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Confidentiality Disclosure Agreement 

THIS AGREEMENT (the "Agreement") is entered into on this day of .tO...........by and between Abiogenesis Clinpharm Private Limited having its office at 2nd Floor, Plot Mo 69, D No. 8-2-248/1/7/69, Nagarjuna Hills, Pynjagutta,, Hyderabad-500082, Telangana, India ,- (the", Di_closing ...MM..Medikel..caleje.,...taspitel,.Kamtht,..NaiAmani,...pi.94.o4... (The "Receiving Party"). 

Party"), and 

The Receiving Party and Disclosing Party hereto desires to participate in disCussions regarding offering of clinical trial site for the Clinical Study titled "A Prospective, Multi-centre, Open Label, Single-Arm, Non-interventional Observational Focused Pharmacovigilance Study to assess the safety of Remithem® in Indian patients". During these discussions, Both Parties may share certain proprietary information with the Recipient. Therefore, in consideration of the mutual promises and cOvenants contained in this Agreement, and other good and valuable consideration, the receipt and sufficiency of which is, hereby UNDERTAKE, ACKNOWLEDGE AND AGREE AS FOLLOWS. 

For purposes of this Agreement, "Confidential Information" means any data or information that is proprietary to the Disclosing Party (or that of their customers, affiliated companies and subsidiaries) and not generally known to the public, whether in tangible or intangible form, whenever and however disclosed. Notwithstanding anything in the foregoing to the contrary, Confidential Information shall not include information which: () was known by the Receiving Party prior to receiving the Confidential Information from the Disclosing Party: (b) becomes rightfully known to the Receiving Party from a third-party source not known (after diligent inquiry) by the Receiving Party to be under an obligation to Disclosing Party maintain confidentiality: (c) is or becomes publicly available through no fault of or failure to act by the Receiving Party in breach of this Agreement; (d) is required to be disclosed in a judicial or administrative proceeding, or is otherwise requested or required to be disclosed by law or regulation, although the requirements of paragraph 4 hereof shall apply prior to any disclosure being made; and (e) is or has been independently developed by employees, consultants or agents of the Receiving Party without violation of the terms of this Agreement or reference or access to any Confidential Information. Provided that the receiving Party forthwith provides written notice of such required disclosure to the disclosing Paty to the extent reasonably practicable and takes reasonable and lawful actions as requested by the disclosing Paty to avoid and/or minimize the extent of such disclosure. 
From time to time, the Disclosing Party may disclose Confidential Information to the Receiving Party. The Receiving Party will: (a) limit disclosure of any Confidential Information to its directors, officers, employees, agents or representatives (collectively "Representatives") who have a need to know such Confidential Information in connection with the current or contemplated business relationship between the parties to which this Agreement relates, and only for that purpose; (b) advise its Representatives of the proprietary nature of the Confidential Information and of the obligations set forth in this Agreement and require such Representatives to keep the Confidential Information confidential; (c) shall keep all Confidential Information strictly confidential by using a reasonable degree of care, but not less than the degree of care used by it in safeguarding its own confidential information; and (d) not disclose any Confidential Information received by it to any third parties (except as otherwise provided for herein). Each paty shall be responsible for any breach of this Agreement by any of their respective Representatives. Nothing contained in this Agreement shall be construed as granting a license in the Confidential Information or an obligation to enter into any further agreement relating to the Confidential Information. This Agreement shall remain in effect for a two-year term (subject to a one-year extension if the parties are still discussing and considering the Transaction at the end of the second year) from the Effective Date, and maybe terminated by either Party with prior written notice of thirty (30) days. Notwithstanding the foregoing, the parties' duty to hold in confidence Confidential Information that was disclosed during term shall remain in effect indefinitely. 6. Receiving Party shall immediately return and redeliver to the other all tangible material embodying the Confidential Information provided hereunder in whatever form of storage or retrieval, upon the earlier of (i) the completion or termination of the dealings between the parties contemplated hereunder; (iü) the termination of this Agreement, or (ii) at such time as the Disclosing Party may so requ�st; provided however that the Receiving Party may retain such of its documents as is necessary to enable it to comply with its document retention policies. And upon request, certify in writing such destruction by an authorized officer of the Receiving Party supervising the destruction) Receiving Party will notify the disclosing Party immediately upon discovery of any breach of this Agreement by the receiving Party or its Representatives, and will cooperate in every reasonable way to prevent further breach. Receiving Party acknowledges that any breach of this Agreement would irreparably harm the disclosing Party and disclosing Party sthall be entitled to seek injunctive relief against the receiving Party and its Representative. The 
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remedies provided shall not be construed as limited but shall be inclusive of all other remedies that are available to 
the parties in law. 
The parties agree that neither party will be under any legal obligation of any kind whatsoever with respect to a Transaction by virtue of this Agreement, except for the matters specifically agreed to herein. The parties further 
acknowledge and agree that they each reserve the right, in their sole and absolute discretion, to reject any and all 
proposals and to terminate discussions and negotiations with respect to a Transaction at any time. This Agreement does not create a joint venture or partnership between the parties. If a Transaction goes forward, the non-disclosure provisions of any applicable transaction documents entered into between the parties (or their respective affiliates) for 
the Transaction shall supersede this Agreement. In the event such provision is not provided for in said transaction documents, this Agreement shall control 
This Agreement constitutes the entire understanding between the parties and supersedes any and all prior or contemporaneous understandings and agreements, whether oral or written, between the parties, with respect to the 
subject matter hereof. This Agreement can only be modified by a written amendment signed by the party against whom enforcement of such modification is sought. 

10. The validity, construction and performance of this Agreerment shall be governed and construed in accordance with the laws of India applicable to contracts made and to be wholly performed within such state, without giving effect to any conflict of law's provisions thereof. This Agreement shall be constructed in accordance with the laws of India for agreements executed with in Hyderabad, Telangana between residents of Hyderabad, Telangana and all matters related to this Agreement shall have exclusive venue in the courts of Hyderabad, Telangana, India. The Parties agree to the jurisdiction of such courts 
11. Any failure by either party to enforce the other party's strict performance of any provision of this Agreement will not constitute a waiver of its right to subsequently enforce such provision or any other provision of this Agreement. 12. Although the restrictions contained in this Agreement are considered by the parties to be reasonable for the purpose of protecting the Confidential Information, if any such restriction is found by a court of competent jurisdiction to be unenforceable, such provision will be modified, rewritten or interpreted to include as much of its nature and scope as will render it enforceable. If it cannot be so modified, rewritten or interpreted to be enforceable in any respect, it will not be given effect, and the remainder of the Agreement will be enforced as if such provision was not included. 13. Any notices or communications required or permitted to be given hereunder may be delivered by hand, deposited with a nationally recognized overnight carrier, electronic-nmail, or mailed by certified mail, return receipt requested, postage prepaid, in each case, to the address of the other party first indicated above (or such other addressee as may be furnished by a party in accordance with this paragraph). All such notices or communications shall be deemed to have been given and received (a) in the case of personal deiivery or electronic-mail, on the date of such delivery, (b) in the case of delivery by a nationally recognized overnight carrier, on the third business day following dispatch and (c) in the case of mailing, on the seventh business day following such mailing. 14. This Agreement is personal in nature, and neither party may directly or indirectly assign or transfer it by operation of law or otherwise without the prior written consent of the other party, which consent will not be unreasonably withheld. All obligations contained in this Agreement shall extend to and be binding upon the parties to this Agreement and their respective successorS, assigns and designees. 

15. The receipt of Confidential Information pursuant to this Agreement will not prevent or in any way limit either party from: (i) developing, making or marketing products or services that are or may be competitive with the products or services of the other; or (i) providing products or services to others who compete with the other. 
16. This Agreement and any amendment hereto may be signed in counterparts, each one of which shall be deemed an original, notwithstanding the variants in format or file designation. 

IN WITNESS WHEREOF. the parties hereto have executed this Agreement as of the date first above written. 

Disclosing Party 

By: 

Name: Chikku A Joseph 
Title: 

Abiogenesís Clinpharm Pvt Ltd 

27AUh 2024. 

COO 

MGM Medids ge & lio pit.! 
Ianothe, tiavi Munbai 4102) 

Confidential and proprietary information of ABIOGENESIS CLINPHARM 

Receiving Party 

By: 

Name: 

Title: 

Dr. Deepika Sathe 
MD DA Anaesthesology 
MMC No.: 2007083250 

Professor 

DepartmcPagez0e & Hospital MGM Medial 
csthesiology 
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Sun Pharmaceutical Industries Licd. 
Sun HoUse, Plot No. 201 B/1, 
Western Express Highway, Goregaon (E). 

Mumbai - 400 063, Maharashtra, INDIA. 
Tel. : (91-22) 4324 4324 
Fax : (91-22) 4324 4343 

Website: www.sunpharma.com 
CIN: L24230GJ1993PLCO19050 

This Agreement is made by and between: 

And 

CONFIDENTIALITY DISCLOSURE AGREEMENT 

Sun Pharmaceutical Industries Ltd. (SPIL), a company registered under the 
Companies Act, 1956 baving its registered office at SPARC, Tandalja, Vadodara 
390012, Gujarat, India. 

Investigator's Name: 

Raigad, 

N suukil unan 

Desiguatiop, astitute's Namg, Address foef, and HOD (CbsiBues and aceciegY) MGM Medisal kaharotige 

IT IS AGREED: 

420204. 
. Aeotei 1, 

SUN 

Kamethe, V 

PHARMA 

Each party to this Agreement has agreed to disclose to the other certain confidential and proprietary 
information in order to evaluate the possibility of entering into a possible business relationship 
under which the parties may enter into the licensing agreement for Clinical Study of *A 
Prospective, Randomized, Multi-Center, Parallel-Group, Assessor-Blind, Aetive 

Controlled, Phase II Study to Assess the Efficacy and Safety of Fixed Dose 
Combination of Relugolix, Ethinyl Estradiol, and Norethindrone Aetate in 
Comparison to Leuprolide in Menorrhagia Associated With Uterine Fibroids 
ICR/23/001). 

1. Tho parties will exchanye cnfidential information on the follnwing terms: 

(a) The disclosure of.confidential information by either party will be received and held in 
confidence by the recipient; and 

(b) Both parties shall use their best efforts to ensure that all of their employees, consultants, 
representatives to whom the confidential information and/or the nature aud purpose of this 
agreement is disclosed take all rcasonable precautions to safeguard and preserve the 
confidential information and the nature and purpose of the agreement; and 

(c) The recipient will take such steps as may be reasonably necessary to prevent the disclosure of 
cofidential information to others; and 

(d) The recipient will not coamercially utilize Confidential information without first having 
obtained the disclosing party's written consent to such utilization; and 

(e) All obligations under this agreement will expire fifteen (15) years after the date of signature of 
the investigator 

2. The obligations set forth in Section l above shall not extend to any portion of Confidential 

Information: 
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Pharmaceuical Indusiries Lic. 
n House, Plot No. 201 B/1, 

Vestern Express Highway, Goregaon (E), 
Mumbai - 400 063, Maharashtra, INDIA. 
Tel. : (91-22) 4324 4324 
Fax : (91-22) 4324 4343 

Website: www.sunpharma.com 
CIN: L24230GJ1993PLC019050 

(a) Which is known to the recipient prior to disclosure or is information generally available to 
the public; or 

(b) Which, subsequent to disclosure and through no act on the part of the rccipient, becomes 
information generally available to the public; or 

(c) Which is furnished to the recipient on a non-confidential basis by any third party having a 
legal right to do so; or 

(a) Which the recipient can demonstrate was developed by the recipient independently of the 
disclosure of Confidential Information by the disclosing party; or 

(e) Whose disclosure is required by any competent court, law, regulation, goverm1nent agency, 
administration or legal order so long as the Party required to reveal the Confidential 
Information, provide the other party with prior notice of this order or requirement. 

3. Following expiration of the obligations set forth in Section I above, the recipient shall be free of 
any express or implied obligations under this Agreement restricting disclosure and use of such 
information. However, nothing in this Agreement constitutes the grant by the disclosing party of a 
license, immunity or other right to or under any patents. 

4. Upon reydcst by the disclosing party, the recipient will return the Confidential nformation (with 

the exception of a single copy thereof which may be kept in the legal files of the recipient) and 

destroy all documents, drawings, sketches, Odels, designs, data, memoranda, tapes, records and 

ary other material developed by the recipieni reiat1ng to the Confidential Information. 

5.It is understood and agreei between the parties that property in the information and in eny design 

right, copyright, ráient or any other intellectual property ight embodied thereir shall be and shall 

remain vested in the party to whom it originally belonged. 

Signature of 
Investigator 

6. This agreement shail be governed by the laws of India. Any dispute under this Agreement shall 

be decided in the courts of Mumbai within the state of India. 

Name br SushIL kumt 

Place Nai Mmhai 

to s720 23 Date 

SUN 

|StarR. SUSHIL KUMAR 
MBBS, MD. 

Prof. & HOD, OBS/GYN 
MGM Hospital, Sector -4E, Kalambol, 

PHARMA 

Navi Mumbal -410 218. 
MMC Registration - 20/5/09/4879 

Signature of Sponsor's 
Authorized Signatory 

Name 

Place 

Date 

Stamp 

Mumbai 

Mr. Rajesh Gaikwad 
(Deputy General Manager 
India Clinical Research) 

NO 
3oN |2os3. 
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Memorandum of Understanding 
Between 

MGM Institute of Health Sciences Trust, Navi Mumbai (MGMIHS) 

Rs. 100 
ONE 

HUNDRED RUPEES 

Apollo Specialty lHospitals Private Limitcd (ASH) 
And 

Dajssh B. Goel 
Registrar 

This Memorandum of Understanding (hereinafter referred to as the "MOU") is made and entered 
into as of the date of last signature below by and between: 
MGM Institute of Health Sciences Trust, Navi Mumbai (MGMIHS, which expression shall 
include its subsidiary, successors and assigns) having its office at Mahatma Gandhi Mission Medical 

College, Sector Kamothe, Kalamboli, Navi Mumbai, Maharashtra 410209 through its Authorized 
representative/ Director of the First Part 

MGM Institute nilcalth Sciences 

(Dened University u/s 3 of UGC Act, 1956) 
Navid.e 2bai-410 299 

64AA 410755 

31



3S.. .t.... 

lalano 

1 

30 JAN 2024 

Aancumc 



And 

Apollo Spccialty Hospitals Private Limited, having its registercd cum corporate officc at 7-1-617/A, 

615 & 616, Imperial Towers, 7h Floor, Amecrpet, IIyderabad- 500038 through its Authorized 

Signatory, Anubhav Prashant, CO0- Apollo Cradlc and Apollo Fertility, hercinafter referced as 'ASH, 

which expression shall include its subsidiary, successors and assigns) of thc Second Part. 

MGMIHS and ASH are jointly referred as the Partics or Institutions and individually rcferred by their 

name. 

Whercas the Institutions intent to work together to devclop a collaborative arrangement, whercby the 

institutions may participate in collaborative teaching, training, rescarch and other agrced activities that 

further enhance thc program as more 

particularly statcd herc in below and the relationship betwecn the institutions. 

And Whereas pursuant to various meetings and discussion the parties have agreed to conduct certain 

programs/courses jointly. The parties represent and warrant that the parties are within their respective 

rights to enter into and execute the present MOU and have been authorized to execute and enter into this 

MOU, which authorizations are annexed hereto as Annexure A collectively. 

The MGMIHS" and �ASH" shall be collectively referred to as �Parties" and individually as �Party" 

and shall mean and include their respective successors-in-interest and permitted assigns. 

1. WHEREAS: 

MGM Institute of Health Sciences Trust, Navi Mumbai (MGMIHS) 

The MGMIHS was established on 28th March 2006 with a futuristic vision to provide qualitative 

cducation by applying innovative and dynamic pedagogical techniques. Since inception, MGMIHS has 

focused on providing Health Care Services, Medical Education with utmost dedication and commitment. 

Servicc to society at the grass root level has been the basic vocation of MGMIHS along with education. 

MGMIHS has been instrumental in providing prompt and efficient health care services to the 

economical weaker sections of the society. The Teaching Hospitals and Medical Colleges underscore its 

commitment to human resource development and social health and welfare. 

Apollo Specialty Hospitals Private Limited (ASH) 

Apollo Specialty Hospitals Private Limited (ASH), is a subsidiary company of Apollo Health and 

Lifestyle Limited (AHLL), a company registered under the Companies Act and having its registered 

office at 7-1-617/A, 615 & 616, Imperial Towers, 7h Floor, Ameerpet, Hyderabad- 500038. AHLL in 

turn is a subsidiary company ofApollo Hospital Enterprise Limited (AHEL) a company registered under 

the Companies Act and having its office at 19 Bishop Gardens, Raja Annamalaipuram, Chennai 600006. 

ASH has all valid and subsisting approvals and licenses and is eligible to execute and enter into this 

MOU. 

Apollo Fertility, is a brand of Apollo Specialty Hospitals Pvt. Ltd. (ASH), is a leading chain in the field 

of ART (Assisted Reproductive Technologies). ASH has started the brand Apollo Fertility in the year 

2016, which has now over a period of 3 years established itself as a thought leader in the ficld of 

infertility medicine, and currently operates 12 centers across India. Apollo Fertility offers sevcral 

specialized investigative procedures for infertility in men and women giving couples their very best 

chance of a successful pregnancy. 

Backed by AHEL's 35-year legacy of clinical excellence and unbeatable expertise, ASH through Apollo 
Fertility brings to the table unparalleled commitment towards Assisted Reproductive Technologies and 
successful outcomes. Over the years the ASH team has been adding advanced treatments into its service 
offerings through the Apollo Fertility brand and has been keen in providing best possible treatments to 

the couples. 

With world class cmbryology laboratory and best possible protocols and dedicated Embryologists, ASH 
has been able to achicve far better succcss rates in comparison to the industry benchmarks. ASH team 

includes specialists in Fortility, Reproductive Medicinc, Reproduetive Endocrinology, Andrology. 
Urology, Fertility Enhancing L¡paroscopic Surgcons, Petal Medicinc and a supportivc team<of Clinical 

Br. Rajesh D. Gocl 
Repistrar 

WGM Institute cilicalih Sciences 
Dècmed University u's 3 of UGC Act, 1956) 

Navi diumbai- 410 209 



Counscllors, Care Managcrs and Dicticians, ASII through Apollo Fertility has bccn making significant 

strides in its journey by having single minded focus on servicc to the paticnts. 

The partics hercto acknowlcdge that the Partics have thc requircd infrastructurc and facilitics including 

faculty, librarics, laboratorics which, if associated with cach other will only complement cach other, 

comprchcnsivc and detailed practical 

cnhance and improve the lcarning cxpericncc, provide a more 

Cxpericnce and training. 

NOW THEREFORE THIS MOU WITNESSETH AS FOLLOWS: 

1. Objcctives of the MOU: 

4. 

The MGMIHS and Apollo Fertility agree: 

2. 

To develop managerial and academic skills in graduates to effectively administer IVE, Clinical 

Embryology, Gynecology departments and or units with the application of appropriate 

technologies and instructional strategies 

To offer certificate programns, Masters, fellowships, PG Diploma programs and short term 

courses to improve the employability skills; 

To conduct jointly training programmes, workshops, seminars, and other awareness activities in 

the area of reproductive health and medicine which are mutually agreeable. 

Areas of Collaboration: 

Providing certificate program in ART (Assisted Reproductive Technology). 

To cooperate in the exchange of information through lectures and practicals relating to their 

activities in field of mutual interest. 

To cooperate in exchange of information through lectures and practical's by Apollo's cxperts for 

30 days MSC clinical embryology in Semester II and Semester II at both campuses. 

To provide awareness and interaction through conducting talks and workshops. 

3. The Program 
The Programs under this present MOU covers the following courses: -

() 
(ii) 

M.Sc. Clinical Embryology (Duration 2 Year) 

Certificate Programmes (Duration 6 month or 1 month) 

The courses entail theory and practical training. The parties agree and undertake that the parties will 

jointly conduct the program and the courses thereunder. The courses will be conducted at the premises 

of both the parties as per the required and available expertise, infrastructure and facilities. The Parties 

agree and acknowledge that the facilities and infrastructure of the Party's compliment and support cach 

other and thereby provides and supports a more complete, comprehensive and advanced course/program. 

