shall not be deemed to be
an employee of the Institute for any purpose whatsoever and shall have no right to raise any
claim, dispute or right pursuant thereto.

18 You will have to give an unﬁenahﬂg that you a;grea to the terms. and conditions mentioned herein
and in token of acceptance of the same shall endorse your signature on the duplicate of the
same.

Yours sincerely,

i 2ccept the terms and conditions mentioned herein.

Godnas Hoaurll

iMs. Suhas Pandurang Shewale)

£4 Hon'ble Vice- Chancellor
Finance Officer
Dean, Faculty of Medical Sciences
Medical Director
Medical Administrator
Head of Department
Lwa

o cb%“ﬁﬁh\f‘-!

“zﬁ—*-ih% .
Add. Director of Research

Dr. Asha Jadhav, KIMSDU. Karad
Site Principal investigator - NARRIM Project Crannerd hv TanSerannar
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r.\

: lﬂéﬂ _,f"*fége yau fur a ﬁ:ed

Studies” at Knshna Inst:tute.éf Meﬂlcat Suences "’[memed Tn Be E.lnwemw" I(arad on the fultﬂwing

terms and conditions. :

1. Your appolntment is pure}v r.in cantrﬁa:mai h‘asis for a fixed term and shall be for a period of
12 months only beginning with erct from 01.02.2020.

2. Itisclearly understom:! that you are engaged for a fixed term for a specific project referred herein

above and you shall not be eligible to claim to be a regular employee of the Institute during the
tenure of your appointment and after the expiry of the same.
3. You will be paid consolidated amount of T 31,000/- per month. You are not entitled to any uther
benefits, allowances or privileges being enjoyed by the employees of the Institute.
i 4. You shall abide by the laws, rules ahd regulations prevailing in the Institute during your period of

contract,
5. During the period of your contract you shall carry out such assignments entrusted to you by the

Institute.

6. For the purposes of effective implementation of the assignments you shall receive instructions
functional as well as operational from such Official nominated by the Institute from time to time.
Please note that no facility of residential accommodation shall be provided to you.
in case you wish to relinguish the present contract you will have to give one month prior notice to
that effect to the Institute,

9. During the period of contract your place of work shall be assigned by the Registrar or such ather
official nqmif_':;ited by the Institute, Your place of work shall be subject to change depending upon
the work of the Institute. IR -

10. You will have to submit your authentic proof of residence, date of birth and educational
qualification along with 7 passport size photographs for the purposes of information and record.

o&\wfijbﬂ:_ R

Dr. Asha Jadhav. Add. Director of Research
m &
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leRge et 2 : nd shau ende.‘wpr
1 veushall perform your partﬁf the xssinnmem hﬂﬂﬁ*"" 5‘““’"“;" d'"ﬂ"m : =
= lis to the best of your ability. af wurk:--_-:':-
usﬂ w;:z:: :mbﬂd rmination i m -:ase you fail to remam Pmmt at: the piar.e :
~allotted to you and perform functions and assignments eomused 8 oy \/public holidays
.I 13. "mu shall be entitled to one hniutav every week. You will be entitled to all nationa pu

as declared by lnsutute from time to time. el
The institute, subject to wailﬂblflt'\l' of work of project, may at its entire d:sr.reuan re

d fit.
cnntmctual assgnmentfur a ﬁ:rther period if deemed necessary an
e m: a’t Eﬁli 2 drscfetion be at hberw to termnnate the contract by g;wng one

N o & o ﬁﬁif brgath m-mmphante unsatjgfactom inefficient

= '-zmumn nfassig;nmentu,riﬂ:m you fail to fulﬂﬂ the obllgaﬂniﬁ provided herein.

16. If as result nfwurnggligeme,::m&lﬁsness musdememmr or criminal act the Institute suffers any
loss or damage, you will be liable to make good the loss forthwith. The Institute also reserves the
right m recover darnagesﬂoss fmm vaur pawnent

17. The minment enii'uszed-ibm is purdjtmntractual and as such -,rau shall not be deemed to be
an emplnym of: thfe Institut "".ann.r»nurpnse iirhaisuwer and shall hm no right to rmse any
claim, dispute or right purs

18, You wnl[ have to give an undertaking that you agree to the terms and conditions mentioned herein
and in token of acceptance of the same shall endorse your signature on the duplicate of the

same.

Yours sincerely,

| accept the terms and conditions mentioned herein,

{Mr. Ganesh Narayan Shinde)

S Hon'ble Vice- Chancallor
Finance Officer
Dean, Faculty of Medical Sciences
Medical Director
Medical Administrator
Head of Department

) LWGo
d::qb. Lo ‘“—ﬂ"_{_‘_y._.— h&l"ﬁ*"‘ -
Dr. Asha Jadull::IM project Add. Director of Research
Site Principal Investigator KIMSDU, Kar&dﬁ?n::mnnd v TanSrannor
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1k

abnve and you: shrall mt he eligible to claim te bea :egufar empkmee of the Institute: dunng the
tenure of ym.lr appmntmem: aﬂd a&er thgeipuﬁr l;rf ﬂm same

benefits, allnwmms _qr pﬁm?g_geﬁihdng
You shall abide by mmmﬁ?ﬁn&

contract. =
During the period of your mfract iuu‘«shal: ;:arnr uﬂt‘ssﬁchmssﬁnmﬁjemm to you by the

Institute.
For the purposes of effective implementation of the assignments you shall receive instructions

functional as well as operational frnrn such Official nominated by the Institute from time to time.
Please note that no facility of residential mmmdathn shall be pmwﬂed to you.
In case you wish to relinguish the present mntract you I|.||-I=rll have to give one month prior notice to

that effect to the Institute.
During the period of contract your place of work shall be assigned by the Registrar or such other

official nominated by the Institute. Your place of work shall be subject to change depending upon

the waork of the Institute,
You will have to submit your authentic proof of residence, date of birth and educational

qualification along with 2 passport size photographs for the purposes of information and record.

Dr. Asha Jadhay, _ Add. Director uf Research

: Project
KRISHNA INSTITUTE OF MEDICAL SCIENCE KIMSDU, @AY oA By Tan Crahniar



| accept the terms and:

{Mr. Manoj Lalase Kumbha rl

5] 7 Hon'ble Vice- Chancelior
Finance Officer
Dean, Faculty of Medical Stiences
Medical Director L ;
Medical Administrator ; .,
! Head of Department ' '
LW

EARP

D‘F- Asha Jadhav,

wmm&ﬁiﬂ KiMsnu

Qﬂnnnnd hu TanQaarnnar



_._HE yec b"fthl emphyees of the Institute.
nihes "'féﬁ.;iih’fcims prevailing in the Institute during your period of

contract. :

5. Durmg the Mn-d nf wur mntraﬂ vuu shail carry out such assignments entrusted to you by the
mstltute. =

&.

For the purpusﬁs of el-‘fer.thm implemuntamnn of the assignments you shall recelve instructions
functional as well as operational from such Official nominated by the Institute from time to time.
7. Please note that no fﬂﬂﬁt’f-ﬂf residential accommodation shall be provided to you.

8 In case you wish to re!inquish the present contract you will have ta give one month prior notice to |
that eﬁmm the Institute. !
9. Duringti |

per_iud nfmnfmct your planae of w:;srk shall be assigned by the Registrar or such other

“official mmnﬂ_fad hirthﬂ 1hsﬂthta. "E'qur pi;ca of work shall be subject to change depending upon
the work of the Institute,

10, You will have to submit your authentic proof of residence, date of birth and educational
gualification along with 2 passport size photographs for the purposes of information and record.

e g |

Dr. Asha Jadhav, Add. Director of Research
mww Wﬂ%ﬁﬁg KIMSDU, Karad

AL ST QAannod v TanScannoar



Ed. i'i;.erein_

| accept the terms and conditions mention

(Mr. Ravindra Madhukar Kurade) sk i i ;

CC:  Hon'ble Vice- Chancelior
Finance Officer
Dean, Faculty of Medical Sciences
Medical Director
Medical Administrator

Head of Department
LWo :
MMasr
et e )
= Dr. Asha Jadhav, Add. Director of Research
Principal Investigator - NARRIM Project KIMSDU, Karad
KRISHNA INSTITUTE OF MEDICAL SCIENCE QerAaannod hv TanQrannar
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for a specific project referred herein
=ein::-‘_§¢_ye_g_;gf_.:_thq ln_s_til_:ute during the

.!t;lﬁahd mmfar.iuns -Prevailing in the In_strtute durang your period of

signments you shall receive instructions

minated by the Institute from time to ‘time,
ommdaﬂm shall be provided to you,

: 'B..'_ i fnql.rl'ih thﬂ present contract you will have to give one month priar natice (o
i..hat al’fmup the jnaitum 3 -
9. - During the peried of Eﬁntfaﬁtlﬂlﬁ.!r piiﬂ:& nf wnrk shall'be assigned by the Registrar or such other
e m mmharm_d by the !mtfﬁtteﬁrﬂur plnce of wark shall be subject to change depending upon
sl thnm the Institute. SC :

: 'mu il have to. #.ibmit, ﬁhur i[l.tthenm; proof of residence,

ion along with 2 PASSPOML size photographs for the purpa
11, You shaﬂ perform your part of the assignment

use your kL o the test of vour abilipy

date af birth angd educationgi

ses of Information and reeord

hanestly, sincerety, diligently and shall endeavor o

o Asha Jadhav, Add. Director an::dsearch
Site Principal lmamr - NARRIM Project KIMSDU,

P i (TE NE MEDICAL SCIENCE Qranned bv TanScanner
el SR A ]



Medical Administrator
Head of Department
Lwo

Wsar

Dr. Asha Jadhav,
Site Principal Investigator - NARRIM Project

e T e U b T

Add. Director of Research

KIMSDU, Karad
Craagnnad v TanSQrannar

=



: otographs for the purposes of infarmation and record.

Eﬁ?ﬁv‘;‘?j\_—_
Add Director of Rasearnh

: Lh = Gl = K IRST l,l Eﬂ e
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one

ta teunlm the mmr:aﬂ by giving
mmisfatmm mefﬁc:ent

- _Wﬂl ::ﬁht lmm suffers any
m&mhh. The Institute also reserves the

Yours sincerely,

W
GISTRAR

e Yot

__ﬂ:._.__-—-——-_-'-_.-_

Add. Btreeim of Raseamh

S.EW_LWEWRIM broject o KIMSDU, Kered i
R Bl Qﬂnnnnd hu TanQrannar




You Mihﬂthvthtm m

contract. S :

During the period q! mf mtmt you shall carry out such amgnm: mmm‘l toyoubythe

lnsti:utu.