The courses shall be run at the premises of both the Parties and the students shall be permitted to use the 

facilities under supervision during the term of the course. 

The Parties agree that the Cxperts of ASH shall visit the MGMIHS premises as visiting/ honorary 

faculty, the schedule of which shall be synchronized. 
The studcnts will be permitted to use the laboratories of ASH at Apollo Fortility as per the schedule 
agreed upon. Such visits will be under the supervision of the MGMIHS faculty. Apollo agrees that the 

said faculty visiting the laboratories shall be trained by the experts of Apollo. 

Administration: 
The Authorized Signatories of both MGMIHS and ASH shall jointly administer and supervise 
the program and the courses under this MOU. The parties will be responsible for developing and 
carrying out a joint action plan and making regular reports on the implementation of this MolU 
to the Hcad of Department of Clinical Embryology (MGMSBS, Navi Munmbai), MGEIIS. 

Dajesh B. Goel 
|Registrar 

MGM Irstitute t.£ lealth Scicnces 

(Decmed University u's 3 of UGCAct, 1956) 

Navi Siunbai-419 209 3 



5. OBLIGATIONS OF PARTIES 
MGMIHS and ASH through its Apollo fertility have agrecd that in support of their mutual 
interest in the ficld of cducation & community servicc, both the Partics shall undertake the 

following obligations. 

A. Obligations of MGMIHS: 
MGMIHS shall design and implcmcnt short term courses / certificate courses through 

MGMIHS for PG students and post graduates as approvcd by thc Board of 

Management. 
Enhancing coverage and reach of infertility cases through the outreach program in thc 

villages, among students, staff & faculty. 

Provide technical support and expertise in devcloping courses for fellowship, short term, 

and certificate courses 

Exchange of information through lectures and practical's relating to their activities in 

field of mutual interest; 
Exchange of information through lectures and practical by faculty or subject experts of 
MGMIHS for 30 days each in MSc in Clinical Embryology program for Semester II and 

Semester II at campuses. 
To arrange for and make available the required classroom/s for provision of 
training/lectures to the enrolled students as may be mutually agreed from time to time. 

To conduct assessment / examinations, evaluation and issue certificates to the trainees 

after completion of the training / course. 
To prepare marks memos and dispatch the diploma certificates to the candidates. 

B. Obligations of Apollo Fertility IASH 
Providc technical support and facilities including but not limited to laboratory facility 

for the students under the fellowship program 
Provide technical support and facility for the students for short term courses / certificate 
courses through MGMIHS for ART to UG and PG students. 
Provide technical support and training facility for the faculty visiting the laboratories 
along with the students for the short-term courses / certificate courses througn 
MGMIHS for ART to UG and PG students. 

Provido technical support and expertisc in developing courses for fellowship, short term, 
and certificate courses. 

Provide diagnosis at mutually agreed costs and treatment to the cconomically 
challenged people affected by infortlity which are in congruent to the organizations 
mission. 

Exchange of information through lectures and practical's relating to their activities in 
field of mutual interest; 

Exchange of information through lectures and practicals by experts for 30 days cach in 
MSc in Clinical Embryology program for Semester II and Semester IIl at both 
campuses. 

C. Joint Obligations of Apollo Fertility/ASH and MGMIHS 
To make joint efforts and take care of promotional activities, for wide publicity of the 
courses being conducted under this Understanding 

Both institutions agree to supply work space, library and technical facilities to the 
students as per the nced and requirements. 

The parties agrec that the consultancy and travcl expenses rclated to the visits for 
lectures/sessions, talks and workshops will be reimbursed by the host institute on 
mutually agrccd terms. 

Both the partics agrce and undertake jointly and independently to organize conferences, 
workshops, seminars ctc. The faculty, students and staff shall be encouraged to 
participate in such activitics so as to interact with cach other for their academic and 
professional growth. 
Various programmes, seminars and cvents may be conducted by the pajties vith 
information to cach otlher in advance, as and when requircd 

ARajosh B. Goel 
Registrar 

MCM Irstitute cf Health Scicnccs 
(Decmed University w/s 3 of UGCAct, 1956) 

Navi diumbri-410 209 4 



6. 

7 

8 

9 

10 

The partics agrec to make clforts to cxchange staff studcnts for their projccts and 
provide support, train the laculty and staff of MGMIIIS with laboratory working and 

The partics agrec to help cach other to cstablish and devclop laboratorics, rescarch 
centers, cte. as and when requircd including after the termination or detcrmination of 

this MolU 

The partics agree for cxchange and sharing of tcchnical and scicntific data and rescarch 

material, solely for the purpose of cducation and rescarch. 
l'aculty of MGMIHS and Apollo Fertility depending on their qualifications and 

Cxpericnce can act as co-guides to the students pursuing thc M.Sc.. and Ph.D. 

programmcs at MGMIIIS and Apollo Fertility as the casc may bc. 

For the purpose of facilitating the implementation plan of this MoU, both the parties agrcc to 

havc rcgular communication and corrcspondence, all of which shall be also copicd to the 

Departncnt of Clinical Embryology (MGMSBS, Navi Mumbai), MGMIHS and the Head of 

Apollo Fertility, ASH. Only writing communications shall be considered as valid official 

communications. 

This MoU shall be effective and comes into force upon signature of the authorized signatories of 
both the parties. It shall bc subject to revision only by a written and duly executed 

agrcementaddendum between two parties. 

Committee: 
The MGMIHS and Apollo Fertility shall appoint the Coordinators/Authorized representatives in 
their respective offices who shall be responsible for coordinating all communication. 
supervising and directing the implementation of the MoU. Activities like examination. 
admission, administrative matters will bc monitored througha committec of MGMIHS. 

The authorizcd representatives and or coordinators shall jointly supervisc the program and 
courses, and file reports in respect thereof to the Committee. The committcc shall place the 
reports before the Board of Management or the Board of studies or Academic Council as 

rcquired. 

Duration: 
The MoU shall become effective from February 1, 2024 ('Effcctive Date') and this document is 

CxCcuted by the authorized officials of both the partics and shall remain in force for a period of 
one year (Term'). Upon the completion of this term, the MoU may further be renewed for a 
mutually agrced period upon the assent of both the parties. 

Ilistology 

Financial Provisions: 
Fees and Expenses 
The parties shall in consultation jointly decide upon the fees and other charges for the courscs. 
The parties agree that the programs arc the joint responsibility of the parties and are being 
conducted jointly at the premises of the partics. The parties have agreed and undertaken lo 
comply with their respective duties, obligations listed herein and have agreed to incur the 

Cxpenses for the same. The expenses rcquired to run the programs shall be incurred trom the 
revcnue share or form the parties own resources if the expcnses xcecd the revenue share. The 
respective duties/responsibilities of the partics program wise are listed below: 

LECTURES & PRACTICALS SCHEDULE FOR M.Sc. CLINICAL EMBROL0GY 

MGMIHS 

Lectures Theory / Practical 
Relevant Gross Anatomy 

D tttimet 
Repistrar 

MGHIrstituteTealth Sciences 

(Deemed UniversitY u's Jof lGCAt, 1956) 
Navihiunnbai- 4!0 209 

APOLLO INFERTILITY 

Lectures Theory /Practieal 
Infertility & Ovulation induction methods 

Quality assessment, statisties, handling data, 

ethies, legislation 

functioning. 



Genctics and Reproductive |lormonc 

(Gcneral & Systemic Embryology 

Rescarch Methodology & Biostatistics 

Biochemistry including steroid mctabolism 

Dissertation / Projcct guidance 

Course 

Fce Share: -

M.Sc.Clinical 

11. 

Embryology 

12. 

Certificate Progranmmes 

MGMIHS will collect the fee (as decided as this clause) from students and shall pay the fee 

share to ASH's Apollo Fertility within 30 days after the last date for rcceiving fees from the 

students. Payment shall be subject to TDS as per applicable rate. 

The parties agree to share the fees as under: 

Tuition Fee 

INR 3,00, 000/ 

Mutually agreed Fec 

IVE proccdurc 

Introduction to IVIF lab 

Tcchniqucs uscd in IVF Lab 

ICSI 

Dissertation / Projcct guidance 

the termination date. 

MISCELLANEOUS 

DH Rajosh, B. Goel 

Apollo 
Share 

Cost of GST if any applicable shall be borne by MGMIHS. 

25% 

AMENDMENT, DURATION AND TERMNATION OF MOU 

50% 

Fertility MGMHS 

holow. 

11.1 The tenure of MoU may be extended with mutual agreement of the parties and on terms 
and conditions as are mutually negotiated and agrecd by and between the parties. 

11.2 This MoU may be amended at any time only by a writen documcnt/ amendment in writing 

signed by the parties and with the prior mutual consent of both the parties. The parties 
agree that any amendnent to the MOU shall be in writing and signed by the authorized 
person of the partics. The amendment shall be in the form of n addendum. The parties 
agrec that the other terms and conditions of the MOU shall remain valid, cffective and 
binding on the parties. 

75% 

11.3 This MoU may be terminated by cither party by the provision of prior written notice of 
termination of 30 days to cach other. However, both parties agrce that all continuing 
obligations to stake holders, are met in full subsequent to the noticc of termination 

S0% 

11.4 The termination of this MoU sha!l not affcct the rights or obligations of either party 
regarding any binding offer fim obligalion approved and agrecd to either party prior to 

12.1 If any provision of this Memorandum is held by any court or other competent authority to 
be illegal, void or enforceable in whole or in part, this MoU shall continue to be valid as to 
the other provisions thereforc and the remainder of the effected provision. 

12.2 Nothing in this MoU constitutes or to be construed a party as the partner, agent, employce 
or representativc of the other party. A party must not act indepcndently of the other Party 
and docs not havc the right or power to commit the other Party on any matter or incur any 
obligation on bchalf of or pledge the credit of the other Party without the prior written 
approval of the other Party. 

1ooi The parties agree to comply with all laws applicable within the jursdiction of the 
MGM Irstitute of ilesighatorie 
(Deened Universily ufs 3 0f UGC AcE, 1} 

Navi biumbzi- 413 209 
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13. 

14. 

15 

16. 

17. 

18 

12,4 Partics shall conduct their activitics following all the statutory regulations and law of the 
land in lcttcr and spirit 

Assignment. 

beiow: 

Neither party may assign this Agrcement or the rights there under without the prior written 
consent of the othcr party. 

Order of Prcccdencc. 

In the event of any inconsistency between the terms of this Agrecment and the documents 
rcferenced or incorporalcd hercin or any other document, correspondence or agreemcnt 
concerning this Programme between the Parties and/or their employccs, the terms of this 
Agreement will prevail. 

Entirety. 
This Agreement represents the entire agrcement and understanding between the parties with 
respect to its subject matter and superscdes any prior and/or contemporaneous discussions, 
representations, or agreements, whether written or oral, of the parties regarding this subject 
malter. 

Counterparts. 
This Agreement may be executed in multiple counterparts, each of which will be deemed an 
original, but all of which will constitute one and the same Agreement, and the signature 
pages from any counterpart may be appended to any other counterpart to assemble fully 
exccuted counterparts. 

Dispute Resolution. 
In event of dispute or claim between the parties concerning the interpretation of any 
provision of this agrecment or the performance of any of the terms/obligations offunder this 
Agreement, such mattcr or matters in dispute shall be first settled amicably by setting up a 
mutually agreeable committec of faculty. The parties after due discussion shall try their level 
best to resolve the disputes arising out of this agreement, failing which through the 
Arbitration process. Both the parties after duc discussion shall appoint an Arbitrator for 
resolving the dispute arising out of this Agreement. The venue and placc for arbitration shall 
be IIyderabad. Proceeding of arbitration shall be in Bnglish. Decision of the arbitrator shall 
be final and binding upon both tke Partics. Cost of arbitraion shall be bcar by the Parties 

jointly. 

Jurisdiction: 

If the dispute cannot be scttlcd by the above process, the courts located at Mumbai could be 
approachcd for adjudication. 

IN WITNESs WHEREOF, the undersigned, beiug duly authorized thereto, have signcd this 
Memorendum of Understanding in two original copies in English at the place and on the date indicated 

DRaosh B. Goel 
Registrar 

MGM I:stitute sfHealth Scienccs 

(Deemed University u's 3 of UGCAct, 1956) 
Nasibutioni- 410 209 
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On behalf of: 

Apollo Specialty Hospitals Pvt. Ltd. 

Anubhav Pashaht 

CO0-Apoll Cradle & fertility 

Date: 

WITNESS 

1. 

2. 

PARTIES 

On behalf of 

MGMIHS Dr. Besh B. Goci 
Registrar 

MGM Irstitutc of Health Scicnces 
(Deemed University ufs 3 of UGCAct, 1956) 

Navi Miunbai- 410 209 

WITNESS 

Sanmmehoari 
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Memorandum of Understanding 

Between 

Rs. 100 
ONE 

HUNDRED RUPEES 

O01O010OLOo 
D1OO1 OC1O 

Ooo1 O01OO1OQ1Q 

And 

Registrar 
.Goel 

Mahatma Gandhi Mission Institute of Health Science (MGMIHS). 
Sector 1, Kamothe, Navi Mumbai, Maharashtra 410209 

1001 

Apollo Hospitals Enterprise Limited, Parsik Hill Rd, Sector 23, 
CBD Belapur, Navi Mumbai, Maharashtra 400614. 

98AA 272220 

This Memorandum of Understanding (hereinafter referred to as the "MOU") is 
made and entered into as of the date last signature below by and between: 

MGM Institute of Hcalth Sciences 
Deemed University u/s 3 of UGC Act, 1956) 

Navi Murmoai- 4i0 209 

April 3, 2024 

Mahatma Gandhi Mission Institute of Health Science, Kamothe, 
Navi Mumbai (MGMIHS) Which expression shall include its constituent 

units/Medical Colleges and Hospitals) having its office atSector 1, Kamothe, 
Navi Mumbai, Maharashtra 410209 through its Authorized 
representative/Vice-fhancello, or Registrar of the First Part. 

Unit Head 

Dr. Kiran Shingokont2 

Apollo Hospitals, Navi Mumbai 

34
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Apollo Hospitals Enterprise Limited(AHEL), Plot # 13, Off Uran Road, 
Parsik Hill Rd, Sector 23, CBD Belapur, Navi Mumbai, Maharashtra 400614 
(AHEL) having its registered cum corporate office at 7-1-617/A, 615 & 616, 
Imperial Towers, 7lh Floor, Ameerpet, Hyderabad 50038 through its 
Authorized Signatory, Dr. Kiran Shingote, COO, Apollo Hospitals Enterprise 
Limited hereinafter referred as "ASH", which expression shall include its 

and 

MGMIHS and AHEL are jointly referred as the Parties or Institutions and 
individually referred to by their name. 

Whereas the institution intends to work together to develop a collaborative 
arrangement whereby the institutions may participate in teaching, training, 
research and other agreed activities that further enhance the program as 
more particularly stated here in below and the relationship between 
institutions. 

And Whereas pursuant to various meetings and discussions the parties have 
agreed to conduct certain programs/course jointly. The parties represent and 
warrant that the parties are within their respective rights to enter into and 
execute the present MOU and have been authorized to execute and enter 
into this MOU, which authorizations are hereto as Annexure A collectively. 

The "MGMIHS" and "AHEL" shall be collectively referred to as "Parties" and 
individually as "Party" and shall mean and include their respective 
successors-in-interest and permitted assigns. 

1. WHEREAS: 

MGM Institute of Health Science Trust, Navi Mumbai (MGMIHS) 

The MGMIHS was established on 30t August 2006 with a futuristic vision to 
provide qualitative education by applying innovative and dynamic pedagogical 
techniques. Since its inception, MGMIHS has focused on providing Health 
Care Services, Medical Education with utmost dedication and commitment. 
Service to society at the grassroots level has been the basic vocation of 
MGMIHS along with education. MGMIHS has been instrumental in providing 
prompt and efficient health care service to the economically weaker sections 

of society. The Teaching Hospitals and Medical Colleges underscore its 
commitment to human resource development and social health and welfare. 

Apollo Hospitals Enterprise Limited(AHEL), 
Apollo Hospitals Enterprise Limited, Plot # 13, Off Uran Road, Parsik Hill Rd, 
Sector 23, CBD Belapur, Navi Mumbai, Maharashtra 400614 (AHEL), a 
company registered under the Companies Act and having its registered cum 
corporate office at 7-1-617/A, 615 & 616, Imperial Towers, 7h FIoor. 
Ameerpet, Hyderabad 50038. AHEL is a company registered under 
thecompanies Act anid having its office at 19, Bishop Gardens, Raja 
Annamalipuram, Chennai 600006. ASH has all valid and subsisting approvals 
and licenses and is eligible to execute and enter into this MOU. 

Apollo Hospitals Enterprise Limited, is located and has its operational health 
care facilities for needy patients at Belapur, Navi Mumbai. It has high 
precision and advanced facilities for Cancer Management like Oncology 
surgery, Oncology Chemotherapy and Oncology Radiotherapy. Hereinafter, 
Radiotherapy will be referred to as "RT", Diagnostic Radiology as "RD" and 
Nuclear Medicine as "NM". This institution provides state-of-the-art facilities 
for cancer patients. It alsBrasB.GocT Braçhytherapy treatment facilities forÆancer) 
patients. Dr. Kiran $hingbte Registrar 

MGMinstitutc of Health Sciences 
T (Deened University u/s 3 of 2GC Act, 1955) Navi Muuai- 4i0 209 

Unit Head 
Apollo Hospitals, Navi Mumbai 

subsidiary, successors and assigns) of the Second Part. 



With best possible clinical protocols, laboratory and advanced equipment for 
cancer management, this institution is making significant strides in its journey 
by having single-minded focus on service to the patients. 

The parties hereto acknowledge that the Parties have the required 
infrastructure and facilities including faculty, all essential equipment as per 
Atomic Energy Regulatory Board, herein referred to as "AERB" and Bhabha 
Atomic Research Centre "herein referred to as "BARC", libraries, laboratories 

which, if associated with each other will only help each other, enhance and 
improve the learning experience and in-depth and comprehensive practical 
knowledge, experience and training of the students whenever it is required. 

NOW THEREFORE THIS MOU WITNESSETH AS FOLLOWS: 

1. Objectives of the MOU: 

Both the Parties agree: 

To develop the overall academic and managerial skill in graduate 
studentsto effectively with the application of appropriate technologies 
and its strategies. 

To offer Masters to improve the employability skills 

To conduct training programs, workshops, seminars, continued 
medical education, and other awareness activities in the area of 

Oncology Healthcare Management and medicine and therein the 
Radiotherapy and its inter-linked departments which are mutually 
aggregable. 

2.Areas of Collaboration 

To cooperate in the exchange of information and knowledge through 
lectures related to their activities in the field of mutual interest at Apollo 
Hospitals Enterprise Limited, Plot # 13, Off Uran Road, Parsik Hill Rd, 
Sector 23, CBD Belapur, Navi Mumbai, Maharashtra 400614 (AHEL) 
as required in the program M Sc (Medical Physics). 

To cooperate in the exchange of information through practicals and 
hands-on on at Apollo Hospitals Enterprise Limited, Plot # 13, Off Uran 
Road. Parsik Hill Rd, Sector 23, CBD Belapur, Navi Mumbai, 
Maharashtra 400614 as required in the program M Sc (Medical 
Physics) for Semester I, Semester ll, Semester Ill and Semester IV. 

To cooperate in exchange of information through one-year full time 
internship and hand's on at Apollo Hospitals Enterprise Limited, Plot # 
13. Off Uran Road, Parsik Hill Rd, Sector 23, CBD Belapur, Navi 
Mumbai, Maharashtra 400614as required in the program M Sc 

(Medical Physics) for semester V and Semester V. 

3. The Program 

The program under this present MOU covers the course asMasters of 
Science in Medical Physics herein also referred to as M. Sc. (Medical 
Physics). 

Dr. si D. Goet 
gistrar MGM IYsTtute fleatth Sciences (Deeomed University us 3 of GCAct, 1956) Navi Iumia! ) 209 
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Unit Head 
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Duration of the course: The total duration of the course is three years 
wherein the two years will be a full-time course and one year will be 
the internship in the hospital. 

The course entails theory and practical training. The parties agree and 
undertake that the parties will jointly conduct the program and the 
Courses thereunder. The course will be conducted at the premises of 
both parties as per the required and available infrastructure and 
faculties. The Parties agree and acknowledge that the facilities and the 
infrastructure are adequate to run the program as per AERB and 
BARC. Both parties agree that the students shall be permitted to use 
the facilities under supervision during the term of the course. 

The parties agree that the experts shall visit the MGMIHS premises as 
Visiting/honorary faculty, the schedule of which shall be synchronized. 
The students will be permitted to use the infrastructure and equipment 
at Apollo Hospital Enterprises, Belapur as per the schedule agreed 
upon. Such activities will be under the supervision of Apollo Hospital, 
Belapur. 

The parties agree to exchange and sharing of technical and scientific 
data and research material, solely for education and research. 

Faculty of MGMIHS and Apollo Hospital depending on their 
qualifications and experience can act as mentors/co 

guides/supervisors to the students pursuing this course as the case 
may be. 

To facilitate the implementation plan of this MOU, both parties agree to 
have regular communication and correspondence, all of which shall be 
also copied to the Head of the Department of Medical Physics 
(MGMIHS, Kamothe) and Chief Medical Physicist (Apollo Hospital, 
Belapur) keeping copies to the Competent Authorities of both parties. 
Only written communications shall be considered as valid official 
communications. 

This MOU shall be effective and comes into force upon the signatures 
of the authorized signatories of both parties. shall be subject to 
revision only by a written and duly executed agreementaddendum 

The parties agree to make efforts to staff/students with their 
projects/dissertations and any other scientific assignments provide 
support, and train them adequately with the required infrastructure. 

4. Administration 

The Authorized Signatories of both MGMIHS and AHEL shall jointly 
administer and supervise the program and the course under this MOU. 

The parties will be responsible ftor developing and carrying out a joint 
action plan and making regular reports on the implementation of this 
MOU to the Head of the Department of Medical Physics (MGMIHS, 
Kamothe) and Chief Medical Physicist (Apollo Hospital, Belapur). 

This report then shall be forwarded to the Competent Authorities of 
both parties for further review and suggestions. 

Dr. Rajps B. Goel 
Rekstrar 

MGM Inshtute nf Health Sciences 
(Deermed University ufs 3 of UGC Act, 1956) 
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Dr.K Kiran Singote 
Unit Head 
Apollo Hospitals, Navi Mumbai 
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5. OBLIGATION OF PARTIES 

MGMIHS and AHEL through its Apollo Hospital have agreed that in 
support of their mutual interest in the field of education and community 
service, both the parties shall undertake the following obligations. 

A. Obligations of MGMIHS: 

To provide a Masters full-time program in Medical Physics to the B. Sc. 
Graduates with Physics as a main subject. 

To provide techhical support and expertise in developing professional 
courses related to this field. 
To provide an exchange of information through lectures by faculty or 
subject experts of MGMIHS during the course relating to their activities 
in fields of mutual interest. 

To arrange for and make available the required classroom/s, library, 
workspace for the provision of training/lectures to the enrolled students 
as may be mutually agreed from time to time. 

To conduct assessments/examinations, and evaluations and issue 
necessary educational documents and certificates to the students after 
Completion of the program/course. 

To prepare the marks memos and dispatch the post-graduate degree 
certificates to the eligible candidates. 

To provide travel expenses to the faculty at both the places related to 
the visits for lectures/sessions, talks and workshops will be reimbursed 
by the MGMIHS as per rules. 

To encourage and provide all support to the faculty and students to 
organize conferences, workshops, seminars etc. The faculty, students, 
and staff shall be encouraged to participate in such activities to interact 

with each, other for their academic and professional growth. These 
programs may be informed well advance as and when required with 
due permission from the competent authorities. 

B. Obligations of Apollo Hospital/ASH 

There will be "No Financial Obligation" to Apollo in any mater during 
their program. 
To provide technical support, training and facilities including but not 
limited to thelaboratory facility for the students, and faculties from 
MGMIHS under this program. 

To provide access to the students in the OPDs of the respective 
departments related to this course. 
To provide permission to interact with the patients for any assistance if 
required by the patient. 
To provide all support to the students under supervision for access to 
the area related to this program. 
To arrange for and make available the required workstations, 
classroom/s, library, and workspace for the provision of 

training/lectures to the enrolled students as may be mutually agreed 
from time to time. 

To encourage and provide all support to the faculty and students to 
organize conferences, workshops, seminars etc. 

Di. iei B. Goel 
strar 

MGM Insiute of Health Scicnces 
(Deermed University u/s 3 of VGCAct, 1956) 

Navi Nlumbai- 410 209 
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Unit Head 
Apollo Hospitals, Navi Mumbai 



The faculty, students, and staff shall be encouraged to participate in 
such activities to interact with each other for their academic and 
professional growth. 
These program_ may be informed well in advance as and when 
required with due permission from the competent authorities. 
The practicals and internship is during 2024-2026 and 2026-2027 
respectively. Apollo Hospital may assign a project to them. All the 
clinical data etc will be the property of Apollo Hospital and will not 
presented or published anywhere without the consent and approval 
from Apollo Hospital. 
Students will follow all the rules, regulations, and disciplines of Apollo 
Hospital. 

Apollo Hospital may keep their attendance and share with us for review 
if you feel appropriate. 
Apollo Hospital may ask students to present their work in a short 

meeting for any suggestions and feedback from Apollo Hospital. 
The students will be involved in all the tasks assigned to them during 
the internship period. 
Their internship may cover their involvement broadly in the 
Radiotherapy, Radiology and Nuclear Medicine Departments as 

governed by Apollo Hospital. 
Upon completion of a one-year internship at Apollo Hospital, students 

will report to the University and will undergo the Semester End 
Examinations. 

The Degree will be offered to them once they successfully qualify all 
the assessments during this course. 
Apollo Hospital may give awareness to these students in other 
applicable departments where radiation facilities are utilized. 

Committee: 

The MGMIHS and Apollo Hospital shall appoint the 

Coordinator/Authorized representative at their respective offices who 
shall be responsible for coordinating all communications, supervising, 
and directing the implementation of the MOU. Activities like 
examinations, admission, and administrative matters will be monitored 
through a committee of MGMIHS. 

The authorized representatives and or coordinators shall jointly 
supervise the program and file reports in respect thereof to the 
Committee. The committee shall place the repots before the Board of 
Management of the Board of Studies or Academic Council as required. 

Duration: 

The MOU shall become effective (3° April 2024) as and when this 
document is executed by the authorized officials of both parties and 
shall remain in force for a period of "Five years ("Term"). 

Upon the completion of this term, the MOU may further be renewed for 
a period of another five years or a mutually agreed peiod upon the 
consent of both parties. 

The course would be recognized as Master of Science in Medical 
Physics [M. Sc. (Medical Physics)l. 

The program will be tentatively started from the Academic year 2024 
2025 at the MGM University, Kamothe, Navi Mumbai. 

D:Rajh B. Goet 
Bistrar MGM Irettlnte ofHealth Scicnces (Deemed University u/s 3 of UGCAct, 1956) Navi Riumbai- 410 209 
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studenta ntaho: 

tee he docalon of 0ho compolonl uthorttios nt he 

lhe stuBents enolled in the couso )ay bo al Apollo lospital for the 
Se Patal trom2024 2026 

" tntenshp, a minimunn two studonts may bo at Apollo Hospital for a 
\ialable peod (minimum of threo months and maximum for twelve 

months) starting trom July-August 2026. 

Ater a ninimum period of three months, if required, the University may 
Ntate the student to any other AERB-approved Cancer Facility under 
MGMIHS as per the decision by the competent authorities at the 

University. 
The faculty at the University will be the mentor of the student during 
the internship period. The students will be under the supervision of the 

staff at Apollo Hospital. 

The student to submit the internal report duly signed and approved by 
Apollo Hospital's respective authorities to the University for the 
duration of the internship period. 

The University will provide a final internship certificate to the student as 
par the regulatory requirement. 

Financial Provisions: 

Fees and Expenses 

" The parties in consultation jointly decide upon the fees and other 
charges for the course. 

Scope of practical support and internship 

The students vill be trained thoroughly in practical aspects of the 
program at the áppropriate places/labs when required or the schedule 
derided by the Apollo Hospital during practicals and internships etc. 

The detailed sope of support where the students shall be trained is 

Pegintrar 
Dr. Kiran hingote 

Unit Head 

Apollo Hospltals, Navi Mumbal 



Broad Scope of Practicals and Internship 

Sr. 
No. 
1. 

2. 

3 

9. 

6. 

8 

4. 

Request of Support 

10. 

Teletherapy 

Brachytherapy 

All taskS related to all available| Beam data acquisition, Beam 

high energy x-ray beams and modeling, Validation, Relative and 
all available electron beams Absolute Dosimetry and Periodic 
available with the Linear QAQC, Audits, Treatment Planning 
Accelerator 

All taskS related to HDR 
Remote Afterloader 

Brachytherapy 

QA of all RT /RDINM 
equipment 
4DCT Simulator 

7 Radiology Department 

Mould room 

Nuclear Medicine & High 
Dose Therapy 

Other departments where 
Radiation is utilized 

Any other relevant practical 
aspects 

Dr. RajgA B. Goel 
RCgistrar 

MGM Institete »fHealth Sciences 
(Decmed University /s3 of iGCAct, 1956) 

Navi Niunbdi- 410 209 

Support details 

8 

Equipment Specifications 

and Plan Evaluation, CBCT, 
analysis Networking, Record, and 
verification, Machine and Patient 
specific QA, In vivo dosimetry, 
Film/TLD Dosimetry, 

minor Troubleshooting and 
maintenance, Log files and record 
keeping, Special procedures 

(TBI/TMLI/TSET....), Radiation 
survey for X-Rays, Electrons and 
Neutrons, AERB related 

Specifications, Layout, Techniques, 
brachytherapy sources, dosimetry 
protocols. Calibration, Acceptance, 
commissioning, and quality 
assurance, Imaging treatment 
planning, plan evaluation Record & 
Verification, Radiation Survey 
Disposal, AERB related 

Layout, Acquisition (3D/4D), Site 
specific simulations, Use. of CT 
Simulator for Teletherapy and 
Brachytherapy, QA, Safety 

Immobilization, patient positioning 
and alignment, setup errors etc 

Multimodality imaging (CTIMR), 
networking, PACS etc, QA 
PET-CT, Gamma Camera, 
Cyclotron, High Dose therapy, QA, 
Application in RT Layout, 
Department activities, Radiation 
protection, Log files and records 

Documentation 
compliances 

AERB 

D Kiran &ingote 
Unit Head 

Safety, 
related 

Apollo Hospitals, Navi Mumbai 

compliances 

compliances, QA 

Dosimetry, QA/QC, 



Fee Share: 

MGMIHS will collect fees from the students and shall pay the fees to 
AHEL Within 30 days after the last date for receiving fees from the 
students. 

M. Sc. 

The basis of the fee share will be the ratio of credits assigned for 
theory and practicals. 

Payment shall be subject to TDS as per the applicable rate. 

The parties agree to share the fees as under: 

Course 

(Medical Physics) 
M. Sc. 
(Medical Physics) 
Internship 

Year 

First 

Second 

Third 

Semester 

|& I| 

MISCELLANEOUS: 

Rajssh B. Goel 

|I & IV 

Registrar 

V& VI 

MGM instttute .Health Scierces 

(full time one year) 
Cost of GST if any applicable shall be borne by MGMIHS. 

(Deered Jniversity u's 3 of UGCAtt, 1956) Navi iucnbai- 410 209 

Tuition Fee Share (%) 

Apollo 

AMENDMENT, DURATION AND TERMINATION OF MOU 

Share (%) 
33 

33 

NA 

" The tenure of MOU may be extended with mutual agreement of the 

parties and on terms and conditions as are mutually negotiated and 
agreed by and between the parties. 

MGMIHS 

. This MOU may be amended at any time only by a written document 
lamendment in writing signed by the parties and with the prior mutual 
consent of both parties. The parties agree that any amendment to the 
MOU shall be in writing and signed by the authorized person of the 
parties. The amendment shall be in the form of an addendum. The 
parties agree that the other terms and conditions of the MOU shall 
remain valid, effective and binding on the parties. 

Share (%) 

This MOU may be terminated by either party by the provision of prior 
written notice of termination of 30 days to each other. However, both 
parties agree that all continuing obligations to stakeholders are met in 
full after the notice of termination. 

9 

" The termination shall not affect the rights or obligations of either party 
regarding any binding offer or firm obligation approved and agreed to 
either party prior to the termination date. 

67 

67 

If any provision of this MOU is held by any court or other competent 
authority to be illegal, void, or enforceable in whole or in part, this MOU 
shall continue to be valid as the other provisions therefore and the 
remainder of the affected provision. 

NA 

" Nothing in this MOU constitutes or to be construed a party as the 
partner, agent, employee or representative of the other party. 

A party must not act independently of the other party and does not 
have the right or power to commit the other party on any matter or 
incur any obligation on behalf of or pledge the credit of the othe party 
without the prior approval of the other party. 

Unit Head 
Dr. Kira Ahihgote 

Apollo Hospitals, Navi Mumbai 



" The parties agree to comply with all laws applicable within the 
jurisdiction of the signatories below. 
Parties shall conduct their activities following alI the statutory 
regulations and law of the land in letter and spirit. 

ASSIGNMENT 

Neither party may assign this Agreement or the rights there under 

without the prior written consent of the other party. 

Order of Precedence 

In the event of any inconsistency between the terms of this agreement 

and the documents referenced or incorporated herein or any other 

document, correspondence or agreement concerning this program 

between the parties and/or their employees, the terms of this 

agreement will prevail. 

Entirety 

This agreement represents the entire agreement and understanding 
between the parties concerning its subject matter and supersedes any 

prior and/or contemporaneous discussions, representations, or 
agreements, whether written or oral, of the parties regarding this 
subject matter. 

Counterparts 

This agreement may be executed in multiple counterparts, each of 
which will be deemed an original, but all of which will constitute the 
same agreement, and the signature pages from any counterpart may 
be appended to any other counterpart to assemble fully executed 

counterparts. 

Dispute Resolution 

In event of dispute or claim between the parties concerning the 
interpretation of any provision of this agreement or the performance of 
any of the terms/obligations of/under this agreement, such matter or 

matters in dispute shall be first settled amicably by setting up a 
mutually agreeable committee of faculty. The parties after discussion 
shall try their level best to resolve the dispute arising out of this 
agreement, failing which through the Arbitration process. Both the 
parties after due discussion shall appoint an Arbitrator for resolving the 
dispute arising out of this agreement. The venue and place for 
Arbitration shall be Hyderabad. Processing of Arbitration shall be in 
English. Cost of Arbitration shall be bear by the Parties jointly. 

DrPaash B. Goel 
Registrar 

MGM Instirte nHlealth Sciences 
(Deeined Utiversi ofGC.Act, 1956) 

Navi liut bai- 410 209 

10 

Dr.Kiran Sngote 
Unit Head 
Apollo Hospitals, Navi Mumbai 



Jurisdiction 

If the dispute cannot be settled by the above procesS, he u located at Mumbai could be approached for adjudication. 
IN WITNESS WHEREOF. the undersioned. being duly authorized, 
have signed this Memorandum of Understanding in two original coples 
in English at the place and on the date indicated below: 

On Behalf of 

Apollgospital Enterpise Limited 

Dr. Kiran Shingote 
Unit Hoad 

Apollo H0sritals, Navi Mumbai 

Date 

WITNESSESS with date 

1 

PARTIES 

2 

11 

On Behalf of Mahatma Gandhi 

Institute of Health Sciences 

MGM Istlnte ol'ilealth Scisnces 
(Decned University s J of UGCA ct, 1955) 

Navi Niumbais 410 289 

Dr. Iuh. Goe! 
Rebistrar 

Date 3474 

1 

2 

br Mauyee Thalr. 

Director 
MGM School of Biomedical Sciences 

MGM Institute of llealth Sciences 
Kamothe. Navi Mumbai- 410 209, India 
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.The MGM Institute of Health Sciences hereby agrees that in addition to the ierms 
of this agreement, it shall be subject to, bound and governed by the terms and conditions of the said Consortium Agreement (Annexure 1). 

2. The MGM Institute of Health Sciences, hereby agrees that, upon executionhereof, it shall be assigned/accorded the status of a Member in the Healthcare Consortium and shall duly discharge or partake in all activities of the said Consortium as per the terms of the said Consortium Agreement and the guidelines issued by the Advisory Committee from time to time. 

3. The said Consortium Agreement (annexed hereto as Annexure 1) and the terms 
thereof are incorporated in its entirety herein by reference and form an integral part of this agreement. 

4. UTB is executing this agreement with the MGM Institute of Health Sciences as a 

confirming party for inclusion of the MGM Institute of Health Sciences as a 
Member of the said consortium, as authorized by the Governing Council.

IN WITNESS WHEROF, the authorized representatives of the parties hereto, have 

executed this New Member Agreement as set forth below; 

MGM Institute of Health Sciences,
Kamothe, Navi Mumbai

INDIAN INSTITUTE OF TECHNOLoGY 
BOMBAY, FOR CONSORTUM 

By: R_L_a By:

Name:rok P Kaliapp n Name:Lt. Gen. Dr. Shibban .K. Kaul

Title:. Title:Pro Vice Chancellor 

Date: Date: 15th October, 2015 
irtii,i

By: KM pa 
Name: Dr. Rajani Mullerpatan 

Title: Prof-Director, Physiotherapy 

Date: 15th October, 2015 
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To,
The Director
IT Bombay 

Letter of lntent 

am writing in connection with the Healthcare Research Consortium at IIT Bombay.
Tms is to confirm our principle interest to participate as a member of the consortium. We understand that this may involve sharing facilities, pooling expertise, participating in joint educatonal and training programmes and research projects for mutual benefit

We nominate the undersigned. 
our organization in the healthcare research consortium. 

from as a nodal point to represent 

As active members of the Consortium, we agree to initiate and/or participate in conducting workshops, seminars, conferences, joint projects or any other research/ educational/ societallevel ventures that will promote the Consortium as a multi-disciplinary platform for healthcare research in India. 

We look forward for working together along with other consortium members to make a greater impact to healthcare in time. 

Organization Representative 
2th M 
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MGM INSTITUTE OF HEALTH SCIENCES 
(Deemed University u's 3 of UGC Act 1956) 

Grade 'A' Accredited by NAAC 

To. 

The Director 
IT Bombay 

Letter of lntent 

am writing in connection with the Healthcare Research Consortium at IIT Bombay. 

This is to confirm our principle interest to participate as a member of the consortium. We 
understand that this may involve sharing facilities, pooling expertise, participating in joint 

educational and training programmes and research projects for mutual benefit.

the undersigned Lt.Gen. Dr.S. K. Kaul
Mullerpatan, from MGMIHS, as nodal points to represent our organization in the
We nominate & Prof.Rajani.P. 

healthcare research consortium. 

As active members of the Consortium, we agree to initiate and/or participate in conducting 
workshops, seminars, conferences, joint projects or any other research/ educational/ societal
level ventures that will promote the Consortium as a multi-disciplinary platform for

healthcare research in India. 

We look forward for working together along with other consortium members to make a 

greater impact to healthcare in time. 