6. For the wpum:ut M\n lr;qalmmhn of the assignments you shall receive imlmﬂlnm
functional as well as operational from such Official naminated by the Institute from time 1o time
Please mte'lhaf no-facility of residential accommodation shall be provided o yvou
In case you wtsh to: rlltrbquah tm prasent contract vou will have to give one month prior notice to
that effect to the institute. : e

9. During the period of mnhmmr plnﬂ ut work shall be assigned by the Registrar or sueh other
official nominated by the Imﬂtﬂtt huﬂhuﬁ! work shall be subject to change depending ypon
the work of the Institute, :

10. You will have ta submit your authmﬂ: proof of residence, date of hinh and educational
qualification along with 2 passport size photagraphs for the purposes of inlarmation and iecoil

Dr. Asha Jadhayv, =

Site Principal Investigator - NARRIM Project  Add. Director of Research
SHNA INSTITUTE OF MEDICAL SCIENCE KIMSDU, Ka
i 1 EREERSITY ugn HET SATARA m&r::mnpd hyv TanSecannar




() 5

Hon'ble Vice- Chancellor
Finance Officer

AT

medical Admini_stfa'mr
Head of Department
LWo

e

X

Add. Director of Research
KIMSDU, Karad

o iy TanQaannar




g - in -:ase vnu wish to re!inqu.ﬁh the presaﬂ'i’ émtratt you Wil have fo give one manth prior notice to

that effect to the Institute.
Q. During the pen{:d of contract your piace {:f work shall be assigned by the Registrar or such other
official nominated by the instltute. "fuur placﬁ of wark shall be subject Lo change depending upon

the work of the Institute,
10, You mli have to submit. mr aul:hentic proof ‘of residence, date of birth and educational

qualification along with 2 ﬂasspnr{_'_sme photographs for the purposes.of information and record.
11. Youshall perfortm your part _ﬂf the assignment hanestly, sincerely, diligently and shall endeavor to
use your skills to the best of your abiliny.

Dr. Asha Jﬂdhav ' Add. Director of Research

KIMSDU, Karad
Site m investigator - NARRIM Project '
oA INETTELITE OF MEDICAL SCIENCE QeAammnad hwv TapnSeannar



Huﬂ‘hle Vice- {:hanreﬂu r

Finance Officer

Dean, Facuity of Medical SEI&I’I*.:E!- P Sa S s g o :
Medical Director | A e s e e
Medical Administrator ! : : Tt e h e NSNS : }
Head of Department ' g

lwo

AP

e o Tostgdwed
Dr. Asha Jadhav, P
Site PW Investigator - NARRIM Project Add. Director of Research

KRISHNA INSTITUTE OF MEDICAL SCIENCE KIMSDU, Karad
LUNIVERSITY KADRD MICT CATARA Qaannord By TanQcanpnar



ation of Community Based
‘Studies” at Krishna

lac  of work shall be assigned by the Registrar or such other
our place of work shall be subject to change depend ing upon

Shghed

'Add. Director of Research
KIMSDU, Karad

SHNA INSTITUTE O Cranmnad hv TanSerannar



12__' Your contract is subject to termination in case you fail to remain present at the place of wafk'-'
. aliotted to you and perform functions and assignments entrusted to you, oy
13 f-':_@;_._u_.maI‘ﬁ_t:ig}gntit'i_éfh-td}_éﬁg Pﬁiday every week. "r'm_:_:_ﬂ_.r_il'f.'_l_:_t-ji_:.i'{_é;r't_ti,t'féii_-;fé"&I_I h‘étjbnal,-‘;iuh!icl'ﬁ't_?f day
- asdeclared by Institute from time to time. 5 S ..
*Thaﬂnstitu&,auhjecthﬁ:avm}ablﬁwnf work-cf prﬁiﬁettﬁﬁma',vat-iiﬁejgntiré -disc'retibh-*'ﬁéﬁﬁw_ !
contractual assignment for 2 further period if deemed necessary and fit. e
15. The Instifl._lt_e -'m'éir-at' its entire discretion be at liberty to terminate the contract by gi'uin_g one :
~ weeks notice in- writing to you for any breach, non-compliance, unsatisfactory, inefficient
execution of assignment or in case you fail to fulfill the obligations provided herein. i
16.  If as result of your negligence, carelessness, misdemeanor or criminal act the Institute suffers any :
loss or damage, you will be liable to make good the loss forthwith. The Institute alsa resems.t.hﬁ -
right to recover damages/loss from your payment. i3
17. The assignment entrusted to you is purely contractual and as such you shall not be deemed to be :
an employee of the Institute for any purpose whatsoever and shall have no right to raise any
claim, dispute or right pursuant thereto, :
18 You will have to give an undertaking that you agree to the terms and conditions mentioned herein -

and in token of acceptance of the same shall endorse your signature on the duplicafe-.of 1:hf|=L
same,

Yours sincerely;
: T?-! 2
REGISTRAR

| accept the terms and conditions mentioned hersin.

L.

(Mr. Vaibhav Sambhaji Patil)

L Hen'ble Vice- Chancellor
Finance Officer
Dean, Faculty of Medical Sciences
Medical Director
Medical Administratar
Head of Department

LWao
MAP

Avwe =P

Dr. Asha Jadhav, | S
Site Principal Investigator - NARRIM Project KIMSDU, Karad
KRISHNA INSTITUTE OF MEDICAL EcmE .Qn:nned Ay TanQrannar
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5 Certificd University 3
3ol the Mirisiry of Huron Beiswrce Development. Govt. of Incn
- el 021 64-241555-8 Fox: 02164-243272/242170

E-moit: (agiskar@kimsrarpdin

the above co ract was cd:'&si'dér'ed and it _was__-dbcideﬂ' to engage you for a fixed
‘*’ﬁmurﬁan cumBaWEntrv Operator for the project titled “Implementation and
uaiua't;tﬁn of l:umnwuﬂ:-.rﬁased Intemenmnfor Upliftment and Voluntary Participation in Biomedical
: ﬂi@éhfth -Etﬁdieé“_ at Krishna Iﬁstilu-te-'ﬁ'f_' Medical Sciences "Deemed To Be University”, Karad on the

2 :fﬂwﬁ_tg;mia{id'pgnditiﬁns.': ;
rely on contractual basis for a fixed term and shall

.02.2020.
a fixed term for a spedific project referred herein
g the

"_':_1,, : 'ygﬁr_ ,Wf,h.;nrg pu be for a period of
i 12munfhs anly beginning with effect from 01
- 2. itis clearly understood that you are engaged

" above and you shall not be eligible to claim
~ tenure of your appointment and after the expiry of the same.

You will be paid c::-nsolid'atéd ‘amount of ¥ 31,000/- per month. You are

for
to be a regular employee of the Institute durin

not entitled to any other

8
benefits, allowances or privileges being enjoyed by the employees of the Institute.

4. You shall abide by the laws, rules and regulations prevailing in the Institute during your period of
contract,

5. During the period of your contract you shall carry out such assignments entrusted to you by the
institure.

6. For the purposes of effective implementation of the assignments you shall receive instructions
functional as well as operational from cuch Official nominated by the Institute from time to time.

7. Please note that no facility of residential accommodation shall be provided to you.

8. Incaseyou wish to relinquish the present contract you will have to give one month prior nolice to

that effect to the institute.

During the period of contract your place of work shall be assigned by the Registrar or such other

9,
official nominated by the Institute, Your place of work shall be subject to change depending upon
the work of the Institute,

10. You will have to submit your authentic proof of residence, date of birth and educational

qualification along with 2 passport size photographs for the purposes of infarmatian and record.
11, You shali perform your part of the assignment hanestly, sincerely, diligently and shall endeavor to

use your skills to the best of your ability.

e =fueu ”ﬁg;{xrﬁr&w;i_l

Dr. Asha Jadhav. : Di '
i : Add. Director of Research
or of Re i
Site Principal Investigator - NARRIM Project KIMSDU, Karéd S R A St S
KRISHMA INSTITUTE OF MEDICAI SriENrE CDeaannard iy TapnQaAaarnnar
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Shoctaeds E*

NN DO 2020 0214 92902400 LS REIRE)  Ss

'ﬁm tﬂ‘n neﬂem end assignments entrusted to 'l,.rnu
: antitled to one hn!ida!.r every week. You will be entitled to all national/public holidays
NOEET LS de:leted bv Institute from f.irne to time.

14, The lnstimte whiett to evellebmt!.r of work of project, ma',r at its entire discretion renew the
: cnmrettuel assignment for a further period if deemed necessary and fit. -
Insﬁfute mev at |ts entlre dmcreﬂun be at |IhEI't'y! to terminate the contract by giving one
' weeks 'n-:m:e in wrsﬁng to m for any breach, non-compliance, unsatisfactory, inefficient

~ execution of assignment or in case you fall to fulfill the obligations provided herein.
16. If as result of your negligence, carelessness, misdemeanor or criminal act the Institute suffers any
loss or damage, you will be liable to make good the loss forthmth The Institute also reserves the
rfght to recover damages/loss from your payment.

'ﬂ'le assignment entrusted to you is purely contractual and as such you shall not be deemed to be
art employee of the Institute for any purpose whateeeuer and she!l have no right to raise any
claim dispute or right pursuant thereto. :

You will have to give an undertahngthet you agree to the terms and conditions mentioned herein

and in token of acceptance of the same shall endorse your signature on the duplicate of the
same,

T T : Yours sincerely,

_ A% REGLS% ARz ents

faccept the terms and conditions mentionad herein,

’ LB Hon'ble Vice- Chancelior
Finance Officer
Dean, Faculty of Medical Sciences
Medical Directar
Medical Administrator
Head of Department

LWO
e
|
A\ : ‘
: #b_m!__:{, o TR :
D ARbR SR i Add B ector of R o Bl
" - NARRI } - Director of Research e
Site Principal 1'!"““93?“591{:& SCIENCE KIMSDU, Karad

UNIVERSITY, KARAD, DIST. SATARA Qmmmrard iy TanQaarmmor



‘DEEMED TO BE UNIVERSITY", KA__RAD

of ﬂ':a.Mru!rg n-t Frman Rezouree Devgicpmenit, Grovl. of indm

Deciared /1 3 o UGE ACT. 1956 vics Hotiieafion noF 5-15/2001 o3 e et ok
xorod. Dist. : Sotara [Maharashira Siate] Fin « 415110 Tei - 02164-241555-8 Fax: 02164-243572/242170
Websile © www kirtgrarag in e e A

Date: 29.01.2020

KIMSDU/A-S{ix) /354 /2020

To,

Mz, Nayana Shankar Yenbhar,

2172, Navodit Co-Op. HSG. Soc.,

Chendani Koliwada, Mithbundar Road, Subhash Nagar,

Thane (East) 400603,

‘:ject: Fixed Term Appointment as Project Assistant on contractual basis.

Your application for the above contract was considered and it was decided 1o engage you for a fixed
term to work as Project Assistant for the project utled “implementaton and Evaluation of Community
Based Intervention for Upliftment and Voluntary Participation n Bwomedical Research Studies™ at
Krishna Institute of Medical Sciences “Deemed To Be Unnweruty™, Karad on the following terms and

conditions. ;

1. Your appointment is purely on contractual bavs for a fiwed termn and shall be for o period of
08 months anly beginning with elfect from 01 02 2020

2.  Wisclearly understood that you are engagoed tur o et term for a soecific project referred herein

abowve and you shall not be eligible to chvm 1o be 3 regular emoloyes of the Institute during the

tenure of your appointment and after the expury ol the same

You will be paid consolidated amount of ¥ 311 000/ per manth, You are not entitied 1o any other

benefits, allowances or privileges being enjoyed by the employees of the Institute

r., You shall abide by the laws, rules and regulations prevailing in the Institute during yaur period of
contract.