Organization Representatives 

Luuau KMl 
Lt.Gen. Dr. S.K.Kaul, 

Pro Vice Chancellor 

Prof.Rajani P Mullerpatan 
Prof-Director, Physiotherapy& 
MGM Centre for Human Movement ScienceMGMIHS 

Email: pvc@mgniuhs.com 
Tel.: 022-27437602 

MGMIHS, Navi Mumbai 
Email: rajani.kanade@gmail.com 
Mobile: 9920048476 

Date: 18.05.2015 

Sector-1, Kamothe, Navi Mumbar 410 209, Tel 022 2?432471 274 32994. Fax 022-27431034 
www.no/nuns cori 



NEWMEMBER AGREEMENTI 

his agreement is made and entered into on this 15th day of October, 2015 

between

Indian Institute of Technology, Bombay, a research and educational institution in 
technolo8y and engineering disciplines established by a special act of Parliament of 

Republic of India having its office at Powai, Mumbai-400 076, India, hereinafter referred
to as lTB and MGM Institute of Health Sciences, Kamothe Navi Mumbai, 410209 

MGM Institute of Health Sciences, Kamothe Navi Mumbai registered under societies 

Act, 1860 and having its registered office address at MGM campus, sector 1, Kamothe

Navi Mumbai 410209 hereinafter referred as "MGM Institute of Health Sciences. 

WHEREAS A Healthcare Consortium was formed vide a Consortium Agreement dated 

7th September, 2011 between Indian Institute of Technology, Tata Memorial Centre,
National Institute of Research in Reproductive Health, King Edward Memorial Hospital
and Span Diagnostics Ltd (the 'Consortium Agrecment' -Annexure -A) for the objectives 

and modes of collaboration as contained therein.

WHEREAS in pursuance thereof a Healthcare Consortium was formed to carry out and

effectuate the purposes under the said Consortium Agreement with the aforestated 

founding partner organizations as Members thereof. The Healthcare Consortium has 

undertaken and started many health care activities/projects and initiatives as envisaged 

under the said agreeement. 

WHEREAS the MGM Institute of Health Sciences has shown its interest, intends to and 

is keen to join and partake in the activities of the said Healthcare Consortium vide its 

letter/proposal dated 10" April 2015 to the Consortium. 

WHEREAS In view of the aforesaid letter/proposal reflecting the desire of MGM
Institute of Health Seiences intending to become a Member of the Healthcare 

Consortium, the Advisory Committee has accepted/approved such a proposai of the
MGM Institute of Health Sciences, to become a new Member of the Healthcare 

Consortium, in its Board meeting dated 10 April 2015. Further, the Advisory Committee 
has approved and authorized IITB to enter into an agreement with MGM Institute of 
Health Sciences for inducting in the Healthcare Consortium as a New Member based on 
the condition that such intending New Member agrees to the terms of the Consortium 

Agreement. 

Now, therefore, the Parties hereto, agreé to the following: 

e 



. The MGM Institute of Health Sciences hereby agrees that in addition to the terms 
of this agreement, it shall be subject to, bound and governed by the terms and 
conditions of the said Consortium Agreement (Annexure 1). 

2. The MGM Institute of Health Sciences, hereby agrees that, upon execution 
hereof, it shall be assigned/accorded the status of a Member in the Healthcare 
Consortium and shall duly discharge or partake in all activities of the said 
consortium as per the terms of the said Consortium Agreement and the guidelines issued by the Advisory Committee from time to time. 

3 The said Consortium Agreement (annexed hereto as Annexure 1) and the terms 
thereof are incorporated in its entirety herein by reference and form an integral part of this agreement. 

4. UTB is executing this agreement with the MGM Institute of Health Sciences as a 
confirming party for inclusion of the MGM Institute of Health Sciences as a 
Member of the said consortium, as authorized by the Governing Council.

IN WITNESS WHEROF, the authorized representatives of the parties hereto, have 
executed this New Member Agreement as set forth below; 

MGM Institute of Health Sciences, INDIAN INSTITUTE OF ECHNOLOGY 
BOMBAY, FOR CONSOXTIUM Kamothe, Navi Mumbai

By: Cea By: 

Name:Lt. Gen. Dr. Shibban .K. Kaul Name:r k P Kaliappor 
Title:Pro Vice Chancellor Title:

Date: 15th October, 2015 Date: 

By:Kv da 
) 

Name: Dr. Rajani Mullerpatan 

Title: Prof- Director, Physiotherapy 

Date: 15h October, 2015 



MEMORANDUM OF UNDERSTANDING (MOU) 

BETWEEN 

MGM INSTITUTE'S UNIVERSITY DEPARTMENT OF PHYSIOTHERAPY 

(MGMIUDOP) 
AND 

WORLD SPINE CARE (WSC) 

For rendering assistance, guidance and expertise for 

establishment of World Spine Care programme of MGM IUOOP at 

MGM Hospital, Kamothe, Navi Mumbai 

This Memorandum of Understanding is entered into on November I 0, 2016 between 

MGM lnstitute's University Department of Physiotherapy, Navi Mumbai, represented by 

its Director (hereinafter referred to as MGMIUDOP) and World Spine Care, a not for 

profit corporation created pursuant to the laws of the State of California (hereinafter 

referred to as WSC), and herein after jointly referred to as Participants and in the 

singular as Participant": 

(A) · And whereas the Participants acknowledge that spinal injuries and disorders are 

amongst the most serious and debilitating health problems with the general 

population and more particularly in the working class, the labour class and the 

underserved/economically challenged communities in and around Navi Mumbai 

area; 

(B) And · whereas the Participants acknowledge and recognize the need for general 

population and more particularly in the working class, the labour class and the 

underserved/economically challenged communities to have access to local 

specialist spinal healthcare resources; 

(C) And whereas the Participants acknowledge and recognize the lack of access to 

health care on spinal disorders could lead to physical and mental distress resulting 

in adverse economic implications to those who depend on manual labour and 

manual exertion for survival; 

(D) And whereas MGMIUOOP acknowledge and recognize that WSC is supported 

by the Decade of the Bone and Joint. currently the Global Alliance for 

l 

' 
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MusculoskeletaJ H I h .. 
ea t , an ln111ative of the World Health Organization and 

numerous othe fc • . 
r pro ss1onal spine societies; 

(E) 
A

nd 
whereas the WSC has noted and appreciated that MOMIUOOP is committed 

to providing quality health services in the area of spinal injuries and disorders at 

the Kamothe hospital to the general public and specially to the working class, the 

labour class and the underserved communities in Navi Mumbai 

(F) 

' 

And whereas the WSC has agreed to assist MGMIUDOP for treating spinal 

injuries and disorders by providing its guidance, supervision, assistance and 

medical expertise's to MGMIUDOP. The Participants have decided to reduce the 

said understanding by way of the present Memorandum of Understanding. 

PARAGRAPH l 

PURPOSE 

1.1. The purpose of this Memorandum of Understanding (MOU) is to facilitate the 

setting up ofMGMlUDOP- World Spine Care programme (MGM-WSC) and 

to record the tenns and conditions under which WSC will provide its expertise's 

assistance and cooperation for the establishment of the MGM's-WSC clinic in the 

MGM Hospital , Kamothe, Navi Mumbai Department of Physiotherapy 

(hereinafter referred to as "MGM's WSC"). 

1.2 The MGM-WSC is a programme under which WSC will provide its medical 

expertise's and guidance in the field of spinal injuries. disorders and spine care. 

This agreement or programme does not amount to a transfer of rights or interest in 

the premises or land of whatsoever nature by MGM nor does it amount to parting 

with possession of the premises or land in any event whatsoever by MGM. This is 

a programme and not a partnership and neither party holds the right to obligate the 

other party without its express written permission other than as set out specifically 

in this agreement 

2 
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PARAGRAPlll 

DEFINITIONS 

11 Spint: means the neuro-musculoskeletal structures that make up the vertebral 

column from the base of the skull to the coccyx; 

U Spinal Disorden: means disorders of the Spine that can result in pain, 

neurological deficits, disability and/ or deformity; and 

U Spinal Injuries: means injuries to the Spine that result in pain, neurological 

deficits, disability or deformity. 

PARAGRAPH3 

DESCRIPTION OF THE PROJECT 

The Participants have identified the following as goals/objectives of the programme 

which are as follows to: 

3.1 Identify health care resources at MGMIUDOP, which could be considered in 

the establishment of an evidence-based Spine care program; 

3.2 Establish MGM's WSC clinic in MGMIUDOP at Kamothe Hospital, Navi 

Mumbai. 

3.3 Train MGMIUDOP spine care specialists in the use of the WSC spine care toolkit 

· 3.4 Ensure worldwide interaction of health professionals to share knowledge on the 

assessment and management of spinal problems and harmonize treatment efforts; 

and 

3.5 Eventually expand the spine care program to other communities where there is 

currently no access to spine care 

The Participants have identified the following as the expected outcomes of the 

programme: 

3.6 Improved health and healthcare of people with Spinal Disorders and iajuries in 

Kamothe and Navi Mumbai area and eventually rural oc,mmunities at reasonable 

and economical costs 

/41 
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3.7 
Having trained and skilled . d' . . . 

m 1v1duals m Spme care from the communities where 

WSC programs exist; and 

3.1 Ongoing and su t . bl S . 
s ama e pme care at the Department of Physiotherapy and the 

establishment of · ·1 • . . 
s1m1 ar programs m other commumt,es. 

PARAGRAPH4 

FUNDING OF THE PROJECT 

4. MGM University will provide the funding to establish and maintain the 

MGM-WSC project within the domains of the hospital. WSC will provide 

medical expertise, assistance and cooperation. 

WSC undertakes to: 

PARAGRAPHS 

COMMITMENTS OF WSC 

S.1 Train the MGMIUDOP's Clinic Supervisors in the World Spine Care evidence

based protocols, documentation, database management, and education and 

prevention programs (the WSC ''Toolkit"). The Clinic Supervisor will have 

access to all current and future WSC evidence-based education and exercise 

programs developed by the WSC research and clinical teams; 

S .2 Provide ongoing updates of the model of care, documentation and data collection 

according to current evidence; 

5.3 Assist in the implementation of the WSC program in MGM's WSC clinic. The 

Clinical Director of WSC will spend two weeks in Kamothe with the 

MGMIUDOP's Clinic Supervisors to ensure effective implementation of the 

program; 

5.4 Provide specialist supervision and training on an as needed basis. MGMIUOOP' 

Clinic Suptrvisor will participate in monthly meetings with other WSC Clinic 

Supervisors, the Clinical Director and other clinical team members; 

4 



s.s 

.5.6 

Provide the Clinic Su rv· 
. pc isor access to the WSC clinical and research committees. 

The hst of these experts . I . . 
, me udmg biographies and photos can be found on the 

w~ . , 
website. (www.worldspinecare.org) 

Help MGM-WSC and support research initiatives depending on need and 

interest. This support will be in the way of expertise and supervision of 

researchers, and seeking grants to conduct research on the burden of spinal 

disorders and spinal health care needs in rural and underserved communities in · 

Navi Mumbai; 

S.7 Monitor the efficacy of the MGM's WSC clinic through on-going clinical research; 

5.8 Advance the level of spine care in undeiserved communities by assisting and 

collaborating in organizing advanced education programs in conjunction with the 

major international spine societies on the management of spinal disorders. These 

educational programs will include presentations by specialists and researchers who 

have international reputation in the field; 

S.9 Assist in establishing local public health programs such as a scoliosis and spine 

deformity screening program and public education. 

PARAGRAPH6 

COMMITMENTS OF MGMIUDOP 

MGMIUDOP undertakes to:-

6.1 Use its own space and basic furniture, such as chairs and desks, basic diagnostic 

equipment and monthly medical supplies, such as, gloves, gowns etc. for the project 

6.2 Provide support staff for the MGM-WSC to establish and operate the Project; 

6.3 Provide translators to assist volunteer clinicians working at the MGM's WSC Clinic 

when required 

5 
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6.4 Allow for direct refl I b . 
. . . crra y the clinicians of the MGM's WSC Clinic of 

their patients to medic.al s . I' . . . 

. pecia 1sts, when required, w1thm or outside of the 

hospital; 

6.S Provide laboratory and x-ray reports for patients receiving care at the MGM's WSC 

Clinic whenever deemed necessary by the Clinic Supervisors. 

6.6 Provide accommodation and local travel expenses for the WSC Clinical Director 

during the implementation and yearly visits for the first 3 years of the Project. 

These visits will be approximately two weeks in duration; 

6.7 Facilitate and support the review of WSC research proposals with the goal of 

ensuring permission to conduct research projects on spinal disorders that are 

expected to be carried out through the WSC program 

6.8 Use its best efforts to arrange for registration and insurance for clinical volunteers 

and researchers with MGMIHS as required. 

PARAGRAPH7 

ESTABLISHMENT OF MGM-WSC PROJECT IMPLEMENTATION TEAM 

7 The MGMIUDOP shall establish a Project Implementation Team. The functions of 

the Project implementation team will be to ensure the efficient and effective 

implementation for the Project. This team will be made up of representatives from 

MGMIUDOP and WSC, and will be appointed by each entity of the participants of 

this MOU. 

PARAGRAPHS 

MANDATE OF THE MGM-WSC PROJECT IMPLEMENTATION TEAM 

The function• or the MGM- WSC Project Implementation team will be to: 
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I.I 

1.2 

Oversee the implementation of the whole MGM-WSC Project. Notwithstanding the 

foregoing, the specific functions of the Spine Care Project implementation team 

will be provided for in the Terms of Reference to be developed by the Participants; 

Assign resources needed for MGM-WSC Project These will be developed in 

discussion during November 2016 Visit. 

PARAGRAPH9 

REPORTING AND NOTICES 

· 9.1 WSC will collaborate on the creation of yearly reports to MGMJUDOP on the 

progress of services provided through this MGM-WSC Project through the Clinic 

Supervisor. 

9.2 Submit to the WSC Clinical Director a monthly report, all clinic databases (these 

have no patient names and are stored in a secure location); 

9.3 The Clinical Supervisor must participate in monthly WSC Clinic Supervisor on line 

meeting where issues related to the clinics are discussed. 

9.4 All notices required or permitted under this MOU will be in writing and will be 

deemed duly given when delivered by registered mail or facsimile transmission, to 

each participant at the addresses set forth below or at the addresses the participants 

may designate to each other in writing 

PARAGRAPH 10 

WORLD SPINE CARE DESIGNATION 

10. World Spine Care is an internationally recognized brand with a reputation for the 

highest quality, evidence-based care for spinal disorders. Any site that wishes to 

carry the World Spine Care designation must uphold these standards. To ensure that 

the quality of care and reporting is maintained, WSC requires that any WSC 

location must adhere to the following requirements: 

1 



I 0.1 The Clinical Supervl , , 
sor must use the WSC clinical documentation and databa~s 

and update those when new versions ere released: 

l 0.2 Submit to the WSC Cl' · I o· 
mica 1rector a monthly report, all clinic databases (these 

l0.3 

10.4 

have no patient names and are stored in a secure location); 

The Clinical Supervisor must participate in monthly WSC clinic supervisor on line 

meeting where issues related to the clinics are discussed 

The Clinical Supervisor/s must submit, on yearly basis, a list of continuing 

education credits 

I 0.5 The Clinical Supervisor/s must follow evidence-based protocols in the clinic; 

I 0.6 The WSC Clinical Director or designated representative will visit the MGM's 

WSC Project once a year for at least 3 years and possibly beyond for 

collaboration; 

I 0. 7 The MGMIUDOP must be willing to host WSC clinical volunteer associates on a 

short-term basis (up to maximum of 6 months). These volunteers are responsible 

for all their own expenses. 

10.8 The MGM-WSC will not discriminate on the basis of sex, gender, race, religion, 

income, sexual orientation, or age in the delivery of services. 

10.9 The MGM-WSC will not discriminate in the qualifications of participating 

volunteers. 

IO. IO Volunteer clinicians, researchers and laypersons may practice according to their 

training and expertise but should be licensed to practice their profession in their 

home country. Clinicians, however, must provide evidence based care as 

determined by WSC protocols. WSC programs accept clinicians who are trained 

medical physicians, chiropractors, physical therapists, osteopathic physicians., 

nurses, and acupuncturists as well as other qualified clinicians who offer spine 

care. In addition, yoga or tai chi practitioners and traditional healers are 

encouraged to participate in the WSC integrated teain of clinicians. Clinicians 

must practice within their scope, of practice in their licensing country but 

competence in specific spine interventions and the level of responsibility of a.It 

8 



clinicians may be determine or 1· 
1mited by the WSC clinical committee in 

collaboration with MGM-WSC. 

PARA GRAPH 11 

COMMENCEMENT. DURATION AND TERMINATION 

11.1 This MOU will come into effect upon the signature of the Participants hereto and 

will remain in force for a period of five years. 

11 .2 Any Participant may tenninate this MOU by giving ninety days written notice to 

the other Party. 

11.3 The Participants will consult prior to tennination, to determine how any 

outstanding matters arising out of this MOU will be dealt with. 

12. 

PARAGRAPH 12 

AMENDMENTS AND REVISION 

This MOU may be amended or revised at any time by the mutual written consent 

of the Participants. No amendments or revisions will have any effect unless 

written and signed for by the Participants. 

PARAGRAPH 13 

DISPUTE RESOLUTION 

13. Any dispute between the Participants arising out of the interpretation application 

or implementation of the MOU will be resolved by amicable consultation among 

the Participants, and will not be referred to any national or international tribunaJ. 

arbitrator or any third party for settlement. 

13. l Both parties will advise the other in the event of any matter arising which could 

affect the relationship of the parties or the goodwill of either party. 
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PARAGRAPHl4 

ATTACHMENTS TO THE MOU 

14. Attached is the detailed overview of the MGM-WSC Project (Anncxure-A) with 

the background and status of WSC and the justification and budget for the Spine 

Care Project that wm be presented to organizations that support WSC and private 

foundations for funding. 

P AR.\GRAPH 15 

FINAL PROVISIONS 

15. The foregoing represents the understanding reached between the participants on 

matters referred to in this MOU and supersedes all prior written or oral 

negotiations, commitments or memoranda between participants. 

IN WITNESS WHEREOF, the undersigned, duly authorized have signed this MOU in 

duplicate in English, each Participant hereto retaining such original, both texts being 

equally authentic. 

SIGNED AT MGM INSTITUTE OF HEALm SCIENCES, Kamothe, Navl 

Mumbai this todl DAY OF NOVEMBER 2016. 

~,c_,t,L--<lii"-----::::::---

D r. (Lt. Gen.) S.K. Kaul 
Vice Chancellor 
MGM Institute of Health Sciences 

Kamothe, Navi Mumbai 
India -410 209. 
Tel: 02227432471 

Dr. Rajani Mullerpatan 
Professor-Director 
MGM lnstitute' s 
University Department of Physiotherapy 
Kamothe, Navi Mumbai India -4 l O 209 

/4.f.-L .Ai ,--~....:_ 
Prof. Margareta Nordin 
President 
World Spine Care Europe 
Mira House, I Miry Lane 
Thongsbridge 
Holmfirth, England 
HD9 7SA 
Tel: +44 754 37 

Vice President 
World Spine Care Europe 
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ISB Economically Developing Countries (EDC) Project 

Memorandum of Understanding

Pleose note this document contoins guidelines and examples to assist you when filling in each section. The 

instructions (highlighted in blue Italics) should be deleted when completing this application form. 

Declaration by the International Society of Biomechanics (ISB): 
The ISB is dedicated to supporting international initiatives that wil! promote research, education, and the 
provision of healthcare in the field of biomechanics. The objectives o: she ISB, with regards to the advocacy 
of projects in EDC regions, include the following: 

To make the Society truly international. 

To help develop skills of, and/or opportunities for, clinicians and researchers in EDC who do not have 
the resources available to do so on their own. 

To provide collaborative learning opportunities for students and researchers in developed countries to 
help them understand the challenges faced in the developing world. 

To enable donating organizations to do something beneficial with equipment that is no longer needed by 
them.
To help provide a sustainable initiative that will allow biomechanics skills and knowledge to flourish in 

developing regions.
To enable clinicians and researchers in developing countries to solve biomechanics-related problems 
specific to their own region. 