5.  During the peniod of your contract you shali carry out such assignments entrusted to you by the
Institute.

6. For the purposes of effective implementation of the assignments you shall receive instructions
functional as well as operational from such Official nominated by the institute from time to time.

7.  Please note that no facility of residential accommadation shall be pravided to you.

8. Incaseyou wish to relinquish the present contract you will have to give one manth prior notice to
that effect to the institute.

9. Dunﬂg the Peric—d of contract your place of work shal! ne disigned oy the Regisirar or such other
official nominated by the Institute. Your place of wark shall be subject ta change depending upon
the work of the Institute.

10. :z:ﬂf:;;nw; n:: :;n;ﬂp ::;up; ,::::; l:ng:f residence, date ‘4_“' birth ‘amd educational

phs for the purposes of information and record.

o

Amyee sross Eﬂ%ﬁ‘ﬁ%’“ﬂ__
Dr. Asha Jadhay, Add. Director of Research

Site Principal Investigator - NARRIM Froject KIMSDU, Karad
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UNIVERSITY KARAD. DIST. SATARA Qranned hw TanSrannar




11.

12

13.

14.

15

16.

17.

18.

You shail perform your part of the assignment honestly, sincerely, diligently and shall endeavor Lo

use your skills to the best of your ability.

Your contract is subject to termination in case you fail to remain present at the place of work
allotted to you and perfarm functians and assignments entrusted to you.

You shall be entitled to one holiday every week. You will be entitled to all national/public holidays
as declared by Institute from time to time.

The Institute, subject to availability of work of project, may at its entire discretion renew the
contractual assignment for a further period if deemed necessary and fit.

The Institute may at its entire discretion be at liberty to terminate the contract by giving one
weeks notice in writing to you for any breach, non-compliance, unsatisfactory, inefficient
execution of assignment or in case you fail to fulfill the obligations provided herein.

If as result of your negligence, carelessness, misdemeanor or criminal act the Institute suffers any
loss or damage, you will be liable to make good the loss forthwith. The Institute also reserves the
right to recover damages/loss from your payment.

The assignment entrusted to you is purely contractual and as such you shall not be deemed to be
an employee of the Institute for any purpose whatsoever and shall have no right to raise any
claim, dispute or right pursuant thereto.

You will have to give an undertaking that you agree to the terms and conditions mentioned herein
and in token of acceptance of the same shall endarse your signature on the duplicate of the

same.

Yours sincerely,

R

| accept the terms and conditions mentioned herein.

(Ms. NayanaS$hankar Yenbhar)

cC:

MAP

Hon'ble Vice- Chancellor

Finance Officer

Dean, Faculty of Medical Sciences
Medical Director

Medical Administrator

Head of Department

LWO
QH:}_F'—‘}—-'#' 11/&_(}--‘-‘_-' — ! E‘E::{\ = "ri}n.—_,-?
Dr. =l =
Site Principal |ma_m::” Project Add. Director of Research
KRISHNA INSTIYUTE OF MEDICAL SCIENGE KIMSr © arae

UNIVERSITY, KARAD, DIST, SATARA
Scanned bv TanScanner




PROPOSAL

“GENETIC POLYMORPHISMS AND GENOMIC

DETERMINANTS OF ACUTE NORMAL TISSUE

TOXICITY AFTER RADIOTHERAPY FOR HEAD
AND NECK MALIGNANCY” PROJECT

R=Srs

Add. Director of Research
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ICMR

Tl S g O el I g il L PR ey
Clepl. of Heallh Rasaarch

(Minisiny o Health-and Family Wellare)

Cbsenvations:
Recommended with one JRF; consumable grant of Fs.3 lakh each for
151 & 2nd year; u'aveiﬁ%mnmi Rs.50,000/- each for 15t &2nd year;

i grant of As.2

lakh for 15t &2nd year; non-recurring grant

nmmadgto.

Add. Director of Research
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Name of Pl : DR, ANAND GUDUR

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

Indian Council of Medical Research
APPLICATION FOR AD-HOC PROPOSAL

Name {IN BLOCK LETTERS): DR. ANAND GUDUR

Gender: M

Date of Birth of PI: 23-Jul-1972

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

MO

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

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

Organization either national or international:

5 R

Add. Director of Research
KIMSDU, Karad

* Please ignore seclions which shows only heading's followed by line. its because you haven't provided any datain

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

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

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

General information of Principal Investigator

Krishna Institute of :
Dr. Anand Gudur Frofessor NA Medical Sciences “"“"dg""l“mr@w“": 8AS0929412
Deamed University

b s = &
- ﬁ*"‘_ﬁ?‘r;\x —=
bt

Add. Director of Research
KIMSDU, Karad

* Please ignore sactions which shows only heading's followead by line. Its because you haven' provided any data in Page2af T
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Name of Pl : DR. ANAND GUDUR
Date of Submission : 2019-12-18 15:23:12.0

ICMR : ADHOC APPLICATION
Proposal 1D ; 2018-8087

Academic detalls of Principal Investigator

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

Advanced Training relevant to this project

Publications Details

Books/Chapters Details

fiyes . O B
Add. Director of Research
KIMSDU, Karad

" Please ignore sections which shows only heading's followed by line. ts because you haven't provided any data in
corrdsponding sections.

Jof 46
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Hame of Pl : DR. ANAND GUDUR ICMR : ADHOC APPLICATION

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

corrasponding seclions,
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Hama of Pl : DR. ANAND GUDUR ICMR : ADHOC APPLICATION

Date of Submission : 2019-12-18 15:23:112.0 Proposal 1D : 20r18-8087

Headwise Breakup
Salary Detalls
Year 1 Year 2 Year 3 Total year
Salary Details 240000.00 240000.00 240000.00 m
Yer | PUCOPIDotails satary (amoung) | No.of | pesigation
1.0 ANAND GUDUR 240000.00 1.0 Junior Research Fellow
20 ANAND GUDUR 240000.00 1.0 Jurior Research Fellow
3.0 ANAND GUDUR 240000.00 1.0 Juriar Research Feflow
Recurring Contingency Details
Yoar1 | Yewz | TotalBudgel
500000.00 1000000.00
1 -‘i I At
1.0 aguduri23 Other 0.00
1.0 aguduri23 Contingencies 500000.00
20 agudur123 Other Q.00
20 aguduri 23 Contingencies S00000.00
o N
h: fi}?-f"“‘_lt.,_

Add. Director of Research

KIMSDU, Karad

* Please ignore sections which shows only heading’s fellowed by ling, its because you haven'i provided any data in
corresponding sections.
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Mame of Pl : DR. ANAND GUDUR

Date of Submission : 2018-12-18 15:23:12.0

ICMR : ADHOC APPLICATION

Proposal 1D : 2019-8087

Equipment Detzails
Year 1 el W
Equipment Amount §00000.00 | §00000.00
Year PUCO-P1 Details Equipment Name Equipment Amount
1.0 aguduri23 Specrophatormster 600000.00

Ovarhead Charges Details (5% of stall and Recurring contingency)

Year 1 Year2 |Total Budgst
Overhead Charges | 2500000 | 25000.00 | 50000.00
o aguewr23 25000.00
e agudur123 25000.00
Travel Details
Year 1 Year 2
Travel Amount 5000000 | 5000000 | 100000.00
s PIICO-P1 Detalls Travel Amount
- aguduri 23 SN0
P aguduri23 iihikin

* Pisase ignore sectiong which shows only heading's followed by line. s because you haven't provided any data in

corresponding sections.

_E_:f}ﬁ*ﬁfla)i
Add. Director of Research
KIMSDU, Karad
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Name of Pl : DR. ANAND GUDUR ICMR : ADHOC APPLICATION
Date of Submission : 2019-12-18 15:23:12.0 Proposal 1D : 2019-8087

* Pleasa ignore sactions which shows only heading™s loilowed by line. lis because you haven't provided any data in PageTol 7
corresponding sections.

e =

Add. Director of Research
KIMSDU, Karad



MANDATE FORM

ELECTRONIC CLEARING SERVICE (CREDIT CLEAREING) REAL TIME GROSS
SETTELMENT FACILITY FOR RECEIVING FAYMENT

DETAILS OF ACCOUNT HOLDER

I | NAME OF ACCOUNT KRISHNA INSTITUTE OF MEDICAL SCIENCES DEEMED |
HOLDER pyeRsiey . . |
2 | COMPLETE CONTACT Nir. P, D JOHN, Executive Iirecior
| ADDRESS Krishna Institute of Medical Sciences, Deemed niversity, |
Hear Dhebewsdi Road. Malkapyr, Taluka: Karad, Dist: Satara, |
_____ i Pin: 415 539 g
3 TELEPHGNE NIMBER (2 164-241555/56/5 7758 Exan: 477 |
FAX 02164243273, 242195 i
E-MAIL financefEkimsuniversity. in I
4 | NAME PL Dr. Anand Gudur
ADDRESS OF PROJECT | Department of Oncology, Krishna Hospital & Medical
| INVESTIGATOR Reszarch Centre, Knshna Institure of Medical Sciences Deamed
{ 1o be Universily, Karad
Pin: 415 539
Co-P1; Dr. Kailaz [ Datkhile
Department of Maolecuiar Biology & Genetics, Knishna Hospital
& Medical Research Centre, Krishna Institute of Medical
U Sciences Deeniad 1o be University, Karad |, Pin: 415 339
5 TITLE OF THE PROJECT | Genatic Polymorphisms and Genomic determinanis of acute
: normal tissne woxicity after radiotherapy for head and neck
malignancy, ]

_BANK ACCOUNT DETAILS

K BANK NAME: State Bank of India
P2 BRANCH NAME: Earad Treasury
COMPLETE ADDRESS { Shaniwa: Peth, Karad, Dhst: Sataca’ Pin 413110 |
TELEFHONE N 02164-274940 270286
EMAIL (14648 G sbi coin
3 WHETHER. THEBRANCHIS | YES
COMPUTERISED
4 WHETHER THE BRANCH 15
| RTGS ENABLED
[ IFSC CODE SBINGOO464E
i 1 IS THE BRANCH ALSO NEFT | YES
B ENABLEDR? e
|2 TYPE OF BANE ACCOUNT CURRENT
{SBACURRENT/CASH CREDIT).
COMPLETE BANK ACCOUNT | 11406275566
NUMBER :
4 MICR CODE OF BANK 413002863 e L TR S

Lt

Mﬁq}gg

gol4g

Add. Director of Research
KIMSDU, Karad



I herchy declare thet the paricular given above are current and complete. 1€ the transaction is
delaved or not effected at all for reasons of incomplete of incorrest information ! would et hold

‘the wsed Institution responsible.