The ISB would like to ensure the long-term sustainability and overall success of all EDC projects. As such, all
participants must be clear on the objectives of the EDC participating organization(s) and the supporting 
organization(s), in addition to the outcomes each party wishes to achieve. This Memorandum of 
Understanding is intended to help clarify this for all participants. It is also the framework by which the ISB 
will evaluate the success of the project in the short and long-term and to find out whether the expected 
outcomes have been achieved, thereby enabling improvement of this process for future projects. 

Participants: 
Please list all organizations involved in this project (include those that are supporting the EDC participant by 
way of equipment donations, technical or financial support, or other resources) and their primary contacts. 

ISB Member Primary 
Contact(s)

Name of Organization E-mail

Number

MGM School of 

Physiotherapy 
1. Dr. Rajani 5043 rojani.kanade@gmail.com 

Mullerpatan

2. Indlan Institute of 
Technology, Mumbai

X Prof. B. Ravi N/A 
Mr. Rupesh 

Ghyar

b.ravi@iitb.ac.in 

In progress

D Prof.Robert3 Cardiff Unlverslty 1974 vandeursenR@cardiff.ac.uk 
van Deursen 

X John Challis 4. Internatlonal Soclety of 

Blomechanics (SB) 
A minimum of one primary contact from each organization must be a member of the ISB.

1192 jhe10@psu.edu 

ISB-EDCMoU MGMIHS Updated 2013-10-18 Page 1 of7

- 
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Project Proposal: 
To be completed by the EDC participant: 

what is the overall mission of your organization (e.g. to improve the independence and weltbeing of 
physically disabled people...) and how does this project help to support it? 

The overal mission of MGMIHS is to provide healthcare services, research and higher education particularly in 

the area of medicine, nursing, physiotherapy and health management. Within physiotherapy/rehabilitation, 
training and research in the area of Biomechanics is essential to help maximize functional independence of 

people with physical impairments resulting from a wide spectrum of conditions i.e. repetitive stress,

congenital, developmental and degenerative conditions precipitated by traumatic, vascular and 
pathologic origin. Precise and complete kinesiological assessment of such conditions willguide clinical decision 
making for accurate conservative, surgical, prosthetic/orthotic and ergonomic management for maximal 

functional outcome.

2. What is the primary strategic objective(s) of this project? [Pleare specify details about one or more of 
the areas listed below. In formulating your objectives, consider specific results you would like to 

achieve.] 

a. Teaching/educational programs: 

To design and seek approval for a postgraduate degree course in Biomechanics designed at a 
level of global merit (to enable qualified postgraduates to participate in projects conducted 
worldwide) and local value to meet specific functional needs of our population emerging from a 
lifestyle influenced by exclusive Indian culture far different from Western lifestyle.

Establish training for students from various disciplines such as Physiotherapy, Bio-engineering, Mechanical engineering, Prosthetics Orthotics and Orthopedics at graduate, postgraduate and PhD level.

Enhance skills in clinical biomechanics of faculty members of MGMSOP

b. Research programs: 

Produce high end research in the area of human movement science related to clinical questions; to offer health care solutions global in nature and specific to the Indian population. 
c. Clinical assessment - diagnosis and treatment: 

Provide precise and complete kinesiological assessment of congenital, developmental and degenerative conditions precipitated by traumatic, vascular and pathologic origin which will guide clinical decision making for accurate conservative, surgical, prosthetic/orthotic and 
ergonomicmanagement. 

d. Other (please specify): 

(Include additional lines if necessary) 

3. What initiatives/actions (project design and/or manageme. strategies) will be implemented to achieve the results outlined in Question 2? 

a) Teaching/E ducational programs: 

Curriculum for postgraduate course in Biomeche.i.s will be designed and sought approval froin MGMIHS and IIT Mumbai. 
ISB-EDC MoU - MGMIHS Updated 2013-10-18 Page 2 of 7 



A circular will be sent to Bio-engineering, Mechanical Engineering, Prosthetics and 
Orthotics and Orthopedics departments within the above mentioned Institutes to inform
students from respective disciplines training schedule in biomechanics. 

Training will be imparted to faculty members in form of continuing professional development. 
b) Research programs: 

Collaborative research projects between the 3 organizations will be developed to 
produce high end research studies encompassing fundamental and clinical biomechanics. PhD 
students will be appointed on appropriate research projects. Broad areas of research are 

Barefoot walking and the risk of plantar ulceration (in collaboration with IT 

Mumbai, Cardiff University) 

Foot and knee instability and the development of OA (in collaboration with I. 

Cardiff University and the University of Sydney)
. Yoga postures and their effect on the musculoskeletal system (in collaboration 
with IIT Mumbai and Cardiff University) 

c) Clinical assessment 

Diagnosis and treatment Information pertaining to available clinical biomechanical 
evaluation tools will be circulated to various departments within and outside the hospital within 
Mumbai and Navi Mumbai. Referred patients will be assessed using biomechanical tools to arrive 

at precise measurement of impairments. Income generated through such services will be used for

financial viability of the center. Expenses incurred for annual maintenance of laboratory 
equipment will be covered partly from the income generated by the center and partly from the

funding acquired for research projects. 

4. Who will benefit from this project? (eg. Students, patients, etc) 

Undergraduate and postgraduate students from Physiotherapy, Bio- engineering, 
Mechanical Engineering, Prosthetics and Orthotics and Orthopedics department will benefit from 

training. Training will be imparted to students within India and across continents. Every effort will 
be made to enroll students from within India and countries abroad. 

Faculty members from MGMIHS will benefit from skill development in clinical 

biomechanics 

A Biomechanics Center with expert input from biomechanics specialists worldwide 

operated in India will offer global merit training at subsidized cost thereby making it affordable 

for students from several developing countries. 

Patients with congenital, developmental and degenerative conditions of traumatic, 

vascular and pathologic origin will benefit from biomechanical evaluation 
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S. What are the expected benefits for each group listed in Question 47 (eg. Exposure to stote-orue 
methods of.) 

e-ort

Students will be exposed to globally used state-of-the-art valid and reliable methods used 

tor biomechanical studiessuch as quantitative movement analysis and plantar pressure 

measurement. They will receive hands-on training and have opportunities to use various

biomechanical tools to conduct research in biomechanics. Such training of global merit wil 

available at affordable cost to students from developing countries. 

Patients will benefit from precise and complete kinesiological assessment which wil 

guide clinical decision making for accurate conservative, surgical, prosthetic/orthotic and 

ergonomic management. 

Faculty members will benefit from acquiring skills for biomechanical evaluation which will 

be applied in both clinical practice and student training. 

The biomechanics center will benefit from financial viability through the above

mentioned expected benefits. 

6. Please list proposed milestones associated with the actions, individuals, and benefits given in 

Questions 3, 4, and 5, respectively together with a timeline of events. Milestones should include 

specific outcomes that the collaborators wish to achieve.

Key Milestones 
1. Establish Biomechanics Center: installotion of equipment and pilotstart

2. Collaborative research projects 

Time period

December 2013 
Already storted. 

Ongoing 
September 2014

3. Design the curriculum for Mosters degree course in Biomechanics and

seek opproval from the above mentioned contributing organizations 

4. Commence the course in clinical biomechanics

5. Commencement of clinicalserviceto patients 

January 2015 

Morch 2014 onwards 

7. What other authority/administrative body, such as government or college administration officials, 

must approve this initiative to ensure resources are allocated to the intended recipients? Has approval

already been sought (please provide evidence of any approvals)? 

Administrative/competent 
authorities of 3 above mentioned institutes have 

approved development of the research activities proposed at MGM Center for 

Biomechanics. 

Additionally, approval will be sought for curriculum for Masters Course in 

Biomechanics by University Grant Commission, India and Academic Council

of MGMIHS

The opportunity to develop and approve
transnational education in association 

with Cardiff University will be investigated. 

8. What commitments will your organization make to ensure: 

a. Recognition of contributions provided by supporting organizations? (e.g. Website 

acknowledgment, progress reports)

Publications and patents arising out of collaborative projects with Cardiff

University and IIT Bombay will be shared by all 3 above mentioned organizations. 

MGMIHS will acknowledge the support and contribution provided by IT 

ISB-EDC MoU - MGMIHS
Updated 2013-10-18

Page 4 of 7 



Mumbai and Cardiff University on its website.

Technical support provided by IIT Bombay will be acknowledged in 

relevant presentations and publications. 

Secondly, IIT Bombay will have an opportunity to conduct clinical trials at 

MGM Center for Biomechanics in collaboration with host organization which will 

be acknowledged in related reports. 

MGMIHS wll acknowledge the support and contribution provided by IIT 

Mumbai, Cardiff University, IsB and AMTI on its website and in relevant 

publications 
MGMIHS wll provide agreed upon (to be decided) educational materials 

to ISB to further share with ISB members in support to the EDC educational 

program

MGMIHS will provide a brief "Project History" for the ISB website 

b. Long-term sustainability of the project (including personnel required to ensure continuation 

of project into the future)? (e.g. Staff training, technical support, security and maintenance, etc) 

The host organization i.e. MGM Center for Biomechanics will provide 

ongoing security and maintenance of equipment. 

Technical guidance for equipment selection and experimental data 

analysis will be provided by II Bombay. The equipment 
maintenance will be 

sought via annual maintenance contract from the respective vendors. 

Staff training will continue as an ongoing process which will be partially 

supported by MGM Center for Biomechanics. 

Any agreed joint transnational education programs
would facilitate staff

development. 

Income generated through clinical services will aid financial viability of 

MGM Center for Biomechanics. For e.g. annual maintenance of equipment and 

expenses 
incurred towards consumables. 

Income generated through tuition fees for Masters Course in 

Biomechanics and PhD program will partially support salary of some staff 

members.

Income generated through any agreed joint initiatives would be 

negotiated as appropriate. 

PhD students will be recruited as research assistants on certain projects. 

ISB-EDCMoU MGMIHS 
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Supporting Organizations -Commitments and Anticipated Benefits: 
What contributions will be made by the supporting organizations? Please list all support that each 
participant has agreed to provide (eg. financial, in-kind, training, etc), the period over which they have 
committed this support, estimated costs for the organization, and how they will benefit (le.g. publicity). 

Organization Commitments Duration Estimated Objectives/Benefits 

Costs 
Approx 1 MGMIHS Allotted infrostructure for Ongoing Supports objectives outlined on pg 1. 

Biomechanics Center million
USD

Allotted one competent Ongoing Salory is 

paid by 
MGMSOP

Professor 

(15,000 
USD) 
Salary will 

be paid by 
Will recruit one research Ongoing 
assistant & one laboratory 
technician MGMIHS

(6000 USD) 

Already purchased some 

equipment such as emed 

pressure platform, activity 
monitoring system, Silicon

coach etc. 

Stoff training 2 weeks 

Covered by Colilaborative Research projects. Send Prof. van Deursen for 4 visits:Cardiff 
University 4-visits Nov 2013 ISB 

Biomechanics lab design, installoation 

of equipment. 
May 2014 

Nov 2014 

Provide expertise in curriculum design 

related to clinical biomechanics 
May 2015 

Using the MGMIHS Biomechanics lab 

for purpose of clinical testing of the 

products which are developed by IIT 

Bombay.

Technical guidance and 

collaborative research 
IT Bombay ongoing 

projects

7,503 USD Supports objectives outlined on pg 1; 

acknowledgment in appropriote 

media; support for development of 

4 visits Financial support to send 

Prof. van Deursen to 
SB 

MGMIHS
EDC educotional materiol. 

AMTI acknowledgment in Coordinate donation of two As soon as Approx 

second-hand, re-calibrated available 

force platforms from AMTI 

with technical support for 5 

30,000 appropriote. 

USD MGMIHS and ISB media will 

strengthen relationship with AMT! 

years 

Updated 2013-10-18 Page 6 of 7 
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Budget
Before any project can be endorsed by the ISB, a detailed budget for all costs involved for each participating 
organization must be approved by the ISB President, EDC Project Officer, and ISB Treasurer. In the budge,
please consider monetary costs involved in establishing/initiating the project plus ongoing costs to ensure

the project is sustainable. Please include the budget as a separate document. 

Signatures of primary contact from each participating organization: 

K p** 

Dr. Rajani Mullerpatan 
25 July 2013 

Name (please print) Signature Date 

Prof. B. Ravi 
1 August 2013 

Name (please print) Signature 
Date 

Prof. Robert van Deursen 
9 August 2013 

Date 
Name (please print) Signature 

22DCT e13 
Prof. John Challis

Date 
Name (please print) Signature 

tretode additional lires if necessery) 
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THE UNIVERSITY OF 

SYDNEY MGM Institutes of Health Science

Memorandum of Understanding 

Between

The Faculty of Health Sciences,

The University of Sydney, Australia (CRICOS Provider 00026A) 
and 

MGM School of Physiotherapy, MGM Institutes of Health Sciences 
(Deemed University u/s 3 of UGC Act 1956) Navi Mumbai, India. 

The Institutions intend to work together to develop a coilaborative arrangement, whereby 
the institutions may participate in collaborative teaching, training. research and other 
agreed activities that further enhance the program and the relationship between the 
institutions. 

The Institutions will use their reasonable endeavors to effect, within the institutions 2. 

limitations

a) will develop and pursue collaborative research projects;
b) visit from one institution to the other by members of their academic staff for the 

purpose of participating in teaching, training, research programs and other agreed
activities; and

c) encourage (on a completely voluntary basis) the exchange of scientific materials, 
publications and other information between the institutions. 

This document is in no way intended to create legal or binding obligations on either party. 
It serves only as a record of the parties' current intentions to enhance relationship of the 
Institutions going forward.

3 

Before any of the activities set out in the Memorandum of Understanding are
implemented, the Institutions must enter into formal and binding agreement/(s) (separate 
from this Memorandum of Understanding) with each other which will detail the specifie 
form and content of the activities and address the responsibilities and rights of each 
Institution in relation to those activities. The institutions agree to negotiate the terms of 
any such agreemenv(s) in good faith and for the purposes of enhancing the relationship of 

the Institution. 

4 

-- 
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On behalfof 
On behalfof the Partner The YniversityofSydpey 

*''** 

Dr. S.N. Kadam Dr. MickalSpeae
Vice Chancellor Vice-Chancellor and Principal 

Date Date 

khogs.
Professor Kat/yn Refshhuge 
Dean, Faculty of Health Sciences

RM tata 
Dr. Rajani Mullerpatan 
Professor-Director, Physiotherapy 

Date Date: 0 1-03 2015 

ac 
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MEMORANDUM OF UNDERSTANDING 

This Memorandum of Understanding (MOU) is made at Navi Mumbai this l19" day of 

November. 2018. 

MGM Institute of Health Sciences. a deemed to be University having it olfice at Plot No 1 & 2 

Sector No.l Kamothe Navi Mumbai. 410-209 through the MGM School of Physiotherapy and 

MGMIHS OMICS Research Center represented by its Authorized representative Dr Rajesh 

Gocl. Registrar ( hereinafter referred to as the "Institute ") 

AND

Kaivalyadihama S.M.Y.MSamiti , having its office at Swami Kuvalyananda Marg. Parsi Colony.

Lonavala, Maharashtra 410403 through its Authorized representative, Mr Subodh 1Tiwari, Chief

Executive Officer (hereinafter reterred to as "Samiti") 

WHEREAS:

I. The MGM School of Physiotherapy has been established in the year 2008 and is run and

adinistered by the MGM lustitute of Health Sciences, a deemed to be University. The

Institute undertakes and conducts the BPT course (a 4 1/2 year course) and MPT course 

2 year course). The Institute provides good quality education to its students in the field 

of Physiotherapy and has all the required facilities including research facilities and 

advanced laboratories. The Institute also undertakes rescarch projects and programs for

its students and faculty. The Institute has already undertaken various projects, prograrnis 

and research activities with World Spine Care, University of Sydney and IIT Mumbai.

2 The MGM Schoul of Physiotherapy is desirous of providing its stulents/facvly with the 
adv anced knowledge and experience of applying yogie practices, asanas, therapies in the
Physiotherapy fieldirealment with an objective to enhance studenus/ taculty knowledge 

and providing to the society a well educated mind and experienced hands in advancing 

the healing process and in an altempt to ensure that the patient, hus/her atlendants ad 

other persons (preventive cure) get the benefit of yogic pracices and asanas with 

scientific evidence in conjunction with modern techniques whereby the healiug recovery 

process would be enhanced and wade nure etfective. 
YADHA 

AL 
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AOHAN 
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MGMIHS OMIKS Research Center is a centre of excellence in drug discovery and 
molecular diagnostics. Center is accelerating the basic and applied research. Using 

various donmains of OMICS such as genomics, proteomics and computational biology.

this center is providing unique and exploratory platform for discovery research. Research

and technology innovation of center is mainly revolving around the integration of 

advanced knowledge of protein science, enzymology, metabolic network, natural 

products chemistry, green synthesis etc. The thrust area of this centre i.e. biomarker 

discovery, rational drug discovery, nano-biotechnology, reversal of drug resistance and 

green technology. Presently centre is actively engaged in discovery and diagnostic 
research in the area of tuberculosis, malaria. obesity and diabesity. MGMIHS OMICSS 

Research Center is an interdisciplinary synergy and it is also acting as centra! facility for

MGMIHS rescarch. Faculy, clinician, scientific staft and students are using this facility. 

Researchers of centre have been also awaided by various national and international 

organization/foundation. 

4. The Institute has the available infrastructure, laboratories, facilities and opportunitiesto 

evaluate yoga interventions (both at molecular level and bio mechanical investigations), 

to evaluate the effect of the yoga asanas. practices, kriyas on patients and other healthy

willing participants, to measure, test and investigate the effect of the yoga asanas,

practices, kriyas on the patients and other healthy willing participants 

5. Samiti was established in the year 1924 by Rev. Swami Kuvalayananda and is a pioneer 

institute to caryout scientific and philosophic literary research, training and therapy in 

yoga. The Samiti is aided by the Ministry of HRD, Government of India and affiliated to 

the Pune University as a Research Institute. The Center has been recognized as a 

Scientifie Research Institute by the Department of Scientific and Industrial Reseach 

Organization under Ministry of Science and Technology, Governmment of Indi

6. Samiti has yoga instructors/yoga teachers and has initiated yoga awareness programs and

projects patients, their attendants and other health persons (preventive cure) with various

ancient effortless yoga practices and asanas, relaxation and healing techniques for the 

body and mind so as to help in a faster recovery and well being of the body, mind and

soul. 

7. Samiti has available with it and/or has the ability to design yoga interventions (methods

of Yoga krijyas), the ability to participate in the delivery of the yoga interventions and to 

play an important role in explaining, training the participant (patient and healthy person) 

and students. 

NA ASAS ALYA ADHAA 

A A 
F 
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8 The parties intend to work together to develop a collaborative arrangement whereby the 

parties agrec to participate in collaborative patient care, student training, research projects

and other activities like conducting workshops, awareness camps ete and also to jointly

evaiuate and interpret the final outcome of combining their respective expertise and

resourccs. 

9 The aim and object of working together is to enhance the use of yogic asanas, kriyas,
practices and methods and thereby generate scientific evidence for yoga practices. The

parties intend to do undertake robust research and investigations, its effect and derive 

archivable evidence to demonstrate the meeting of yoga and science and its combined

benclits etc. 

10. The parties are desirous of reducing the basic understanding and the terms and conditions 

in writing.

IT IS NOW AGREED BETWEEN THE PARTIES AS FOLLOWS:

11. The parties will use their reasonable endeavors to effect with best ethical practices, within 

theparties limitations 

(a) To attain the aims and objectives as stated hercir above; 

(b) To use their independent expertise, know.edge, infrastructure , facilities to design, 

develop and enhance the use of Yoga interventions in patient care and health 

promotion, 

(c) To study /evaluate the interventions, to measure, test and investigate the effect of the

yoga interventions and develop joint devices, products, inte!lectual properties etc; 

(d) To participate in delivering the yoga interventions, explaining and training the

participants including patients, students and faculty etc; 

(e) To develop and pursue collaborative research projects, shared intellectual property; 

()To visit the other party/deploy members of its team for the purpose of participating in 

patient care, student training, research programs and other agreed activities 

()To encourage the exchange of scientific methods, materials publications and other 
information between parties;

(h) To provide assistance on research projects and scientifie inputs to develop and 

advance the use of yoga and yogic practices in physiotherapy and for the 

advancement treatment provided to patients

AASRAMA AS YADA
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(0) To undertake joint discussions and interactive sessions between the faculty/teachers 

of the institutions so as to solve problem areas, address issues and discuss on new

methods and/or combined practices to develop and better treatment and paticnt care; 

12. The parties agree that th1s Memorandum of Understanding is in no way intended to 

create legal or binding obligations on either parties and serves only as a record of the

parties current intentions to enhance relationships of the parties between them with a 

view and object to improve health related quality of life of people with disorders and

integrate them in the society. 

13. Before any of the activities set out in this MOU are undertaken or implemented, the

parties agree to execute formal and binding agreements/documents between them which

will detail the specific form, and contents of the activities, address the responsibilities and

rights of each of the parties in relation to the activities. The parties agree io negotiate the 

terms of any such agreement(s) in good faith and for the purposes of enhancing the 

relationships of the parties and in furtherance of the aims and objectives of this

Memorandum of Understanding. 
For Kaivalyadhama S.M.Y.M.Samiti 

For MGM Institute of Health Sciences

Authoriztd,repssentative 
Authoized representative 

Dr. Rajesh B. Goel 

Registrar DrRajeseostitute of Health Sciences
Shri Subodh TiWari 

Chief Executive Officer

Registrabeemed Untversity us 3 of UGC Act, 1956) 
Navi Mumbai- 410 209 

Chief Research Officer
Chief Rescarch Officers

Dr.Satish Phatak 
Dr Rajani Mullerpatan 

Professor Director 

MGM School oMGMBthoaloý Prysiotherapy 

MGMIHS,MGMIHS, Na'n Mumbai

Research Associate 
Director, 

Dr.Praseeda Menon 
DrRaman P. Yadav 

Research Officer
Technical Director, 

MGMIHS OMICS Research Center

Witness:
Witness:

MA AS oHAM4 
aun 
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MGM School of 
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VC Principal 
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Aurangabad Health Care & Research

Shop No. 126, CTS No.124B2lL, Chetan Trade Centre,

Jalna Road, Aurangabad, Maharashtra, India

LLP
Opp. S.F. School,
.431001

Email : il]3l"! k] X),fi,HtI li{i,Ut#:]
Memorandum of Understandin g

This Agreement enterecl on 27th lan202l at Aurangabad city, is between-

Aurangabad Health Care & Research I-,LP (AH&R) having registerecl address zt,

Aurangabad Health Care & Research LLP, Shop No.126, CTS No.1248211 Chetan Trade

Centre, Opp. S. F School, Jalna Road, Aurangabacl, Pin 431001, MI{ India, represented by

authorized signatories, Dr Renuka Madnurkar & Dr Ujwala Kulkarni, (Designated partners-

AH&R LLp), Aurangabad Health Care & Research LLP is a registered partnership firm,

bearing number AAS-0217 registered under the Limited Liability Partnership Act, 2008

registered with Registrar of Companies (ROC), here in called First party which expression

may also include its representative if situations are not objectionable and acceptable to other

party
And

Mahatma Gandhi Mission (MGM) Medical College & Hospital, N-6, Cidco, Aurangabad,

Maharashtra 430 003 refbrred as a party-B (here in after referred to as the 'olnstitution")

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to

fulfill conscientiously all the obligations stipulated in it.

NOW, THEREFORE, in consideration of the promise and mutual covenants herein

contained and for other good and valuable consideration, the receipt and sufficiency of which

are hereby acknowledged, it is mutually covenanted and agreed by and between the parties

here to as follows

MGM Medical College & Hospital appoints Aurangabad Health Care & Research LLP as a

site management organ:Zafion on Exclusive basis for period of 10 years w.e.f ZJ'h Jan202I to

26th Jan2O3L (Will be reviewed and updated accordingly)

Oblisations of AH&R Services:-
AH&R is a site management Organrzattonbased in Aurangabad providing end to end clinical

research services to t1-re Hospitals and Offers a complete range of Clinical Research in all

therapeutic areas. We expertise in site Management Activities, Project Management,

Monitoring, Safety Reporting, Regulatory services, Potential Site selection, Faster patient

Recruitment, euality compliance & Maintenance, and Clinical Research Expertise in India.

AH&R Services is desirous of working with Hospital for the purpose of conducting ICH-

GCP complaint phase I-IV clinical trials for new drug & treatment.

AH&R services Shall play vital role in getting clinical trials to the hospital /Hospital from

the sponsors and CROs and execute them in Hospital.

AH&R Services will manage study Operations and

protocol for the duration of the clinical trial.

study services as directed by study

AH&R Services will appoint a clinical Research

coordinator who witl be a point of contact with Sponsor

Coordinators (CRC)/existing site

& CRO and ensulc smooth conduct

of trial at the site.

AH&R will appoint project manager (PM) who will be responsible to coordinate and ovel -

see the progress ancl management of CRC activities & trial, ensure data quality, resolve

Page 1 of 5
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Aurangabad Flealth Care & Research LLP
Shop No. 126, CTS No.1248211, Chetan Trade Centre, Opp. S.F. School,

Jalna Road, Aurangabad, Maharashtra,India 43 1001

Email: Ihr"llp2U1fi ;gryp i [, t!]{r i
screening, enrollment or general issue if any, follow np ol1 post -rnonitoring action eletnents

and study training as per needs and frequent discussion with investigator & sponsor / CRO on

trial progress.

AH&R will appoint Quality check (QC Experts) who will be responsible to ensLrre adherence

to the protocol, regulatory requirements record keeping and retention.

Study co-ordination, project management and quality management will be done by AH&R
services. AH&R personnel, CRC, PM, QC Experts will assist PI and the Intuitions in all trial
related activities.

AH&R will bear all the administrative cost related to the various activities undertaken by
PM, CRC or any other staff placed by AH&R Services which includes telecommunication,

travel cost, training cost at various centers across India or abroad.

AH&R will be exclusively conducting/managing all trial at the Hospital during the tenure of
this agreement. This agreement will last for 10 (ten) years and can be renewed further on

mutual agreement.

Following activities will be carried out bv appointed CRCs
1. Performing all the activities in strict adherence to the ICH-GCP guidelines, Schedule Y

India GCP and Regulatory requirement

2.Preparation for site selection visit and Site Initiation Visit (SIV)
3, Communication & Follow up with IRB/IEC Submission ancl Approval

4. Accurate and complete documentation of relevant EC documentation

5. Regulatory documents Collection
6. Patient ldentification for assigned study form OPD or Hospital Database.

7. Maintenance and update of Trial Master File (TMF), site binders and relevant files

8. Preparation for site Monitoring Initiation Visit (SMV) and resolving all action items

generated during Previous monitoring visits

9. Conduct Study according to International Conference of Harmonization (ICH) E6 ancl

India Good Clinical Practice (GCP) regulation

10. Assisting Principal Investigator in administrating ICF and its procedures

11. Ensure protocol & applicable regulatory guidelines compliance and adherence

12. Patients pre- screening enrollment and recruitment

13. Preparing sonrce notes and CRF fllling
14. Communication with CRA/ Project Manager, PI, IRB IIEC, site for study upclates

15. Coordinate and schedule subject's regular follow up visits and procedures, maintain

regular Telephonic contact with patients to preventing lost to tbllow- up ancl missed visits.

i6. Managing Clinical Trial Materials (CTM) maintenance, Accountability, distribr-rtion ancl

logistics at site

17. Coordinate all site specific queries- medical, administrative, subject reimbursements and

other study related activities.

18. Reporting and coordinating all AE/SAEs according to their timelines as per regulatory

norms

Page 2 of 5



Aurangabad Health Care & Research LLP
Shop No.126, CTS No.1248211, Chetan Trade Centre, Opp. S.F. School,

Jalna Road, Aurangabad, Maharashtra, India 431001

logs, subject log, visit logs, Investigational product 1og, temperature log, SAE and EC

communication log

20. Documentation of protocol deviation as appropriate and communicate any impacting

subject safety to the ethics committee

21. Coordinate with central and local lab for logistics and sample flow

22, Attend study related meeting as appropriate

23.Preparing sites for Monitoring / Auditing visits coordinate close out visit and Archival at

site

24. Any other required activities during the trials.

25. Identification of potential database from different therapeutic area of PIs

26. Communication with Investigators/ Hospitals and conduct protocol slrecif-ic feasibility

27. Other duties as reqLrested by AH&R Services Management

B. Hospital permits
l. Hospital will give the space and required facilities to appointed CRC & AI-I&R in order

to perform clinical trials activities under respected PI.

2. Hospital will allow AH&R and Sponsors of Clinical trials to access the facility to verify

source documents.

3. Hospital will allow AH&R to bring Sponsors of clinical trials to meet rvith PI/SITE

representatives at a mutually convenient time.

4. Hospital shall permit AH&R to exclusively manage all clinical trial commenced by

AH&R Services

C. Term of Agreement
The term of this Agreement shall be for a periocl of 10 years corlmencing on the effective

date 27th Jan 2021. However, this Agreement shall be leviewed annually by both parties if-

needed.

D. Relationship of the parties
1. Hospital and AH&R are independent parties. Both parties agree that their relationsliip is

that of an Independent contractor and not employer and employee.

2. Neither party shall have express or implied rights nor did authority to assume or create

any obligation or responsibility on behalf of or in the name of the other pafty by reason of
this Agreement, except as provide in this Agreement.

B. GCP, ICH and CFR compliance

Hospital agrees to comply with International Conference of Harmontzatton & Good Clinical

Practices (ICH-GCP) and all India regulations, CDSCO requirement and circrilars there

under.
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F. Confidentiality
1. The parties here recognize and agree that due to the complex and cotnpetitive nature of the

business, the confidential of information concerning both parties is of critical importance.

Either party shall not, either during or after the terrn of this Agreement, disclose to any third

party any confidential information and all Inforntation or information relatrve to the r,vork or

the business of either party without the written consent of either party AH&I{ agrees that it

shall not during, or at any time after the termination of this Agreement, directly or indirectly

disclose or use any information for any reason whatever, without the prior written consent of
SITE.

2. Hospital shall not disclose to any third party any and information about new studies

received from AH&R.

G. Indemnification
Hospital shall indemnify and hold harmless AH&R against any losses, claims, liabilities,

damages and expenses of any nature, directly or indirectly arising out of any act or omission

by SITE, its agents, directors or employees, AH&R shall indemnify and hold harmless

hospital against any and all losses, claims, liabilities, damages and expenses of any nature,

directly or indirectly arising out of act or commission by AH&R, its agents, directors. or

employees. In no event will either party be required to indernnify or hold harmless the other's

negligence or gross negligence.

H. Compensation and Agreement
1. The Hospital, principle Investigator, AH&R and Sponsor and/or CRO will enter into a

quadripartite clinical trial agreement before/at the time of placement of each trial at the

Hospital.

2. A11 feasibilities and payments shall be routed through AH&R and pricing while bidding

for the trial shall be discussed mutually and final corespondence with the Sponsor/CRO

also would be handled by AH&R Services for smooth and hassle-ltee finalization of
Clinical Trial Agreements.

3, Getting payment frorn sponsor and giving to Hospital and lor Investigator is the

responsibility of AH&R Services.

4. AH&R will be payee name for all trial related payment.

5. All payment shall be due and payable to the hospital on actual work i.e. trnmber of subject

randomized or visits completed.

6. The payment of remuneration shall be after deduction of all taxes ttncler applicable lau's.

7. A11 invoices will be requested fiom the hospital for study payment and all study related

payment will be done to MGM Medical College & Hospital, in a period of 15 worl<ing

days after receiving the payment from the sponsor/CRo.

8. The details of study budget sharing in INR is as follow:
o 100oh studypayment wilt be paid to AH&R from Sponsor/ CRO tbr each study.

o 65oh study payment will be paid to Hospital /Principal Investigator ftom AI-I&R.

o 35o/, study payment fees will be paid to AH&R.
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. l00o/o cRC fees will be paid to AH&R frorn sponsor udno.
t Additional 30'h Institutional overheacl will be paicl frorn AH&R receivecl frorn

sponsor /CRO.

' AH&R will pay Lab Cost, subject Hospital ization, SAE Medical
charges at actual basis to Hospital lPrincipal Investigator receivecl
/CRO.

(Note: HospitaVPrincipal Investigator should provide dedicated working printer, stationary,
Electricity, Working place, Internet connection facility to our stucly team.)

I. Termination of Agreement
1' This Agreement shall be terminated by rnutual agreement by giving sixty (60) clays prior
written notice by either party after the completion of any ongoing trials.

J. Permission to use personal Information or statement
For good consideration, the undersignecl authorizes AH&R and its assigns to use, pub]ish or
reprint in whole or part any basic information about my identity, practice, ancl participation in
clinical research including any specific details of my clinical research that c1o not conf'lict
with a previously contacted privacy agreement.
The two parties shall consult with each other ancl medicate any clisputes which may arise
about the contact. If alt attempts fail the two parties can appeal to the or-ganization of
arbitration in judicial court of the state of Aurangabad, Maharashtra Inclia.

Accepted & signed on behalf of AH&R LLp, Aurangabacl

Management

fiom sponsor

,t

behalf of MGM
Authorized Signatur;: 

^ 
f"

\ ,r7
Signature&Date. W' {
Name: Dr. Rajendra -Bohra

Title: Dean
Hospital Name:Mahatma Gandhi Mission
Uq\Q Medical College& Hospital

Signature & Date:
Name: Dr.Deepak
Title: Professor &
Hospital Name:
MGM) Medical College & Hospital

Authorized Signature:

Signature & Date ,W.;^An'*\
Name: Dr Ujwala Kulkarni ) \'
Designated Partner,
Aurangabad Hea lt h Cpre,ffilRe.Sparc h LLp,
Chetan Trade Cegtfe;:,,OppS-.f l'flchool,
Jalna Road, ,r':, ,,';' ,-u,

Aurangabad, P in 481001, MH, Inclia,

ffi,n\"ru
Signature & Date:
Name: Dr Renuka Madnurkar
Designated Partner, -. 1c,1qa.

Aurangabad Healtlr Care &'Research i_Lp.
Chetan Trade C€ntre;'Opp:S.F""School, .Ialna
Road, : :" ;
Aurangabacl, Piri t3 100"1 , MH, Inclia
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MAHATMA GANDHI MIS8ION 

Mahatma Gandhi Mission's Medical College & Hospital 
N-6 CIDCO, Aurangabad - 431003 

DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS 

office: Dr. Deepak Bhoste, Prof & Head, Dept. of Clinical Pharmacology & Therapeuties, MGM Medical Cllege & Hospital 

N5,GDCOAurangabad - 431003. Ph. No: 0240-6601423, 0240-6601174, Emal: pharmacology@mgmmcha.ore 

Memorandum of Understanding 

This Agreement is made on 01t Jan 2020, by and between "Biosphere Clinical Research Pvt Ltd having 

its Office at SB-02,03,04, 2d Floor, Highland Corporate Center, Kapurbawdi Junction, Thane West 

400607" referred as a party- A (here in after referred to as the CRO) 

And 

Mahatma Gandhi Mission (MGM) Medical College & Hospital, N-6, Cidco, Aurangabad, Maharashtra 

431 003 referred as a party-B (here in after referred to as the "Institution") 
The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to fulfill 

conscientiously all the obligations stipulated in it. 

NOW, THEREFORE, in consideration of the promise and mutual covenants herein contained and for 

Other good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, it 

is mutually covenanted and agreed by and between the parties here to as follows 

MGM Medical College & Hospital appoints Biosphere Clinical Research Pvt Ltd as a Clinical Research 

Organization for period of 10 years w. e. f1st Jan 2020 to 31st Dec 2029. (Will be reviewed and updated 

accordingty) 

A. Hospital permits 

1. Hospital will give the space and required facilities to Biosphere Clinical Research in order to perform 
clinical trials activities under respected Pl. 

2. Hospital will allow Biosphere Clinical Research and Sponsors of Clinical trials to access the facility to 
verify source documents 

3. Hospital will allow Biosphere Clinical Research to bring Sponsors of clinical trials to meet with Pl/SITE 
representatives at a mutually convenient time. 

B. Term of Agreement 

The term of this Agreement shall be for a period of 10 years commencing on the effective date 01st Jan 
2020. However, this Agreement shall be reviewed annually by both parties if needed. 
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MAHATMA GANDHI MISSION 

Mahatma Gandhi Mission's Medical College & Hospital 
N-6 CIDCO, Aurangabad - 431003 

DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS 

office: Dr. Deepak Bhosle, Prof & Head, Dept. of Clinical Pharmacology& Therapeutics, MGM Medical College & Hospital 

N-6,CIDCO,Aurangabad-431003. Ph. No: 0240-6601423, 0240-6601174, Email: pharmacology@mgmmcha.org 

C. Relationship of the parties 

1. Hospital and Biosphere Clinical Research are independent parties. Both parties agree that their 

relationship is that of an Independent contractor and not employer and employee. 

2. Neither party shall have express or implied rights nor authority to assume or create any obligation 

or responsibility on behalf of or in the name of the other party by reason of this Agreement, except 

as provided in this Agreement. 

D. GCP, ICH and CFR compliance 

Hospital agrees to comply with International Conference of Harmonization & Good Clinical Practices 

(ICH-GCP) and all India regulations, CDSCcO requirement and circulars there under. 

E. Confidentiality 

1. The parties here recognize and agree that due to the complex and competitive nature of the business, 

the confidential of information concerning both parties is of critical importance. Either party shall not, 

either during or after the term of this Agreement, disclose to any third party any confidential 

information and all information or information relative to the work or the business of either party 
without the written consent of either party. Biosphere Clinical Research agrees that it shall not during, 

or at any time after the termination of this Agreement directly or indirectly disclose or use any 

information for any reason whatever, without the prior written consent of SITE. 

2. Hospital shall not disclose to any third party any and information about new studies received from 
Biosphere Clinical Research 

G. Compensation and Agreement 

1. The Hospital, principle Investigator, Biosphere Clinical Research will enter into a tripartite clinical 

trial agreement before/at the time of placement of each trial at the Hospital. 
2. Getting payment from sponsor and giving to Hospital and /or Investigator is the responsibility of 

Biasphere Clinical Research. 

3. All payment shall be due and payable to the hospital /or Investigator on actual work i.e. number of 

subject randomized or visits completed, as per the Clinical Trial Agreement. 
4. The payment of remuneration shall be after deduction ofall taxes under applicable laws 

AMMAI 



AHATMA GANDH MSSION 

Mahatma Gandhi Mission's Medical College & Hospital 
N-6 CIDCO, Aurangabad - 431003 

DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS 

Office: Dr. Deepak Bhosie, Prof & Head, Dept. of Cinical Pharmacology& Therapeutics, MGM Medical College &Hospitai 
N-6,ODCOAurangabad-431003. Ph. No: 0240-6601423, 0240-6601174, Email: pharmacoiogy@mgmmcha.org 

5. All invoices will be requested from the hospital for study payment and all study related payment will 
be done to MGM Medical College& Hospital. 

(Note: Hospital/Principal Investigator should provide dedicated working printer, stationary, Electricity, 
Working place, Internet connection facility to study team.) 

Authorized Signature: Witness Signature 

. H 
*** 

Name: Dr. Rajendra Bohra Witness Name: Dr. Deepak Bhosle 
Title: Dean Title: Professor and Head Department of 

Pharmacology 
Date: 24 lo l3b2A 

Date3Jan 2o2 
eng 

Gandhi Hospital Name: Mahatma Gandhi Mission 
Hospital Name: Mahatma 
Mission (MGM) Medical College&MGM) Medical College & Hospital 
Hospital 

) Authorized Signature 

ESEARC ICALR 

Name Dr. Neeta Nargundkar Title: Managing Dircctor MUMBAI 

dsO18 Date: 1S82o On 

Biosphere Clinical Research, Thane, Maharashtra 
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Memorandum of Understanding

This Agreement is made on 01'IDEC z}2},by and between "DESTINATION PHARMAGBNS
HEALTHCARE SOLUTIONS" having its Office atRH2, Hari Krishna Nager, Gur No-95,
Beed Bypass Aurangabad, Maharashtra. 431007 referred as a party- A {here in after referred to
as the"SMO")

And

Mahatma Gandhi Mission (MGM) Medical College & Hospital, N-6, CIDCO, Aurangabad,
Maharashtra 431 001 referred as a party-B (here in after referred to as the "Institution,,)

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to
fulfill conscientiously all the obligations stipulated in it.