Ca Al -
i v&;f;?::’ﬂ’/

iSeal of PLCo-PH
" Phone No. 82.18 4 - 241555
:_-E?:‘ AR
;_}E’:_‘i_*’__—— = G8q0qsa4la-
DR. ANAND K. GUDUR

3 Head of the Department
Dr. Kallas D. Datkhile sas0 pripy Dept. of Redatherzry, & Oncalogy,

Date; 24, 5. .503 0

Senior Ressarch Officer, Hrshoa Ipsiifone of Medlea! Scisnoss.
of Molecular Biology and Genstics, Deemad Uinfvorsiy, :
IW_nlEDu, Karad-4£15538 FARAD 415110, Dist. Satz: s

MM 300 2R05

Certificate that the particulars furnished above are correct as per our records.

e

Date: 344 2026 (Signature}

(5eal Al ol the Concermed Bivisian T )
Pline No, OB FEd - 2 5255
EXECUTIVE DIRECTOR
“DEENED 1O BE VEVERSTY". KA

Add. Director of Research 90f 48
KIMSDU, Karad
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a R EeBoob SR Rblinoal Sciences Desmad Universiy
5 HRISHRAINST OF MED SCIENCE  UNIVERS
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Participants Informied Consent Form
Protocol No.
Title of the Study: Genetic palymorphisms and Genomic determinanis of acute normal tissuc
toxicity after radictherapy for head and neck malignancy
Name of Participant:
Name of Principal Investigator: T3, Lnand Croclin
Name of Department: 1) et ot Oresicgy

I we== have read the infosation o the information has been read to me,
The narure of the study possible sk and benefits 1o me precautions 1o be taken by me my rights
and the responsibililies related to this stmudy are explained o me by investigator to my
satisfaction. 1 have understood that the information/ data obtained from this study may be used
for scienfific purpose (Publication/Presentation) by the investigators without revealing my
identity. T have no objection for this.

I have understood thar T can withdraw from (his study ar any poim of dme without giving any
reasan and this will not afféct my future reatment 10 this hospital. | have understond whom o
comact in case of any adverse effect/doubt.

T'am also aware that the Investisator can terminate my participation in this study at any time due
1o any reason without taking my consent.
I hereby give my consent 1o participte int the study titled “Genetic polymorphisms and Genomie

determinanis of acute normal tissue toxicity after radiotherapy for head and neck malignancy™.

1. Signamure (Lef Thumb impression of Paricipan
2. Signature /Lefl Thumb impression of participent or legal guardian casc the participant is

bellow 18 years,

3. Name and Signature of Impartial Witness {In case the participant is iliiterate)
Address & Contact No.

I -

o ;
4. Mame & Signature of Investigaton/Co-Investigator y

T

Add. Director of Research

KIS, Karad et




Case R 1 Proforma

1. Name of Patient

2, Age

3. 5ex : a) Male b) Female
4, Hospital No.

5. Date of Registration

6. Address

7. Occupation

8. Symptoms & Duration

Difficulry in swallowing:
Pain in the necl;

Pain during swallowing:
Swelling in the necl:
Fareign bady sensation:

Change of voice:
Earache:
Any other:
9. Habits : Chewing -
Smoling -
Alchol -
Non-veg-
Spicy /Hot food-
10. Assaciated Comorbidities : TB-DM-HT-IHD-Asthma-
11, Drug allergy f
12. Pastillness
13. Family history
14. General Physical Examination
BEOG
Height " Nukrition:
Weight :

Pallor/Cyanosis/Jaundice /P.E./G.L:N./Clubbing

Add. Director of Research 120148
KIMSDU, Karad



15. Local Examination :
Primary site
Type of growth
Size:

Extension
Bleeding
Induration
Tenderness:
16. Regional lymph node examination:

Side:
Site/Level:
Number;

Size:

Fixity:
Consistency:
Tenderness :
17. Other lymph nodes :
18. Systemic examination :
R5:
€vsS:
PA:
CNE:
19. Provisional clinical diagnosis
20. Investigations :
a) Biopsy: Primary tumar:
b) Biopsy: Lymph node:
¢) X-ray STN lat View:

d) CT scan:

&) Chest x-ray:

f) Haemogram : Hb% :

T
DC;
Platelets :
g) RFT ;
W} LFT ;

: i} Any other :
21. Final Diagnosis i

22. General Management

a) Nutrition
b} Blood transfusion :

Sehgdnd

Add. Director of Research
KIMSDU, Karad
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23, Radiation therapy :

a) Radical radiotherapy
b) Adjuvant radiotherapy
i. Dateofstartof RT :

ii. Date of end of RT
iii. Energy used
iv. Immaobilization
v. Simulation
vi. Technigue

vii. Dose

24, Dbservation

a] Tumor response

b} Noderesponse

c] Acute reaction

25. Follow-up :

27. Residual disease
28. Recurrence

29. Metastasis

30. NED manths

31. Death{cause)
32. Remarks

Dr. Anand K. Guduer
Head, Department of Radictherapy & Oncology

Krishna Insorute of Medical Sciences,
“Deemed to be Umversity'

Karad: 415 539

Add. Director of Research
KIMSDU, Karad
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File Mo, EC/19/000626

Govemnment of India
Directorate General of Health Services
Central Drugs Standard Control Organization
{Ethics Committee Registraticn Division)

FOA Bhawan, Kotla Road,
Mew Dethi - 110002, India
Dated: 16-Mar-2020

Te

The Chairman

IEC KIMS DEEMED TO BE UNIVERSITY KARAD
KRISHNA INSTITUTE OF MEDICAL SCIENCES
DEEMED TO BE UMIVERSITY KARAD
KRISHNA INSTITUTE OF MEDICAL SCIENCES
KARAD NEAR DHEBEWAD! ROAD MALKAPUR
KARAD Karad Satara Maharashira - 415539 India

Subject: Ethics Commities Re-Registration No. ECR/307/InstMH/2013/RR-20 lssued under Mew Drugs and
Clinica! Trials Rules, 2019,

SinMadam.

Please refer 1o your application na. EC/RENEW/INST/20187212 dated 26-Dec-2018 submited 1o this
Directorate for the Re-Registration of Ethics Committee.

Please find enclosed registration of the Ethics Committee in Form CT-02 vide Registration Ne.
ECAMA07nstMH201 3/RA-20 The said registration is subject 1o ihe conditions as mentioned baiow:-

Youre faithiuily

(Dr, V.G Enn;l;sani}
Drugs Contraller General (I} &
Cantral Licensing Authority

Conditions of Registration

1. The registration is valid fram 15-Mar-2020 1o 15-Mar-2025, unless suspanded or cancelied by the Central
Licencing Autharity.

2.Thbsuaﬂﬂicawmissmdmrwanmmﬁdmmﬂmiﬁmmmwwu.
3. Compasition al the said Ethics Commities is as per (he Annexure

4. Mo climcal trial or bioavailabiliy of moeguivalence protocal and related documents shall be reviewed Dy an
Ethics Commilies in meeting uniess at leasl fivir of its members as detailed below are presant in the meeting,
namaly:-

{i) medical scientist {preferably a pharmacologist);

(i) cdinician;

{jii} legal expert;

{iv} social scientisl or representative of non-governmental voluntary agency or philosopher or ethicist or
theologian or & similar parson;

(v} lay person

Page 1

%‘Bﬂ'}th‘:’_&_ 1501 45
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% The Ethice Committee shall have a minimum ol seven and maximuem of fifteen mambers from medical, non-
medical, sciantific and non-scientific arsas with at least,

(T one lay persan,

{ii) png woman member;

{lii} on=legal expert;

{iv) one independent member fram any other refated lield such &s social scientist or representative of nan:
govemmental voluntary agenty or phitosopher or ethicist or thaologian,

&. Ona member of the Ethics Committae who & not affiliated with the institute o arganization shall be the
Chairpargen, and shall bs appointad by such institute or organization and one marmber who is aftiliated with the
institute or arganizaton shall be appainted as Memiber Secralary ol ne Ethics Commiittes by such Institule or
organizatian.

7, The Ethics Committee shall consis! o ai lzast filty percem of 1s members wha e not atfiliated with the
institute ar organization in which such commitles is constiluted,

8. Tha commities shall include al |easl one member whose primary area of interest or specialigation ig non.
seientific and &t least one member wha 15 independent of the instituticn.

9. The Ethics committe can have as its members, indwviduals from atfier instilulions of ComMuRites. if
required.

10. Members should be conversant with 1ne provisions of Mew Drug and Clinical Triais Rules, 2018, Good
Clinical Practice Guidetines for clinical yriails 11 India and other reguialory requisements 1o gateguand: the rghts,
satety and well-being of the irigl subjecls.

{1. The members representing madical scientisls and clinicians thall possess al least post graduate
qualification in their respective area ol specialization, adequate experiencd in the respactive fields and requisite
knowledge and clarity about thelr role and rasponsibility as committee members.

12 As far as possible, based on the raguirerant of research area such as HIV, Genetic disorder, 8it, specific
patient group may adsnbewprmnmdmmaEmcummeq.

13. The Ethics Commines may associale such expens who are not its members, in its delibarations bul such
expers shall nol have voting rights. i any

14. No member of an Ethics Commiitee, having a conflict of interest, shalt ba involved in the oversight of the
Clinical ial or bioavailability o bioaquivatence study pratocal being reviewed by it and all members shall sign &
deciaration fo the effect that there ks no conflict of interest.

15, While considering an application which Involves a conflict of intarest of any member of tha Ethics
Committes, such mambes may voluntarily withdraw from the Ethics Committes review meeting, by expressing
the same in writing, 1o the Chairperson. The details in respact of the conflict of inlerest of the member shall be
duly recorded in the minuies of the meetings of the Ethics Gommitiea,

1. Any change in the mambership ar the constilution of the registersd Ethcs Committes shall be inimated
inwriting to the Central Licancing Authorily within thirty working days.

17. The Ethics Commitiee shall review and accord approval 1o a Clinical 1rial, Bipavailsbilty and Bioequivalence
study pratocol and other related documents, Bs the case may e, in the format specified in clause (B) of Tabie 1
of the Third Schedule of New Drugs and Clinical Trials Rules, 2018 and overses the conduct of clinical rial 1o
saleguard the rights, zafety and wellbeing of \rial subjects in accordance with these rules, Good Clinical
Bractices Guidelines and other applicabie reguiations.

18, Whire a clinical trial site does not have its own Ethics Gommittee, clinical trial at thal site may be initiated
giter obtaining appawa}ufmpmnmlﬁﬂmmeEﬁmcummmsea! anather trial site; or an independent Ethics
Committes for climcal trial constituted in accordance with the provistons af rule 7 provided that the approving
Ethics Committes for clinical irial shal in such case be mmmha!mﬁaémdymmamaj site of the cenire, &3
{he case may be: provided further thal the approving Ethics Committes and the clinical trigi site of the
Bloavailability and hipequivalence cenire, as ihe case may be, shall be located within the same city or within 2
radivs of 50 kms of the clinical trial site.

19, Where 2 Bloavaiiability or Bingquivalence study cenira does not have (s own Ethics Committae,
Page 2
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bioavallability or bioequivalence study at that site may ba inifiated after cbtaining approval of the protocol fram
the Ethics Commities Wummleaﬁmmmmw@ Ethics Committee shall in such case
be responsible for the study at the cantre-Provided further that both the approving Ethics Committes and the
centre, shall be located witkin the same city of within a radius of 50 kms of tha bioavailabiity or bloeguivalence
study centré.

20, Ethics committee shall indicale the reasons that webkghed wilh it while rejecling or asking for a change of
nofilication in the protacol in writing and & copy of sueh regsons shall also be made available to the Caniral
Licencing Authority.

21. Ethics commitiee shall make, at appropriate intervals, an on-geing review ol the irials for which they have

reviewed the protocel. Such a review may b based on the periodic sludy progress roports furnished by he
investigatars or monitoring snd inernal awdit reports fernished Dy the sponsor or by visiting the study sites.

22 Where any serlous adverse even! occurs 1o a trial subject or 1o sludy subjecl during clinical rigl or
bicavaiability or bioeguivalence study, the Ethics Committee shall analyse the reievant documents pertaining 1o
such avent and lonward its repert to the Central Licenging Authosity and comply with the pravisions of Chagler
VI, Mew Drugs and Clinical Trials Rules, 2018,

23, The Ethics committee shall underiake proper causality assessment of SAE's with the help of subject experts
wherever reguired, for deciding relatedness and quantum of compensation, as per condition no (22) mantioned
above.

24, Whare at any stage of a clinical trial, it comes 1o a canclusion that the trial is ikely to compromise the right,
safety or welibeing of the trial subject, the Ethics committee may arder discontinuation ar suspension of the
mmmwmemmmmnmmdmﬂmhmafm imﬁuﬂunmrﬂuwmclkﬁwmmmw
Licencing Aulhority.

o5 Ethics committes shall comply with the requirements o conditions in addition 1o the requiremants specified
under the Drugs & Cosmetics Act, 1840 and New Drugs and Glinical Trials Rues, 2019, as may be specified by
the Central Licencing Authority with the appraval of the Central Governmant, 1o safeguard the rights of chnical
il subject or bioavailability or bicequivalence siudy subject.

26 Ethics Commistea shall review and approve the suitability of the invastigaicr and trial gite for the propased
rial.

27 The Ethics Committes shall maintain data, record, registers and other documents ralated 1o the funclioning
and review of clinical triaf o bioavailability study of bioequivalence study, as INg case may b, for a perod of
five years after complstion of such clinical trial.

28. Funding mechanism for the Ethics Commities to suppor! their operations should be designed and approved
{o engure that the committas and their members have no financial incentive to approve or reject particular
study.

28, S0P's for funding of the Ethics commitlae in order to support their operations must be maintained. The
recards of income & expenditure of Ethics Committes shall be maintained for review and inspeclion.

30. The Chairman of Ethics Commities shall enter inta MOL with head of institution, that necessary support and
faciities ard independence will be provided to Ethics Committae and their recards will be maintained.

31. The Ethics Committes shall allow any officer authorized by the Cantral Licencing Authority 1o enter, with ar
without prier notice, to inspect the premises, any record, or any documents related to clinical trial, furnish
inwmmawqummmwmaumizadmmm mmmmmammmmwmveﬁy
compliance with the requirements of thesa rules, Good Clinical Practices Guidelines and other applicable
ragulations for safeguarding the rights. safety and well-being of wial subjects.

42, Whare Central Licencing Authority is of the opinion that Ethics Committee fails 1o camgly with any provision
of the Drugs and Cosmetics Acl, 1940and Mew Drugs & Clinical Trials Rules, 2019, it may issue show cause
notice 10 such Ethics Commities specifying therein such non-compliances and the perlod within which reply
shall be furnished by such Ethics Commities. Afier consideration of the facts and reply giver by the Ethics
Committes, the Central Licencing Auihority may take ane or more actions specified under prowvision of Rule 14,
Chapter 1l of New Drugs and Clinical Trials Aules, 2018,

Page 3
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File No. EC/19/000626
Govarmment of India

Directorate General of Health Services
Central Drugs Standard Control Organization
[Ethics Committes Aegistration Division]

EDA Bhawan, Kotla Road,
New Delhi - 110002, india
Diated: 16-Mar-2020

Compedsition of the Ethics Committea:-

':Ewk%nw

—

Add. Director of Research

KIMSDU, Karad

Page 4

Sr. Flame of Member Cualificanan Al iOesgraton in Ethics Commiiee |
No.
1 Or. Wirendra G Patil MEBS (MD - Medicing | ChHnicaan
2 Dr. Jayshree G Awalekar MBES (MD - Medicine | Clinician
3 Wis., Mangal M Kufkami BA-Sociology (Master in Social Sclentist
Spcial workl
4 Or. Ramesh S Paranjape BSc (MSc., Ph.OD- Chair Person
___Migrobislogy)
5 Dr. Arun B Hisbud MBBS (MO MPH) Clirician
& Dr. Vandana M Thorat MEBS (MD-Pharmacciogy) Member Secratany
7 Dr, Ajit ¥ Sontakke WMBEBS {MD-Biochemistry) Basic Medical Scientisl =
B Dr. Aeshma Karishett MBES (MD-Pathology] Basic Medical Sientist
8 Dr. Sgema Sahay BSc (MSc. Fh.D- Soiantific Member
Anthropology
10 Mr, Jaywant B Salunkhe BEL (LLB) Leqal Expert
1 Ms. Manjiri ¥ Shinda B.Com (ME-CIT) Lay Person
VENUGOPAL ===
GIROHARLAL 7

{Dr. v.G. Somani)
Drugs Contraller General (1) &
Central Licensing Autherity
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FORM CT-02
{See rules 8,9, 10 and 14)

GRANT OF AEGISTRATION OF ETHICS COMMITTEE RELATING TO CLIMICAL
TRIAL OR BIOAVAILABILITY AND BIDEQUIVALNENCE STUDY

Registration MNo. ECRANTINstMH/Z013/RR-20

Tha Central Licancing Authority herety reqisiers and permils IEC KIMS DEEMED TQ BE UNMIVERSITY
KARAD , KRISHNA INSTITUTE OF MEDICAL SCIEMCES DEEMED TO BE UNIVERSITY KARAD
KEISHMA INSTITUTE OF MEDICAL SCIENCES KARAD NEAR DHEBEWADI ROAD MALKAPLUR
KARAD Karad Satara Maharashira - 415539 Conlact Mo : 2164-241555-58 Fax Mo.; 2164-242710 10
perform duties of ethics committee as specified in the New Drugs and Chncal Trigls Rules, 2019,

2 The sthics committee shall observe the conditions of registration specified in Ghapter Il of the New
Drugs and Clinical Trials Aules, 2019 and the Drugs and Cosmetics Act, 1940.

L SOMAN =

Place : New Delhi Central Licencing Authiority
&

Date - 16-MAR-2020 cagi 3

Add. Director of Research
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Tindertaking from Principal investigaior

This is to-certify that the Di. Anand Gudur. Principal Investigaior of the research Project entitled

“ienetic Polymorphisms and Genomic determinants of acute normal “fissue toxicity after
radiotherapy for head and neck malignancy” does nol have more then five ICMR ad-hoc

projects
at this moment.

T
e |

[ :
3] .-k?ﬁ:ﬁ(.’uu.'.m i e
Department of Oncolozy
Krishina Hospital-& Medical Research Centre
Krishng Instimte of Midical Sgiences
“Deemed o be Universiny”

Malkapur, Karad

Add. Director of Research
KIMSDU, Karad
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S COMMITTEE OF KRISHNA
INSTITUTE OF MEDICAL BCIENCES
KRISHNA INSTITUTE OF MEDICAL SCIENCES

DEEMED UNIVERSITY, KARAD.
{Dectarad Uis 3 of USG Act, 1558 vide Notification Ho. FMWA#MWMMWMM#M]
_MDMSM{MM}M:HEIW Tod - D164 « 241555-8 Fat - (2154 - 243272-242110
Eilhics Committes Regisiration No. ECRA07instNiH20T HRR-TE Evmail : contsct@kimsunbracsityin

w

Ref Wo. KIMSDUIEC/1/2018 Diate: §2/0272018

The Institotional Fihics Committes hepehy given permissicn 10 initiate the research
project of protocol number 18372017-2018  titled “GENETIC POLYMORPHISMS
AND GENOMIC DETERMINANTS OF ACUTE NORMAL TISSUE TOXICITY
AFTER RADIOTHERAPY FOR HEAD AND NECK MALIGNANCY™ by Dr. Anand
Gudur, student of Dactor of Philasophy (Oncology) to be carried out under the guidance
of Dr. Suresh Bhosale, Professor, Department of Surgery, Erichnz Institute of Medical
Sriences Deemed To Be University, Karad.

gt S

Dir; Wirs. V. M. Thorat

Member Secrotary Chainman
Institutional Ethics Conimittes Instinuiional Bthics Commines p
¥ rishna Institute of Medical Sciences * Krishna Institate of Medical Sciences

Deemed To Be University, Karad 25 = Desmied To Be Vndversity, Kaurad

Add. Director of Research
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Undertaking from Principal Investizator

This is 1o certify that the Dr. Anand Gudur Principal lnvestigator of the research Project entitled
“Cienetic Polymorphisms and Genomic determinants «oF acute normal tissue toxicity afier
radiotherapy for kead and neck malignancy’” has not submitted the research propossl o gny other

funding agency.

e
] e e
/ e
L W20 s

D A n.‘!;'.:fi:;i'.u ¥

Principal invesigatol

Department of Oncoloay

Krisima Hospital & Medical Reseasch Lentre
Krishnz Instinste of Medical Seiences
“Desmed 1o University”

dalkapar. Karad

Teshahr

Add. Director of Research:
KIMSDL), Karad
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Financiat Conflict of Interest

This is tu cersify that the Dr. Anand Gudur, Principal Tnvestigator and T Katlas [ Datkite Co-
Tnvestigator of the research projects entiled “Genetic Polvinorphisnis snd Genomic determinants
f acute normal tissue toxicity after radiotherapy For head and neck malignancy”™ does not have
any financial conflict of interest in this research project

it =
¥ 'a'lrf;*‘rtr'- A E -"".”fu_-ﬁ-;u'rl L
Dr. A Gudur D Kailas D. Datichile
Principal Investigalor CoeInvestigator
Departrrent of Oncology Depariment of Molecular Biology & Genetics
Krishna Hospital & Medical Research Centre Krichnz Institate of Medical Scences
K rishna Instinute of Medical Sciences “Degened to e Universin”
Malkapur, Karad Malkaper, Karad

Add. Director of Research
- KIMSDU, Karad 240145



Declaration & Attesiation

i, LWe have read the terms and conditions for MR tesearch Grant.  All necessary
lnstitetional facilities witl he provided it ihe research project is approved for financial
nesislance.

i, I'We agres 1o submit within one menth from the date of tennination of the praject e
finzl report and a list of articles, bath expendabic and non-sxpendable, left on the closure
of the project.

iii. I'We agree to swhmit wndited statement of secounts duly audited by the auditers as
stipulated by the ICME.

iv. Tt is certified that the equipment(s) sfare not ayailable in the TnstineteDepariment of
these are available but cannot be spared for the project

v. It is further certified that the cquipmenys) required tor the project have oot been
purchased from the funds provided by ICMR for enother projectis) in the Instinte.

vi. IfWe agres to submit {online) all the raw data (along with descriptions) gencrated from
the project 1o the ICMR Data Repository within one month from the date of completion
Jtermimation of the project.