NOW, THEREFORE, in consideration of the promise and mutual covenants herein contained
and for Other good and valuable consideration, the receipt and sufficiency of which are hereby
acknowledged, it is mutually covenanted and agreed by and between the parties here to as
follows

MGM Medical College& Hospital appoints DESTINATION PHARMAGENS
HEALTHCARE SOLUTIONSAs a site management orga nization on Exclusive basis for
period of t0 years w.e.f 1'tDEC 2020 to 3OthNOV 2030. (witl be reviewed and updated
accordingly)

ObIigAtiONS Of DESTINATION PHARMAGENS HEALTHCARB SOLUTIONS:

DESTINATION PHARMAGENS HEALTHCARB SOLUTIONSis a site managernent
Otganization based in Aurangabad, Maharashtra providing end to end clinical research services
to the Hospitals and Offers a complete range of Clinical Research in all therapeutic areas. We
expertise in site Management Activities, Project Management, Monitoring, Saf'ety Reporting,
Regulatory services, Potential Site selection, Faster patient Recruitment, Quality compliance &
Maintenance, and Clinical Research Expertisein India.

DESTINATION PHARMAGENS HEALTHCARE SOLUTIONSaTe desirous of working
with Institution for the purpose of conducting ICH-GCP complaint phase I-IV clinical trials for
new drug & treatment.

RH-2, HAEI KHISHhIA NACAR. BIF.I SURYA LAWN$,
BilED BYPASS, AURANCABAil, M FI"45ifiO7

+9'l 98709654821 967386994*
infosci phsind ia"com
rRrww"cl phsind ia.com

DESTII'{ATION{ pHAffiMAfiEr,t5 HEALTHC/&Rr sCLUTICNS I Wr OpERATE pAN tNSfA
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DESTINATION PHARMAGENS HEALTHCARB SOLUTIONSshaII play vital role in
geffing clinical trials to the hospital /Flospital from the sponsors and CROs and execute them in
Hospital.In case of conflict of a same study among the multiple SMO'5, the institution shall be
the arbitrator and award the study to the deserving sMo.

DESTINATION PHARMAGENS HEALTHCARE SOLUTIONSwiII manage srudy
Operations and study services as directed by study protocol for the duration of the clinical trial.

DESTINATION PHARMAGENS HEALTHCARE SOLUTIONS will appoinr a Clinical
R'esearch Coordinators (CRC's) who will be a pointof contact with Sponsor & CRO and ensure
smooth conduct of trial at the site.

DBSTINATION PHARMAGENS HBALTHCARE SOLUTIONSwiII appointproject
manager (PM) who will be responsible to coordinate and over-see the progress and management
of CRC activities &trial, ensure data quality, resolve screening,.nrollment or general issue if
any, follow up on post -monitoring action elements and study training as per needs and frequent
discussion with investigator & sponsor / CRo on trial progress.

DESTINATION PHARMAGBNS HBALTHCARE SOLUTIONSwiII appoint euality check
(QC Experts) who will be responsible to ensure adherence to the protocol, regulatory
requirements record keeping and retention.

Study co-ordination, project management and qualitymanagement will be done by
DBSTINATION PHARMAGENS HEALTHCARB SOLUTIONS.

DESTINATION PHARMAGENS HBALTHCARE SOLUTrONSpersonnel, cRC, pM, QC
Experts will assist PI and the Intuitions in all trial related activities.

DESTINATION PHARMAGENS HEALTHCARB SOLUTIONSwiII bear atl the
administrative cost related to the various activities undertaken by PM, CRC or any other staff
PIACEd bY DESTINATION PHARMAGENS HBALTHCARB SOLUTIONSSCTViCESWhiCh
includes telecommunication, travel cost, training cost at various centers across India or abroad.

Hospital and the Principal Investigator shall be responsible for the recruitment of the subjects to
the study in the given timely manner.

DESTINATION PHARMAGBNS HEALTHCARE SOLUTIONSwiII be exclusively
conductinglmanaging all trial at the Hospital during the tenure of this agreement. This agreement
will last for l0 (ten) years and can be renewed further on mutual agreement.

RH-2. FIARI KRIS}{NA NACAR, Bli-{ SURYA LA\JVNS,

BTED BYPASS, ALJ*ANCABAD, M I-{-451 OO7

+91 98?S E65eS2l 9673e6994t+
.infssd phsind ia.e sm
winrw"eJ phsind ia.com

DESTINATION PHARMACENS HE,ALTHCARE SOLUTIONS I WT OPERATE PAN INDIA
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1. Performing all the activities in strict adherence to the ICH-GCp guidelines, Schedule y
India GCP andRegulatory requirement

2. Preparation for site selection visit and Site Initiation Visit (SN)
3. Communication & Follow up with IRB/IEC Submission and Approval
4. Accurate and complete documentation of relevant EC documentation
5. Regulatory documents Collection
6. Patient Identification for assigned study form OPD or Hospital Database.
7 . Maintenance and update of Trial Master File (TMF), site binders and relevant files8' Preparation for Site Monitoring visit (SMV) and resolving all action items generated

during
9. Previous monitoring visits
10' Conduct Study according to International Conference of Harmonization (ICH) E6 and

India GoodClinical practice(GCp) regulation
I 1. Assisting Principal Investigator in administrating ICF and its procedures
12' Ensure protocol & applicable regulatory guidelines compliance and adherence
13. Patients pre-screening enroilment and recruitment
14. Preparing source notes and CRF filling
15. Communication with CRA/Project Manager, PI, IRB llBc,site for study updates
16' Coordinate and schedule subject's regular follow up visits and procedures, maintain

regularTelephoniccontact with patients to preventing lost to follow- up and missed visits.
17'Managing Clinical Trial Materials (CTM) maintenance, Accountabiiity, distribution and

logistics at site
l8' Coordinate all site-specific queries.Medical, administrative, subject reimbursements and

other study
I 9. related activities.
20' Reporting and coordinating all AE/SAEs according to their tirnelines as per regulatory

norTns

2l' Filling up and maintaining trial related logs likes source documentation, drug dispensing
logs, subject

22'log, visit logs, Investigational product log, temperature log, SAE and EC communication
log

23' Documentation of protocol deviation as appropriate and communicate any impacting
subject safety

mHSTll',JATl$f\i FHF\PtuIAfiEf-{,S HfiALTF'ICARI S#LUTl']fdS I WE OpEftATE pAI''] lf\iDlA

pl-{-?. HAft! KRISHT{A NACAR, B/l-{ SUPYA, LA}d1f{S,

EIED SYP,S,SS, AT,'HANGABAD. M}-I"431OO7

+9'X 987CI 965*.521 96738699&4
i nfr>Std pirsi ncJ I a.co m
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24. to the ethics committee
25. Coordinate with central and local lab for logistics and sample flow
26. Attend study related meeting as appropriate
27 ' Prepating sites for Monitoring / Auditing visits coordinate close out visit and Archival at

site
28. Any other required activities during the trials.
29.Identification of potential database from different therapeu tic areaof pls.
30' Communication with Investigators/ Hospitals and conduct protocol specific feasibility
31. other duties as requested by DESTINATION PHARMAGENS HBALTHCARE

SOLUTIONSManagement

B. Hospital permits

1' Hospital will give the space and required facilities to appointed cRC &DBSTINATION
PHARMAGENS HEALTHCARE SoLUTIoNSin order to performclinical trials activities
under respected pI.

2' Hospital will allow DESTINATION PHARMAGBNS HBALTHCARE soLUTroNSand
Sponsors of Clinical trials to access the facility to verify source documents.3' Hospital will allow DESTTNATION PHARMAGENs HEALTHCARE soLUTIoNSto
bring Sponsors of clinical trials to meet with PVSITE representatives at a mutually
convenient time.

4' Hospital shall permit DESTINATIoN pHARMAGENS HEALTHCARE soLUTIoNS
to exclusively manage all clinical trial commenced by DESTINATION PHARMAGBNS
HEALTHCARE SOLUTIONS

C. Term of Agreement

The term of this Agreement shall be for a period of 10 years commencing on the effective date0l'tocr 2o2o- However, this Agreement shall be reviewld unnrully by both parties if needed.

D. Relationship of the parties

mESTiNATION pH,&RMACENS HEALTHaIRE SOLUTiSNS I WE #PERATE FAN INDIA

RH-?. HARI KRISHTdA, NACAR. BII-{ SURVA L,ALt/NS,

BEED BYPASS, I\URANGABAD, MH-&31*fi7

+9] 98?O E fr$h'AZ I 9673S6994e
i nfosld phsi ncl i a.co rrr
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HOSPiIAI ANd DESTINATION PHARMAGENS HBALTHCARE SOLUTIONSATC
independent parties. Both parties agree that their relationship is that of anlndependent
contractor and not employer and employee.
Neither party shall have express or implied rights nor authority to assume or create any
obligation or responsibility on behalf of or in the name of the other party by reason of this
Agreement,except as provided in this Agreement.

B. GCP, ICH and CFR compliance

Hospital agrees to comply with International Conference of Harmon ization & Good Clinical
Practices (ICH-GCP) and all India regulations, CDSCO requirement and circulars there under.

F. Confidentiality

1. The parties here recognize and agree that due to the complex and competitive nature of
the business, the confidential of information concerning both parties Is of critical
importance. Either partyshall not, either during or after the term of this Agreement,
disclose to any third party any confidential information and all Information or
information relative to the work or the business of either party without the written
consent of either party DESTINATION PHARMAGENS HEALTHCARE
SOLUTIONSagTees that it shall not during, or at any time after the termination of this
Agreement, directly or indirectly disclose or use any information for any reason
whatever, without the prior written consent of SITE.

2. Hospital shall not disclose to any third party any and information about new studies
TECEiVEd fTOM DESTINATION PHARMAGENS HEALTHCARE SOLUTIONS.

G. Indemnification

Hospital shall indemnify and hold harmless DESTINATION PHARMAGBNS
HBALTHCARE SOLUTIONSagainst any losses, claims, liabilities, damages and expenses of
any nature, directly or indirectly arising out of any act or omission by SITE, its agents, directors
OT EMPIOYEES, DESTINATION PHARMAGBNS HEALTHCARE SOLUTIONSShAII
indemnify and hold harmless hospital against any and all losses, claims, liabilities, damages and
expenses of any nature, directly or indirectly arising out of act or commission by

DHSTIN,&Tl#tr{ pt-.i,A,ftM,&fiHr.JS HEA,LTHCAHE S#LUTi#F*S i Wr #pHfrA-r',E pAr'i {td*lA
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DESTINATION PHARMAGENS HEALTHCARE SOLUTIONS, its agents, directors, or
employees. In no event will either party be req'uired to indemnify or hold harmless the other's
negligence or gross negligence.

H. Compensation and Agreement

l. The Hospital, Principal Investigator, DESTINATION PHARMAGENS HEALTHCARB
SOLUTIONSand Sponsor and/or CRO will enter into a quadripartite clinical trial agreement
before/at the time of placement of each trial at the Hospital.

2. All feasibilities and payments shall be routed through DBSTINATION pHARMAGENS
HEALTHCARE SOLUTIONSand pricing while bidding for the trial shall be discussed
mutually and final colrespondence with the Sponsor/CRo also would be handled by
DESTINATION PHARMAGENS HEALTHCARE SOLUTIONSfoT smooth and hassle-
free finalization of Clinical Trial Agreements.

3. Getting payment from sponsor and giving to Hospital and lor Investigator is the
responsibility of DESTINATION PHARMAGENS HEALTHCARB SOLUTIONS.

4. DBSTINATION PHARMAGENS HEALTHCARE SOLUTIONSwiII be payee name for
all trial related payment.

5. All payment shall be due and payable to the hospital on actual work i.e. number of subject
randomized or visits completed.

6. The payment of remuneration shall be after deduction of all taxes under applicable laws.
7. All invoices will be requested from the hospital for study payment and all study related

payment will be done to MGM Medical College & Hospital, in a period of l5 working days
after receiving the payment from the sponsor/CRO.

8. The details of study budget sharing in INR is as follow:
o l00oh study payment will be paid to DBSTINATION PHARMAGENS

HEALTHCARB SOLUTIONSfTom Sponsor/ CRO for each study.

' 65oh study payment will be paid to Hospital /Principal Investigator from
DESTINATION PHARMAGENS HEALTHCARB SOLUTIONS.

o 35'h study payment fees will be paid to DESTTNATION PHARMAGENS
HEALTHCARB SOLUTIONS.

. l00o/o CRC fees will be paid to DESTINATI0N PHARMAGENS HBALTHCARE
SOLUTIONSfTom sponsor /CRO.

RH-e. F{Aftt KRISI-| rSA NACAR, BrrH $URYA LAIS/NS"

ST€D BYPASS, AURANG.ABAD, M${.451Sfi?

+91 9S?Os65482/ 9673sS99,&4
inf*gtd phsind Ia.c*nr
lvrnvw.d phsind ie.com

DHSTTNATTON pI{ARMACENS HEALTHCARE SOLUTIONS I WE OpERATH PA,N INDIA
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o Additional 30o/o Institutional overhead will be paid fTomDESTINATION
PHARMAGENS HEALTHCARB SOLUTIONSreceived from sponsor iCRO.

o DESTINATION PHARMAGENS HEALTHCARE SOLUTIONSwiII pay Lab Cost,
subject Hospitalization, SAE Medical $anagement charges at actual basis to Hospital
/Principal Investigator received from sponsor /cRo.

(Note: Hospital/Principal Investigator should provide dedicated working Computer/ Laptop,
printer, stationary, Electricity, Working place, Internet connection facility to our study team.)

I. Termination of Agreement

1. This Agreement shall be terminated by mutual agreement by giving sixty (60) days prior
written notice by either party after the completion of any ongoing trials.

J. Permission to use personal Information or statement

For good consideration, the undersigned authorizes SMO and its assigns to use, publish or reprint
in whole or part any basic information about my identity, practice, and participation in clinical
research including any specific details of my clinical research that do not conflict with a
previously contacted privacy agreement.

The two parties shall consult with each other and medicate any disputes which may arise about
the contact. If all affempts fail the two parties can appeal to the orga nization of arbitration in
judicial court of the state of Aurangabad, Maharashtra, India.

n.
:r,f r:gy
,]gt'

Authorized Signature:

I*

Name: Dr. Rajend

Title: Dean\l
Date: t.i':,.. -;L ;-t-l

Hospital Name:tvtahatma Gandhi Mission

(MGM) Medical College& Ifospital

Professor & Head, Dept.of Pharmacology
, . \. ^ )\_
,, i, .'. \\..i , - ..(l,t''ri \ \Lr,r -'\'
\\' ' 

,.S'' Frof*e $i:r -&. I I"t::..:... ..\r:*.----

Name: Dr.Deep;k gh;;H-tfl*fl1:,.:1 :: I I i :,,:irtwtrrv' uL'uvwysA r-'rrvDrv MGiklt,s Frr;g:ilii:al C{}i
Title: Professor & Head Dept.of pAaffimaogto[yii.

Date: i r\r, , ,,t i't t )-.,
Hospital Name: Mahatma Gandhi Mission

(MGM) Medical College & Hospitat

mESTlhJ,ATi#f\'i p}-{,&ftMAfiHf.JS }-'iHA,LTF{CAQE S$LUTIt}f\*S i \f',iE CpEfr.db tr'H p,qN {f'dD$A
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DESTINATION PHARMAGENS HEALTHCARE SOLUTIONS

1) Authorized Signature:

\
d I \ - - -"

^i;r_;.\-_-
...... . <i* )r<{r.o io o o o........

Name: Dr. Krutikesh R Age

Title: Head- Development &Clinical Operations
It

Date: ...,1') lr..-) ..
SMo:Destination Pharmagens Healthcare solutions (DPHS)

Address:RH2, HariKrishna Nagar, Gut No-95, Beed Bypass Aurangabad, Maharashtra.
431007.

Rr"N-?. HS,RI KRISI-if."lA, NACAft. BIH $URYA LA?/hlS.
BTED BYPASS,,E{-JR,&NCABAD. M H -&51 *fi?

+9i ss?CI9654S2/ 96738S994&
.i nfcl$,ci pl: s i nd Ia.eu n"t

r,qiwrnr.d p h si nsJ i a. co m

IiHSTINATISN PI{A-RMACENS HEALTHCARE SCLUTISNS I WP CIPERATE PAN INIDIA
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Nlemorandum of Understanding

This Agreement is made on l2thJul y 2022, by and between
having its Office at plot no 21, PrabhatNagar Bhausingpura
(here in after referred to as theo'SMO")

And""

"Med Tricare clinical research solution"
Aurangabad 431001 referred as a party- A

Mahatma Gandhi Mission's (MGM) Nledical College & Hospital, N-6, Cidco, Aurangabad,
Maharashtra 431003 referred as a party-B (here in after referred to as the'olnstitution")

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to fuIfilI
conscientiously all the otligations stipulated in it. 

,;,-,,

NOW, THEREFORE, in considerfiiori of the promise and mutual covenants herein contained and for
Other good and valuaUle 6oniiduatioq'the receipt and sufficiency of whiCh are hereby acknowledged, it
is rnutually covenanted and agreed by and between the parties here to as fdlows

MGM Nledical College& Hospital appoints Med Tricare clinical Research solution ServicesAs a site
management organization on Exclusive basis for period of 10 years w.e.f12th Jnly 2022 to 12th July
2032. (Will be reviewed and updated accordingly)

Obtieations of Med Tricare clinical research solution Services:

Med Tricare clinical research solution is a site management Organization based in Aurangabad
providing end to end clinical research services to the Hospitals and, Offers a complete range of Clinical
Research in all therapeutic areas. We expertise in site Management Activities, Project Management,
Medical Writing, Monitoring, Safety Reporting, Regulatory services, Potential Site selection, Faster

patient Recruitment, Quality compliance & Maintenance, and Clinical Research Expertisein India.

Med Tricare clinical research solution Servicesis desirous of working with Hospital for the purpose of
conducting ICH-GCP complaint phase I-IV clinical trials for new drug & treatment.

Med Tricare clinical research solution Servicesshall play vital role in getting clinical trials to the
hospital /Hospital from the sponsors and CROs and execute them in Hospital.

Med Tricare clinical research solution Serviceswill manage study Operations and study services as

directed by study protocol for the duration of the clinical trial.

64
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Memorandurn of Understanding

Med Tricare clinical research solution Services will appoint a Clinical Research Coordinators

(CRC)/existing site coordinaror who will be a pointof contact with Sponsor & CRO and ensure smooth

conduct of trial at the site.

Med Tricare clinical research solution will appoipt project manager (PM) who will be responsible to

coordinate and over-see the progress and management of CRC activities & trial, ensure data quality,

resolve screening, enrollment or general issue if any, follow up on post -monitoring action elements and

study training as per needs and frequent discussion with investigator & sponsor / CRO on trial progress'

Med Tricare clinical Research solutionwill appoint Quality check (QC Experts) who will be

responsible to ensure adhsrence to the protocol, regulatory requirements record keeping and retention'

Study co-ordination, project management and qu4litymanagement will be done by Med Tricare clinical

Research solution.o$ieeu" Me4:TdBhf.rpdidical*seqeff:ad,u1i peEQ,ftell CRCj'PMI QC Experts will

assist Pl and the Intuitions in ali trial related activities.