Tf any equipment alrendy exists with the Deparmentnatrtute, the investigater should justify

purchase of cquipment.

Signatre of the:

a) Principal Invessigator (,M

1) Co-Inviestigaton(s) gt — B e - - Dohesed] €
&) Head of the Department Al f&; |

-

\ &

| Signuture of the Head of the Institution with seal
REGISTRAR

Krishna instituls of Medical Sciences

Date: gef 13121
“Deemed To Be University”, Xarad

Add. Director of Research 25 0f 46
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Project Title: Genetic polymorphisms and Genomic determinants of acute normal Tissue toxicity
after radiotherapy for head and neck malignancy.

Justification for each head and sub-head:

Won-Recurring (e.g. equipments, aceessories, cic.)

UV/Vis Spectrophatometer required for verifying the quality and quantity of nucleic acids in the
laboratory. Preproposal Head & Neck Cancer

Recurving

Manpower: Fellowship includes wages a project JRF @20 000/ maoath

Cansamables: The cost of Molecular Biology reagents snd chemicals required for molecular
dja.gmstic:a are highly expensive hence proposed budger i required.

The molecular Biology reagents includes PCR. chemicals including Tag DNA polymerase, deaxy
ribo. nucleotide triphosphates (dNTPs), Agarose, EDTA. Tns Buffer, e, The RFLP reagenis
includes restriction endonucleases.

Contingency: For conlingent expenses inchuding stationery, minor repairs. purchase of spare
pﬂﬁs, kits ete., this amount is required.

Travel: For sample collection, atiending seminars, symposia, conferences by the P1and the JREF.

7 h} ! Wfﬁ
Dr Al K Gudur
Prisicipal Tnvestigaior
Head, Department of Radiotherapy & Oncology
Krishna Hospiiel & Medical Research Centre
Krishna Institite of Medical Sciences
"Dieemed 1o bt University”
Matkapur, Karad

e
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NON-AVAILABILITY CERTIFICATE FOR EQUIPMENT

Title of the Project: Genetic Polymarphisms and Genomic determinants of acute normal tissue
toxicity after radiotherapy for head and neck malignancy

This is to certify that the equipment: UV-Visible Spectrophotometer i not available in the
Institution and therefore the said equipmen: cannot be spared for this project.

Signm%m
REGIS i g%ﬁ

Krishna institute of Medical Sciences
“Dreemed 1o be University”
Karad

SEAL

A

Add. Director of Research i
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This is 1o cemify that the Dr. Anand Gudur Principal Investigator of the ressarch Project entitled
“(Genetic Polymorphisms and Genomic determinants of acule normal tissue toxicity after
radiotherapy for head and neck malignancy” does not have any previous research project under
ICMR research grant therefore not submitted any progress repon of audited stalement of zccount
1o the ICHR agency.

Dr Angd K. Gudur
Head, Department of Radiotherapy & Oncology
Krishna Hospital & Medical Research Centre
Krishna Institute of Medical Stiences
*Dieemed 1o be University™
Malkapuor, Karad

r———

Add. Director of Research
KIMSDU, Karad
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KRISHNA INSTITUTE OF MEDICAL SCIENCES
DEEMED TO BE UNIVERSITY, KARAD.

Dl U 3 of UWE0ACT, 1956 vide Hatloahion ko F.7-1 5200103 o IRe wanisiry o1 Hmaon Resouree Deembamont. Gove ol
i | Eorod, Dist. Sotara [Maharashing State) Pin. 415110 Tel: DZh&4 =F41555-8
Fans (2144 245272-242170 Wabsile: wanw kimsynivgrsity jf E-rnail: coniae bEdmy ety in

i Dr. Ramesh 5. Paranjape Chairman, IEC, KIMSDL, Karad

2 | Dr. Mrs. V. M. Thorat Member Secretary, IEC, Professor, Pharmacology, KIMS, Karad

3 | Dr. Arun R. Risbud Direcior of Rescarch, KIMSDU, Karad

4 | Dr. Seema Sahay Seientist F, NARL Pune

5 | Dr. V.C. Patl Professor & Head, Dept. of Medicine, KIMSDU, Karad

f Dr. Jayashree C. Awalekar Physician, Professor, Dept. Medicing, Bharati Vidyapeeth Medical
College, Sangii

7 | Dr. A. V. Somtakke Professor & Head, Biochemisiry, KIMS, Karad

8 Dir. Reshma Karishelti Pathalogist. Professor, Dept. of Pathology, INMC, KLE Universily.
Belagavi

9 Adv. 1.B. Salunkhe Legal Advisar

10 | Mrs. Mangal M. Kulkarni MSW

11 | Mrs. Manjiri V. Shinde Lay Person

oo

Add. Director of Research
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lf::- E -
KRISHNA INSTITUTE OF MEDICAL SCIENCES
DEEMED TO BE UNIVERSITY, KARAD.

ok U 3 of UG Ack, 1756 vide Hotcation Mo FR=1572001 443 o the Mg o Hipmnon Besaince Dewkhrmment. Gove ol
inlia] Karad, Disk. Sabra (Mahaiashtra Statel Fin 415110 Tesl; D2154 =241355-8
Fexe (2164 245272-242170 Website: woarw KimpUniversiiy.in E-rriciil: contoct@kimsuniearsiyin

ANIMAL ETHICS COMMITTEE

Animal Ethics Committee

Sr. No. Name Designation

1 Dr. 5. T. Mohite Chairman

2 Dr. Mrs. C. C. Khanwelkar Member Secretary

3 Dr. Mrs. Vijaya A. Pandit Main Mominee

Dr. John . Disouza Scientist from outside the institute

4
] DR. Ravindra P. Kulkarni Social aware nomines
6 Dr. Mrs. Sujata A. Jadhav Scientists Incharge of animal house facully

T Dr. Mrs. A. G. Joshi Scientist from different discipline

B Dr, V. 5. Nashte Veterinarian

s e

Add. Director of Research
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Feor 02144 243272- 242170 We

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

|Desctaned Wis 3of UG Aot 1554 vide Noigaion N, R 5/3001-U3 ol M hnsty of Hemvon fesournce Deveicpment. God o
{etia | Ecrad, Dsl, Sotaro [Mohwarashira Stale) Pine 415110 Tal: D2164-241555-8

risite; wew kimsyrivaritein E-rails conlack Frinmunives by n

4] I OMMI

[1 | Dr. A Y Kshimsagar Chairman, 1BC, KIMSDU, Karad, Medical Director, KHMRC
3 | Dr. Arun B. Risbud Director of Rescarch, KIMSDU, Karad
3 | Dr.V.C. Panl Professor & Head, Dept. of Medicine, KIMSDU, Karad
4 | Dr. G5 Karande Professor & Head, Dept. of Microbiology, KIMSDU, Karad
5 Dr. A. V, Sontakke Professor & Head, Biochemistey, KIMS, Karad
6 | Dr.5, R Kanetkar Professor & Head, Dept. of Pathology, KIMS, Karad
7 | Mr.G. 5. Patole Safery Officer, KHMRC. KIMSDU, Kerad
B Drr. 5.R Patil Member Secretary, IBC, KIMSDU, Karad, Quality Manager,

KHMRC

Add. Director of Research
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Review Committee on Genetic Manipulations

This is to cenify that the Krishna Institute of Medical Sciences “Deemed Te Be University”
KARAD does not carry any research activities related 1o Recombinamt DNA technology,

therefore does nod have Review commitiee on Genetic Manipulations

R&;%

Krishna Tnstitute of Medical Sciences,
“Digemed To Be University, KARAD

B A

Add. Director of Research
KIMSDU, Karad

330l 46



Research Expericnce of PUduring last 10 years

Details of Research Experience as Principal Inves

| applicants)

tigator during last 10 years (nof for novice

Title From | To | Funding | Grant | Grant Status: [ Upload Praject Mo, of
of i Agency I | Amount Completed’ | Sununary in 500 publications
Study | _ Ongaoing wards i
{ | Indicating significant | patentsicopy
! | seientific contribution | rights (rom
i | | in ense of completed | this project
“ _ _ | project OR ifany
_ ﬁqr.rm..q.::._:—__ .
(Mjectives.
m Methodology, Resulls
. | _ in case of angoing
o s W | | projects
| P o [ ECMERER | bk IO
Research | | i
Rirse, L R R _
Intramyrual | 2015 | 2020 | Intramaral 50000000 | Completed | Studies on genetic Kails D. Datkhile: Rotiit D, Nhava
KIMSDU | polymorphisms in eladhavd M. Patil, Tejasvi 50 Klaanik:

cancer related genes

| [Orodative stress, DA
repalr Genes,
Carcinogen detoxifying
genes, metabolic gengs
afl Lumar suppressor
genes in Head and

| neck cancer patients: A
Huspital based control
sty

Pratik P. Durgavale, Awind  Gudn
Mupurn  Wibhute,  Riowiy Pk
Mevilli Tata, P. G. Chougaly , Satish v
Wakade, 2006.  Role  of  pemeli
polymorphisms. io DMA - ropair pene
(XRCC), XRCCZ, XRCCI XRCCA
KROOS, KRCC6, XROCT) i head an
neck cancer suseeplibility. incruml ludin
papulaticn; A bospital. based case
contral - sindy - fromy  south-  wester
Mlabasashim,  inlemational - Jounal ¢
Currem Research, 85 15 2548225407

Eiilas [, Thitkhile, Hobit D Vhava

Mpdliavi M, Patil, Tejasvi 5, Bhanka

3ol 48
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| Prasik P, Dsﬁmﬁ_ﬂr P. G Clenigils
| Muville Twta, Ritwtj Patankar, Aviby
Camtur,  Satish V. Kakade 201
[femiiication of genetic polvammplism
iy TIBA. pepair senodentis plEncniog
greag O (NPT gene and il associatic
with bead and neck cncer susceptibiiil
i rursl Indign - population: A hospits
| buwd case-conirol sudy Tam  south
westerny - Mahamshtor,  ltemation:
Jowrmil ol Fesearch - n hedice
Selences, 46 u__.wma..ﬂcnm

s D kil Mwdhayi M P
i & Khumker, Rohit £ Vhave

o ur.r Fanduiang
samile; CoGodur Swish %
Crale 2017, Genetic paly mombiem
i TONA popair genes (hOGG | & APE]
_ ..E their assoclation with aml camde
wpeeepribility in muel Tndian pogaiatior
A hogpitad - based casgecomtrol study
Ttentsonal Jountal of Medical Sciens
& Phyvsical Health : 6.(13 2178

Kosilas 1 Datlhile. Madhavi M Pail,
Pratik P, Durgawale, Kalpita 5. Forabu,
Shreepad A, Toshi, Anand Gadur,

| Rasheni A, Gadur, Sarish V. Foakade
Genene polymarphisms in cartnogen
detonifying genes and risk of cenacat
cicer in Malwrashiea, idia: & case
control studv, Intemativnsl Jowmal of
bigmedical Research, TO1Y, L d)as 10

Drarkhile Kailas B, Patil Madlavi M,
[rargawale Pratik P, Gudur Anand
Cindur Rashmi A Boke of p57 anwd p21
Folvmaorphitgas in Cervical Cancer Rish
(TR Eg_—mﬁun of Bouth-
Wiespern Mabaraslir; A Case-Control
Studdy, binclian Fourmal of Public Health

| Besenrch & Davetopent, 20610, 10

| i1y 277241
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Preproposal for ICMR Research Grant
1. Title of the research project:
Grenetic polymorphisms and Genomic determinants of acute normal tssue toxicity after
radiotherapy for head and neck malignancy.
2. Introduction:
Head and neck cancer (HNC) is the fifth most common type of malignancy worldwide
and second in the developing world including India. HNC increased significamtly
worldwide in Iast few years and represents the leading cause of cancer death in men as
well as women in the developing world. Several therapies and reatment protocols are
used for HNC, including surgery, Chemotherapy (CT) and radiotherapy (RT), more
recently immunotherapy and gene therapy. Because of systemic RT and CT genotoxicity,
one of the imponant side cffccts 15 a secondary cancer that can result from the activity of
radiation and anti-neoplastie drugs on healthy cells. Radiotherapy i5 an impostant and
commonly used modality in cancer treatment, but normal tissues both in the vicinity of
the target arca and the pathway of the radiation beam are inevitably imadiated. which may
result in a spectrum of normal tissue adverse effects. The severity of radiotoxicity can be
directly associated with the radiation dosimetry and the dose-volume differences. The
prescribed dose of radiotherapy in most malignant diseases is restricied by the tolerance
of normal tissue to radiation. However, patients exhibit large variability in normal tissue
toxicity even to the same treatment schedule. Some patients display hyper-sensitivity to
standard radiotherapy, while typically sensitive patients can receive higher doses of
radiotherapy improving the likelihood of a cure for malignant tumors, In recent years,
accumulating evidence has supported the hypothesis that the nsk of radivloxicity
correlates with genetic susceptibility. However, swdies associaling repair gene
polymorphisms and clinical radiosensitivity are rare. Only the gene variants of XRCC|
and XRCC3 have been shown to correlate with hypersensitivity to radiotherapy. It is
likely that further DNA repair gene as well as oxidative siress related genes and tumor
suppressor  gene polymorphisms may be  associaled with ionizing  radiation
hypersensitivity. Studies focusing on this aspect are still lacking especially in Indian
backround therefore there is a scope o gather such an information which will be
benefitted especially in future therapeutic decisions based on genelic makeup of the
patient o determine radiosensitivity. Therefore this study aimed 10 assess genomic
determinants of normal tissue 1oxicity after radiotherapy for head and neck malignancy.
The major objectives of the research project are to cxaming the association of
polymorphisms cancer related genes and head and neck cancer with development of
radiotherapy reactions and to find & biomarker which can predict the development of
radiation induced acute toxicity prior to radiation therapy. Also this study aimed (o assess
the correlation between clinical radio sensitivity and SNPs in the related pathway genes
which may have an cffect on the cancer patients after receiving radiotherapy.
3, Novelty
Radiotherspy is an integral component of a multimodality treatment approach in head and
neck cencer. Previous interest has primarily focused on tumonr radiocurability but a shift
towards cancer survivarship in recent years has seen growing interest in understanding
radiation-incuced complications in normal tssues. Irrediated patients demonsirate
varisble normal tissue responses to radiotherapy despite apparently uniform ireatment,
while some of this may be due to stochastic effects; evidence supponts the influence of
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deterministic variations in radioresponsivenes. Unserprisingly, much work has not been
focused on the role of single nucleotide polymorphism because it is the most common
cause of the differences observed in DNA sequence among individuals. The ability to
predict a predisposition for severe radiotherapy-induced adverse effects in normal tissues
could potentially aid treatment decision-making, particolarly in those with ‘intermediate
risk” disease. Avoiding or reducing radiation in these patients could lessen the likelihood
of radio toxicity-related morbiditics and may also potentially reduce the burden of
healthcare costs incurred for the supportive care required for these conditions, The
approaches to find out biomarkers

Cellular and molecular approaches are being explored to find a biomarker which can

predict the development of radiation induced acute toxicity prior to radiation therapy.
SNPs in radiation responsive genes may be considered as an approach to develop tools
for finding the inherited basis of chinical radio sensitiviry.

Genetic association studies (GAS) have been employed to identify causal functional
SNPs in normal tissue radiowxicity

4. Applicability

Some patients display hyper-sensitivity to standard radiotherapy_ while 1ypically sensitive
patients can receive higher doses of radivtherapy improving the likelihood of a cure for
malignant wmors. If the individual risk of adverse effects can be predicted prior 1o
radiotherapy, it would be in recemt years accumulating evidence support the hypothesis
that the risk of radiotoxicity correlates with genetic susceptibility. Single nucleotide
polymorphisms account for most known genetic variation. By altering the amino acid
composition of the encoded proteins, SNPs in DNA rcpair genes may alter protein
function and an individual's capacity for the repair of damaged DNA. Studies associating
repair gene polymorphisms and clinical radiosensitivity, however, are rare. It is likely
that further DNA repair gene polymorphisms may be associated with jonizing radiation
hypersensitivity.

6. Present knowledge and relevant bibliography relating to the problems{about 250

to 300 words)

Head and neck carcinoma (HMNC) is the fifth most common cancer worldwide and is
associated with low survival and high morbidity when diagnosed in advance stage (Siegel
et al, 2011} HNC is a major cancer problem in Asian countries like China, Pakistan,
Thailand and India. The main causes of head and neck carcinogenesis are tobacco,
aleohol consumption, wliravioler radiation, reactive oxygen species and genetic
susceplibility which include the genes regulating the cell eyele or those involved in DNA
repair mechanisms (Sabir et al., 2013). The DNA repair pathway homologous

h= =

Add. Director of Research
KIMSDU, Karad

dgof 86



recombinant repair (HRR) constitute key pathway to maintain penomic  stability,
Homologous recombinant repair supporis DNA replication and aids replication restart
after fork stalling or breakage (Yin et al., 2012} The key molecules of HRR pathway are
RADSL and ¥-ray cross-complementing group 3 (XROC3) (Areeshi 2013). RADSI
prodein polymerizes onto single-stranded DNA (ssDNA) te form a helical nucleoprotein
filament (Mimitou et al., 2009). RADS] is known 1o play its role in all three stages of
HRR pathway and catalyses the invasion of broken ends of the DSB into intact sister
chromatid (Zhang et al.,, 2004). Muations of RADS] result in defects in the repair of
double-stranded DNA breaks. Loss of RADS] function would therefore be expected o
result in an elevated mulation rate, thug leading 1o accumulation of DNA damage and,
sibsequently 10 increased cancer risk (Shin et al, 2008 Venkitaramarn, 2009), The
RADSI SNPs (135 G/C and 172 G/T) present in the 5'UTR have been reponed o be
associated with allered gene transcription and may be involved in carcinogenesis (Cheng
et al., 2014). XRCC3 is the second important member of HRR pathway and takes part in
DSB repair as it causes slowing of DNA synthesis and recruit RADS! at repair sites
Mao et al., 2014),

Several therapics and treatment protocols are used for HNC, including surgery,
CT {Argiris et al 2008) and radiotherapy (RT) and more recemly, immuonotherapy (Agada
et al 2009), gene therapy (Ayllon et al 2008) and photodynamic therapy (Coni et al
2007), However, the choice of therapy depends on the tumor staging and approaches,
which are aimed a1 organ preservation. Because of systemic RT and CT genoroxicity, one
of the important side effects is a secondary cancer that can result from the activity of
rachiation and antincoplastic drugs on healthy cells. Ionizing radiation can affect the DNA,
causing single and double-strand breaks, DNA-protein crossiinks and oxidative damage.
The severity of radiotoxicity can be directly associated with the radiation dosimetry and
the dose-volume differences. Regarding CT, cisplatin is still the standard protocol for the
treatment of squamoeus cell carcinoma, the most common cancer located in the oral cavity
we present an update of the systemic activity of RT and CT for HNC, with a focus on
their toxicogenctic and toxicogenomic effects. The severity of radictoxicity can be
directly associated with the radiation dosimerry and the dose-volume differcnees
(Bentzen et al 2010). While epidemiological studies have demonstrated the comelation
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between the formation of a secondary tumor with exposure 10 moderate-to-high' doses of
ionizing radiation, a statistically significant inerease has hardly been described with low
doses of radiation (Suzuki et al 2002}, The principal RT effects in normal tissue are acute
radiotoxicity (mucositis, dysphagia and dermatitis) that occurs in tissues with rapid
turnover rates and late radiotoxicity, subcutaneous skin fibrosis and ostecradionecrosis in
tissnes with slower umover raies; these effects may become evident months or years
after therapy (Ghazali et al 2012). There are variable normal tissue responses to RT
(Safwat et al 2002), and this may be due to the stochastic or deterministic variation
effects in radio responsiveness (Bentzen et al 20100,

Radiotherapy is an important and commonly used modality in caneer Ircatment.
but pormal tissues both in the vicinity of the wrget arca and the pathway of the radiation
beam are inevitably irradiated, which may result in a spectrum of normal tissue adverse
effects (Bentzen et al 2003). The prescribed dose of radiotherapy in most malignant
diseases is restricted by the tolerance of normal tissue to radiation {Stone e al 2003).
However, patients exhibit large variability in normal tissue toxicity even to the same
treatment schedule (Andreassen et al 2002). Some patients display hyper-sensitivity 1o
standard radictherapy, while Iypically sensitive patients can receive higher doses of
radiotherapy improving the likelihood of a cure for malignant tumors (Bourguignoen ef al
2005). If the individual nsk of adverse effects can be predicted prior to radiotherapy, it
would In recent years, accumulating evidence has supported the hypothesis that the risk
of radictoxicity comrelates with genetic susceptibility (Ho et al 2006, Azria et al 2008),
Single nucleotide polymorphisms (SNPs) account for most known genetic variation
{Andreassen 2006, De et al 2005). By altering the amine acid composition of the encoded
proteins, SNPs in DNA repair genes may alier protein funciion and an individual's
capacitly for the repair of damaged DNA (Zou et al 2014). However, studies associating
repair gene polymorphisms and clinical radiosensitivity are rare.

It is likely that further DNA repair gene polymorphisms of XRCC1 and XRCC3
may be associated with lonizing radiation hypersensitivity (Moullan et al 2003, Angele et
al 2003). Among the DNA damage repair genes, XRCC! is the most frequenmtly
researched candidate. The RADS! gene family consists of séveral proteins that show
DNA-stimulated ATPase activity and play a central role in the homologous
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recombination repair activation. A functional SNP /807320 (G > C), located in the
promoter regiom of RADS/, resulting in upregulated gene expression level through an
incredsed promoter activity by substituting G for C allele, displayed a predictive value for
RP development in NSCLC patients and dysphagia among HNC patients after
radiotherapy (Pratesi, N. et al. 20113, which is also an independent prognostic fector for
08 in NSCLC patients (Yin, M. et al. 2011). Moreover, a recent study firstly confirmed
that RALDSS relB800320 (G > T} T allele carriers may have a better 08 as for cervical
cancer patients upon radiotherapy (Nogueira, A. et al. 2012).

Evidences also demonstrated that rs/042322 (G > C), SNP of TP33 has a potential in
predicting radiation responses, such as radiation-induced elangieciasia for BC patients
(Chang-Claude, J. ¢t al. 20087, A study with a relatively small sample size of prostate
cancer patients noted a new SNP of TP53, rs351 17667 (C > T), which was reponted for
the first time and has a predictive value for developing acute skin adverse effects (Cintra,
H.5. et al. 204 3). Additionally, TP73 rs3745707 (A > G) was associated with survival in
stage [I1-1V NSCLC patients receiving chemoradiation therapy (Cintra, H.5. e1 al. 20013}
Several trials have been conducted based on the hypothesis that polymorphisms in gencs
involved muitiple pathways may interfere with an individeal's DNA repair capacity and
thus further influence the occurrence of radiation-induced adverse effects (Kuhne et al
2004, Liu et al 2015). Previous studies on the association between XROC polymorphisms
and radiation-induced adverse effects have reported inconclusive resulis. Therefore we
proposed to evaluate the association between XRCC, RADS], GSTs, Oxidative stress
related genes polymorphisms and the risk of radiztion- induced adverse effects. We also
propose o evaluate the possible association of genetic varants in the three gencs
hOGG, APED and XPD, and the risk of acute normal skin reactions afier therapeutic
radiotherapy in a prospective study of head and neck cancer patients receiving
radiotherapy of the with or without chemaotherapy.

5. Description of the project:

Design of the Sdy:

Patients of dignosed head and neck cancer coming to the Medical Oncalogy OuiPatient
Departiment of KIMSDLU, Karad are Screened for enrolmem based on predefined
inclusion and exclusion eriteria. After obtaining written informed consent from them |, the
clinical details with examination findings and relevant reports are noted down in the
proforma. Blood samples will be collected for genetic polymorphism studies. Afier
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giving radiation therapy patients will be followed posi-therapy to assess for the
toxicities. The clinical and radiological responses will be  documented as per RECIST
criteria at planned interim and end of reatment assessment.

The study will be carried out between January 2018- Decembaer 20240,

Study Population:

Proven head and neck cancer patients will be used for this study. Detailed information of
clinicopathological record and data on demographic factors, carcinogen exposure,

Smdy Protocol

The study will be condocted from 200 HNC patients undergoing radiotherapy or chemo
radiotherapy at Krishna Hospital, Karad with a prior approval by the University Ethical
Committee and 2 written informed consent from the patients before collecting blood prior
to RT. All patients will be treated using IMRT or 3DCRT. Gross emor volume (GTVY),
Clinical Target Volume (CTV) and Planning target volume (PTV) were defined by using
these planning CT scan. Gross tumor volume encompassed all known gross disease as
defined by clinical physical examination and imaging findings. Patients with gross
disease were treated using Varian Linac Accelerator MV X-ray with the total tumor
dose of 60- 66 Gy (2 Gy per day for 5 days week). Patients after surgical resection having
positive margins were given a dose of 66 Gy in 33 fractions. Patients with no positive
margins were given 60 Gy in 30 fractions. Cisplatin chemotherapy (30 mg/m’ for once in
a week for total of 53-6 cycles) will be given to the patienis if their RFT is normal.
Patients with recurrent tumor and distant metastasis were excluded. Acute adverie events
{oral mucasitis and skin reaction) will be recorded during and afier completion of therapy
according to RTOG criteria and the association between genctic polymorphism and oral
mucositis and skin reaction will be evaluated for the increased risk of developing these
normal  tissue adverse reactions. In the present study, single nucleotide
polymorphisms/deletions in selected candidate genes related to DNA damage and repair,
antioxidant response and detoxification enzymes and profibrotic cytokine will be
analysed. SNPs in candidate radiation responsive genss Tike ATM, XRCC1, XRCC3.
XRCC4, OGG1, RADS1, SOD2, CAT and GST will be selected.

Genomic DNA isolation from whole blood

Five milliliter (mL) of whole blood from patients and controls will be collected in sterile
purple top vacutainer after receiving informed consent. Genomic DNA extraction will be
camied out from the peripheral blood sample using Purelink genomic DNA extraction and
purification Kit (Invitrogen, Life technologies) following the manufacturer’s insiructions,
After the quantitative and qualitative analysis of genomic DNA the final samples will be
preserved in Tris-EDTA (T1E,) buffer (pH &) a1 -20°C temperature until further use.
(enetic Polymorphism assays

Genotyping of different genes will be performed by PCR-RFLF methods with
appropriate primer sets. The primers will be designed to amplify the regions of DNA that
contain polymorphic sites of interest. The PCR. amplification will be camied out
separately under different conditions in 20 micro liter (uL) reaction mixiures containing
I X PCR buffer (10 mili molar (mM) Tris-HCI (pH 9.0}, 50 mM KC! L5 mM MgCI2,
0.01% gelatin, 0.2 mM each dNTP, 10 picomole (pmol) of cach primer listed in Table-1,
1U Tag DNA polvmerase (GeNei, Merck Bioscience) and 100 nanogram {ng) of purified
genomic DNA template. The reaction mixtures will be subjecied to PCR amplification
with a Master Cycler Gradient PCE (Eppendorf). After performing PCR programme for
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each of the reaction, the PCR. products will be analyzed by agarose gel electrophoresis in
Tris-Acetate-EDTA (TAE)} buffer. The aparose gels will be stained with ethidium
bromide (10 mg/mL}) and visualized under UV Transilluminator and photographed in gel
documeniation system (BioRad Laboratories). Afier confirmation of DNA amplification.
each PCR product will be digested with an appropriate restriction enzyme for genotyping.
Ten micro liters of the PCR products will be digested at 37°C overnight with specific
restriction enzymes in 20 pl reaction mixturés containing buffer supplied with cach
restriction enzyme. After the overnight incubation, digestion products will be then
separated on a 2-3% low EEO agarose (GeMei) gel at 100 V for 30 min stained with
ethidium bromide and photographed with Gel Documentation System (BioRad).
Statistical Analysis

The frequencies for the RADS!, RADSIB, XRCC. GSTs, 500, CAT, GPx genotypes in

the conrol and patients populations will be determined and the differences in genatype
and allele frequency between cancer patients and controls will be evaluated with the chi-
square lest. The odds ratio (OR) and corresponding 95% confidence intervals (CT) will be
determined through unconditional multiple logistic regression. Odds ratio will be
estimated 1o test whether any association exist between the grade of acute toxicity and
sclected SNPfhaplotypes. Each polymerphism will be tested for deviation from Hardy-
Weinberg equilibriom by chi-square test. Statistical significance will be analysed by
Fisher exact test. Statistical analysis will be carried oot using SPSS 11 Software
Feastbility: There is increasing need of vnderstanding the penetic markers in determining
human susceptibility to the chemotherapy toxicity from the rural population. This
information will be

helpful for the theraapeutic decisions based on genetic makeup of the patients receving
chematherapy. .

Outcome: The prevalence of breast cancer is very high in rural areas of South- westemn
Maharashtra which is a leading cause of most cancer related deaths in rural arcas. This
study will help to find out the significant association of polymarphisms of chemotherapy
drug-metabolising enzyme genes their correlation with toxicity in non-metastatic breast
cancer patients receiving chemotherapy.
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BUDGET

“GENETIC POLYMORPHISMS AND GENOMIC

DETERMINANTS OF ACUTE NORMAL TISSUE

TOXICITY AFTER RADIOTHERAPY FOR HEAD
AND NECK MALIGNANCY” PROJECT
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Component I" Year ™ Year ™ Year Total

A. Recurring

Fellowship

JRF 240,000~ | 240,000/~ | 240.000/- T20L000,-

20006 month

Consumabies 3000000 | 3000000 | —eeeeeeeeee 6,000,000/

Travel 50,000/ SOL0000- e 100 Oy
200,000/~ | 200,000- | —eee 4,00,0004-

B.Non-

Recuring

Equipments

Ul ivis ELTRT i A (E— &, 00,0000 -

spectrophotomet

ar

Overhead 56,500/ | 56,5000- | ——orv 113,000/

Grand Total 14,46,500/ | 846,500/~ | 2.40,000/- 5,353,040~

Justification for each head and sub-head:

Non-Recurring (e.g. equipments. accessories, etc.)
UV/Vis Spectrophotometer: required for verifying the quality and guantity of nucleic
aeids in the laboratory. Preproposal Head & Neck Cancer

Recurring

Manpower: Fellowship includes wages a project JRF @ 20,000/month.
Consumables: The cost of molecular biology reagents and chemicals required for
molecular diagnostics are highly expensive hence proposed budget is required.
Contingency: For contingent expenses including stationery, minor repairs, purchase of

spare parts, kits efc., this amount is required.

Travel: For sample collection, attending seminars, sympaosia, conferences by the Pl and

the JRF.
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Dr Anand K. Gudur is Clinical & Radiation Oncologist and Pain &
Palliative Care specialist presently working as Head, Dept of Oncology at
at Krishna Institute of Medical Sciences, Karad.

He has done his MBBS from Kamataka University, Dharwad, DM {RT)
from prestigious Kidwai Memorial Institute of Oncology, Bangalore, and
DNB Oncology from National Board of Examination New Delhi. He has
been trained and worked in various top cancer institutes in India

He has done Basic & Advanced Course in Palliative Medicine from
Amrita Institute of Medical Sciences, Cochin and WHO Training for
Trainers in Palliative care from Tata Hospital, Mumbai

He has alzo done P.G.Diploma Hospital Administration from Command
Hospital Air Force. Bangalore, P.G, Diploma Medico legal Systems and
Certificate course in Clinical Research from Pune.

He is Executive member, Association of Radiation Oncologist of India,
Central council member, Indian Association of Palliative Care

Vice President, Assoc of Oncologists of Maharashtra, Kamataka, Goa.
He has been part of Maharashira Cancer warrior in charge of Satara Dist
for tobacco awareness.

Visited, attended and given presentations in various national &
international conferences.

He has 6 publications and guided & assisted more than 50 research papers
for various posigraduate, PhD research papers.

He has weated highest number of cancer patients in western Maharashira
in last 10 years. He has participated in clinical trials.

He has organised various cancer awareness programmes in public forums
and tobacco awareness programmes in schools and colleges.
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