Med Tricare clinical Research' riiti;nwttt bear"fil::fu ministmii'v'b cost related to the various

activities gndertaken by pM, CRC or any other staff placed by Med Tricare clinical Research solution

Serviceswhich includes telecommunication, travel cost, training cost at various centers across lndia or

abroad.

Med Tricare clinical Research solutionwill be exclusively conductin{managtrng all trial at the Hospital

during the tenure of this agreement. This agreement will last for 10 (ten) years and can be renewed further

on mutual agreement.

Fqllowine activities will be carried out bv appointed CRCs

1. Performing all the activities in strict adherence to the ICH-GCP guidelines, Schedule Y India GCP and

Regulatory requirement

2. Preparation for site selection visit and Site Initiation Visit (SIV)

3. Communication & Follow up r,r.ith IRB/IEC Submission and Approval

4. Accurate and complete documentation of relevant EC documentation

5. Regulatory documents Collection



li

ffi Hs&

%ffiffiffiffiffiffitn@
clrinical research solution s4r

#ear * l,r t a*g {* r' & g{*.*;y 
"gq 

{g{l* wre"

Memorandum of Understanding

6. Patient Identification for assigned study form OPD or Hospital Database.

7. Maintenance and update of Trial Master File (TMF), site binders and relevant files
:

8. Preparation for site Monitoring Initiation Visit (SI\4V) and resolving all action iterns ganerated during

Previous monitoring visits

9. Conduct Study according to International Confeience of Harmonization (ICH) E6 and India Good

Clinical Practice (CCP) regulation

10. Assisting Principal lnvestigator in administrating ICF and its procedures

I l. Ensure protocol & applicable regulatory guidqfines compliance and adherence 
. .

12. Patients pre- screening .rr.oll-"rt and recruitment

13. Preparing source notes and CRF filling

14. Communication with CRA/ Project Manager. PI, IRB/IEC, site for study updates

15. Coordinate and schedule subject's regular follow up visits and procedures, maintain regular

Telephoniccontact with patients to preventing lost to follow- up and missed visits.

16. Managing Clinical Trial Materials (CTM) maintenance, Accountability, distribution and logistics at

site

17. Coordinate all site specific queries- medical, administrative, subject reimbursements and other study

Related activities.

18. Reporting and coordinating all AEiSAEs according to their timelines as per regulatory norms

19. Filling up and maintaining trial related logs likes source documentation, drug dispensing logs, subject

Log, visit logs, Investigational product log, temperature 1og, SAE and EC communication log

20. Documentation of protocol deviation as appropriate and communicate any impacting subject safety

To the ethics committee



ta

tnd trrlcarre
clinical research solutions <V

Csa^*,*kiwg {*r bet*ga" ggf$iq*u,

Memorandum of Understanding

21. Coordinate with central and local lab for logistics and sample flow

22. Attend study related meeting as appropriate

23. Preparing sites for Monitoring / Auditing visits coordinate close outvisit and Archival at site

24. Any other required activities during the trials.

25. Identification of potential database from differeff therapeutic area of PIs

26. Communication with lnvestigators/ Hospitals and conduct protoqol specific feasibility

27. Oth$duties as requested by Med Tricare clinical Research solution ServicesManagement
:+

B. Hospital permits .*#* q,, * _".r 1S ffi;: ,*+r..6 { ;.
1. Hospital will give the,space'an&,re@$facil*im,r*b ap@ifrMffi&,.# n{iled Titeare clinical Research

solutioninordertoperformclinicaltrialsactivitiesunderrespqFdPI.
2. Hospital will allow Med Tricare cliniCai Research solution and Sponsors of Clinical trials to access

the facility to verify source documents.

3. Hospital will allow Med Tficare clinical Research solution to bring Sponsors of clinical trials to meet

with PUSITE representatives at a mutually convenient time.

4. Hospital shall permit Med Tricare clinical Research solution to exclusively manage all clinical trial

commenced Uy U"O Tricare clinical Research solution Services

C. Term of Agreement

The term of this Agreernent shall be for a period of 10 years commencing on the effective datel2m July

2022. However, this Agreernent shall be reviewed annually by both parties if needed.

D. Relationship of the parties

l. Hospital and Med Tricare clinical Research solution are independent parties. Both parties agree that

their relationship is that of an Independent contractor and not employer and ernployee.

2. Neither party shall have express or impiied rights nor authority to assume or create any obligation or

responsibility on behalf of or in the name of the other party by reason of this Agreement,except as

provided in this Agreement.
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Memorandum of Understanding

E. GCP,ICH and CFR compliance

Hospital agrees to comply with Intemational Conference of Harrhonization & Good Clinical Practices

(ICH-GCP) and all India regulations, CDSCO requirement and circulars there under.

F. Confidentiality

l. The parties here recogn ize andagree that due to the complex and competitive nature of the business,

the confidential of information concerning both parties Is of critical importance. Either pariyshall not,

either during or after the term of this Agreement, disclose to,any third party any confidential information

and all Information or information relative lo the work or ttig business of either party without the written

consent of either party Med f,pcare clinieal hese'ai.foh ptrulonagreed ttml shat[,So"t;'d$+g, or at any time

after the termination of this Agreement, directly or fudirectly disctrS$e,.:of -se'dS'Ififurmation for any

reasonwharever,withoutttrepribi,.{$fi"}9,..41:il,Srt1l* : r I ;

2. Hospital shall not disclose to any third party any and information abo-ut new studies received from Med

Tricare clinical Research solution

G. Indemnification

Hospital shall indemnify and hold harmless Med Tricare clinical Research solutionagainst any losses,

claims, liabilities, damages and expenses of any nature, directly or indirectly arising out of any act or

omission by SITE, its agents, directors or employees, Med Tricare clinical Research solutionshall

indernniff and hold harmless hospital against any and all losses, claims, liabilities, damages and expenses

of any nature, directly or indirectly arising out of act or cornmission by Med Tricare clinical Research

solution, its agents, directors, or employees. In no event will either party be reqlired to indemniff or hold

hamless the other's negligence or gross negligence.

H. Compensation and Agreement

1. The Hospital, principal Investigator, Med Tricare clinical Research solution Servicesand Spolsor

and/or CRO will enter into a quadripartite clinical trial agreement before/at the time of placement of

each trial at the Hospital.
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Memorandum of Understanding

All feasibilities and payments shall be routed through Med Tricare clinical Research solution and

pricing while bidding for the trial shall be discussed mutually and final correspondence with the

Sponsor/CRO also would be handled by Med.Tricare clinical Research solution Servicesfor smooth

and hassle-free finalization of Clinical Trial Agreements.

Getting payrnent from sponsor and giving to Hospital and /or Investigator is the responsibility of Med

Tricare clinical Research solutionServices.

Med Tricare clinical Research solution will be payee name for all trial related payment.

All payrrent shall be due and payable to the hospit?l on actual work i.e., number of subject

randomized or visits complete(* .: 
S ." qs r rr: i: ,i:r

The payment of remuaeration ffiti ie afte, aefi*,rtio" of all taxes *frh* uppii"ubf. 1u*..

All invoices will be requested from t$,e hospital f,or study paymegt and all srudy related paynent will

be done to MGM Medical College & Hospital, in a period of 15 working auy, after receiving the

payment from the sponsor/CRO.

8. The details of study budget sharing in INR is as follow: :

. 1fi)7o study payment will be paid to Med Tricare clinical Research solutionfrom Sponsor/ CRO

for each study.
:

o 650/o study payment will be paid to Hospital /Principal Investigator from Med Tricare clinical

Research solution

o 35"/o study payment fees will be paid to Med Tricare clinical Research solution

o l}}oh CRC fees will be paid to Med Tricare clinical Research solutionfrom sponsor /CRO.

Additional30%o Institutional overhead will be paid fromMed Tricare clinical research solution

received from sponsor/CRO.
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Memorandum of Understanding
. 
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o Med Tricare clinical research solution will pay Lab Cost, sutject Hospitalization, SAE Medical

Management charges at acfual basis to Hospital /Principal Investigator received from sponsor

/CRO.
,.

(Note: Hospital/Principal Investigator should provide dedicated working printer, stationary, Electricity,

Working place, Internet corurection facility to our s-tudy team.)

I. Termination of Agreement

1. This Agreement shall be terminated by rrutual agreement by giving sixty (60) dala prior written notice

by either party after the completion of any ongoing trials.

J- Permission to use personal Informgtion or Statemcnt , ,"r I '-

For good consideration, the under.iglA ulrtnoriro SrtaO .ri i,. 
"l.igf. 

To ,rr, prlblish or reprint in
whole or part any basic information;dbout rny identity, praetice, aiid.participation in clinical research

including any specific details of my clinical research that do not conflict with a previously contacted

privacy agreement.

The two parties shall consult with each other and medicate any disputes which may arise about the

contact. If all attempts fail the two parties can appeal to the organizationof arbitration in judicial court of
the states India.
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Memorandum of Understanding

I}IEDTRICARE CLINICAL RESEARCTT SOLUTION.
i,[

1) Autho rized Signature: . [ ,/A ,

'o"'...............o.......ff$h"
Name: Manish I(am araiar w'*thede
Title: Director
Date : t2/07 /2022
sMo: Med Tricare clinical research solution
Address: Plot no 21, Prabhatnagarbhausiil;;ra Aurangabad

2) Autho rized Signature:,

*vv
Name:DrDhanajay Satpute {' 1 

1

Title: Head of the crinicar operation
Date: 12/07 /2022
SMo: : Med Tricare clinical research solution
Address: Plot no 21, PrabhatnagurUfruuri;*ra Aurangabad

fiiGnii ilneoica| C o I I ege
abid"'.#

,%

ii:?iiiflr?sil



MHERSs 
METICULOUS HEALTHCARE 

AND RESEARCH SERVICES LLP 
SITE MANAGEMENT ORGANISATION 

ABANZDUALNCARI ESMLALNEAAELLMLEAARS 

Memorandum of Understanding 

This Agreement is made on 24 JAN 2022, by and between "METICULOUS HEALTHCARE AND RESEARCH 

SERVICES LLP" having its Office at H NO 9-1-143, Lane No 6, Sharif Colony Kat KAT GATE Aurangabad 

referred as a party- A (here in after referred to as the"SM0") 

And 

Mahatma Gandhi Mission (MGM) Medical College & Hospital, N-6, Cidco, Aurangabad, Maharashtra

430 003 referred as a party-B (here in after referred to as the "lnstitution") 

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to fulfill 

conscientiously all the obligations stipulated in it. 

NOW, THEREFORE, in consideration of the promise and mutual covenants herein contained and for 

Other good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, it 

is mutually covenanted and agreed by and between the parties here to as follows 

MGM Medical College & Hospital appoints "METICcULOUS HEALTHCARE AND RESEARCH SERVICES LLp 
Services as a site management organization on Exclusive basis for period of 10 years w.e.f 24 Jan 2022 
to 23 JAN 2032. (Will be reviewed and updated accordingly) 

Obligations of MH & RS SMO 

MH &RS is a site management Organization based in Aurangabad, providing end to end clinical research 
services to the Hospitals and Offers a complete range of Clinical Research in all therapeutic areas. We 
expertise in site Management Activities, Project Management, Medical Writing, Monitoring, Safety 
Reporting, Regulatory services, Potential Site selection, Faster patient Recruitment, Quality compliance 
& Maintenance, and Clinical Research Expertise in India. 

MH & RS is desirous of working with Hospital for the purpose of conducting ICH-GCP complaint phase l- 
V clinical trials for new drug & treatment. 

MH & RS shall play vital role in getting clinical trials to the hospital /institute from the sponsors and 
CROS and execute them in hospital /institute. HCARE 

AURANGABADS 

coleg &RESEA 

meticulous.smo@gmail.com 09766885171 
OHouse No 9-1-143. Sharif Colony. Lane No 6, Near Rashion Shop No 132, Kat Kat Gate, Aurangabad. 431001, Matharashtra, India 

CES LLP 

ARCH 
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SITE MANAGEMENT ORGANISATION 

MH&RS will manage study Operations and study services as directed by study protocol for the duration 

of the clinical trial. 

MH & RS will appoint a Clinical Research Coordinators (CRC)/existing site coordinator who will be a 

point of contact with Sponsor & CRO and ensure smooth conduct of trial at the site. 

MH & RS will appoint project manager (PM) who will be responsible to coordinate and over-see the 

progress and management of CRC activities & trial, ensure data quality, resolve screening, enrollment or 

general issue if any, follow up on post -monitoring action elements and study training as per needs and 

frequent discussion with investigator & sponsor/ CRO on trial progress. 

MH & RS will appoint Quality check (QC Experts) who will be responsible to ensure adherence to the 

protocol, regulatory requirements record keeping and retention. 

Study co-ordination, project management and quality management will be done by METICULOUS 

HEALTHCARE AND RESEARCH SERVvICES LLP. 

MH&RS personnel, CRC, PM, QC Experts will assist Pl and the Intuitions in all trial related activities. 

MH & RS will bear all the administrative cost related to the various activities undertaken by PM, CRC or 

any other staff placed by MH & RS which includes telecommunication, travel cost, training cost at 

various centers across India or abroad. 

MH &RS will be exclusively conducting/managing all trial at the Hospital during the tenure of this 

agreement. This agreement will last for 10 (ten) years and can be renewed further on mutual 

agreement. 

Following activities will be carried out by appointed CRCs 

1. Performing all the activities in strict adherence to the ICH-GCP guidelines, India GCP and 

Regulatory requirement 

2. Preparation for site selection visit and Site Initiation Visit (SIV) 

3. Communication & Follow up with IRB/IEC Submission and Approval 

4. Accurate and complete documentation of relevant EC documentation 

5. Regulatory documents Collection 

6. Patient ldentification for assigned study form OPD or Hospital Database. 

7. Maintenance and update of Trial Master File (TMF), site binders and relevant files 

8. Preparation for site Monitoring Initiation Visit (SMV) and resolving all action items generated during &RESE HCARE 

ARADS 
AU 

meticulous.smo@gmail.com 09766885 171 
OHouse No 9-1-143 Sharif Colony. Lane No 6. Near Rashion Shop No 132. Kat Kat Gate, Aurangabad, 431001, Manrashtra, India 

CES LLA 

RCH S 
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METICULOUS HEALTHCARE 
AND RESEARCH SERVICES LLP 
SITE MANAGEMENT ORGANISATION

Previous monitoring visits 

9. Conduct Study according to International Conference of Harmonization (ICH) E6 and India Good 

Clinical Practice (GCP) regulation 

10. Assisting Principal Investigator in administrating ICF and its procedures 

11. Ensure protocol & applicable regulatory guidelines compliance and adherence 

12. Patients pre- screening enrollment and recruitment 

13. Preparing source notes and CRF filling 

14. Communication with CRA/ Project Manager, Pl, IRB/IEC, site for study updates 

15. Coordinate and schedule subject's regular follow up visits and procedures, maintain regular 

Telephonic contact with patients to preventing lost to follow- up and missed visits. 

16. Managing Clinical Trial Materials (CTM) maintenance, Accountability, distribution and logistics at site 

17. Coordinate all site specific queries- medical, administrative, subject reimbursements and other study 

related activities. 

18. Reporting and coordinating all AE/SAES according to their timelines as per regulatory norms 

19. Filling up and maintaining trial related logs likes source documentation, drug dispensing logs, subject 

Log, visit logs, Investigational product log, temperature log, SAE and EC communication log 

20. Documentation of protocol deviation as appropriate and communicate any impacting subject safety 

To the ethics committee 

21. Coordinate with central and local lab for logistics and sample flow 

22. Attend study related meeting as appropriate 

23. Preparing sites for Monitoring/Auditing visits coordinate close out visit and Archival at site 

24. Any other required activities during the trials. 

25. Identification of potential database from different therapeutic area of Pls 

26. Communication with Investigators/ Hospitals and conduct protocol specific feasibility 

27. Other duties as requested by MH & RS Management. 

RESE 
dic 

GARE& 

AURA BAD 

nouE 
meticulous.smo@gmail.com 09766885171 

House No 91-143. Sharit Colony, Lane No. 6, Near Rashion Shop No.132. Kat Kat Gate. Aurangabad, 431001, Maharashtra, India 
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B. Hospital permits 

1. Hospital will give the space and required facilities to appointed CRC & MH & RS in order to perform 

clinical trials activities under respected Pl. 

2. Hospital will allow MH & RS and Sponsors of Clinical trials to access the facility to verify source 

documents. 
3. Hospital will allow MH &RS to bring Sponsors of clinical trials to meet with P/SITE representatives 

at a mutually convenient time. 

4 Hospital shall permit MH & RS to exclusively manage all clinical trial commenced by SMO services. 

C. Term of Agreement 

The term of this Agreement shall be for a period of 10 years commencing on the effective date 14h Jan 

2022. However, this Agreement shall be reviewed annually by both parties if needed. 

D. Relationship of the parties 

1. Hospital and MH & RS are independent parties. Both parties agree that their relationship is that of 

an Independent contractor and not employer and employee. 

2. Neither party shall have express or implied rights nor authority to assume or create any obligation 

or responsibility on behalf of or in the name of the other party by reason of this Agreement, except 

as provide in this Agreement. 

E. GCP, ICH and CFR compliance 

Hospital agrees to comply with International Conference of Harmonization & Good Clinical Practices 

(ICH-GCP) and all India regulations, CDScO requirement and circulars there under. 

F. Confidentiality 

1. The parties here recognize and agree that due to the complex and competitive nature of the business, 

the confideential of information concerning both parties is of critical importance. Either party shall not, 

either during or after the term of this Agreement, disclose to any third party any confidential 

information and all Information or information relative to the work or the business of either party 

without the written consent of either party MH & RS agrees that it shall not during, or at any time after 

the termination of this Agreement, directly or indirectly disclose or use any information for any reason 

whatever, without the prior written consent of SITE 

RESEA HCARE 

AURANGABAD 

nou 

edica 

meticulous.smo@gmail.com 

S3O 

09766885171 
House No 9-1-143, Sharit Colony. Lane No 6, Near Rashion Shop No.132. Kat Kat Gate, Aurangabad. 431001, Maharashtra, India 
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2. Hospital shall not disclose to any third party any and information about new studies received from 

METICULOUS HEALTHCARE AND RESEARCH SERVICES LLP 

G. Indemnification 

Hospital shall indemnify and hold harmless MH & RS against any losses, claims, liabilities, damages and 

expenses of any nature, directly or indirectly arising out of any act or omission by SITE, its agents, 

directors or employees, MH & RS shall indemnify and hold harmless hospital against any and all losses, 

claims, liabilities, damages and expenses of any nature, directly or indirectly arising out of act or 

commission by MH & RS, its agents, directors, or employees. In no event will either party be required to 

indemnify or hold harmless the other's negligence or gross negligence. 

H.Compensation and Agreement 

1. The Hospital, principle Investigator, METICULOUS HEALTHCARE AND RESEARCH SERVICES LLP and 

Sponsor and/or CRO will enter into a quadripartite clinical trial agreement before/at the time of 

placement of each trial at the Hospital. 

2. All feasibilities and payments shall be routed through METICULOUS HEALTHCARE AND RESEARCH 

SERVICES LLP and pricing while bidding for the trial shall be discussed mutually and final 

correspondence with the Sponsor/CRO also would be handled by METICULOUS HEALTHCARE AND 

RESEARCH SERVICES LLP for smooth and hassle-free finalization of Clinical Trial Agreements. 

3. Getting payment from sponsor and giving to Hospital and /or Investigator is the responsibility of 

METICULOUS HEALTHCARE AND RESEARCH SERVICES LLP. 

4. METICULOous HEALTHCARE AND RESEARCH SERVICES LP will be payee name for all trial related 

payment. 

5. All payment shall be due and payable to the hospital on actual work i.e. number of subject 

randomized or visits completed. 

6. The payment of remuneration shall be after deduction of all taxes under applicable laws. 

7. Allinvoices will be requested from the hospital for study payment and all study related payment will 

be done to MGM Medical College& Hospital, in a period of 15 working days after receiving the 

payment from the sponsor/CRO. HCARE 

AURANGABAD 

Onoua 
RESEAR 8. The details of study budget sharing in INR is as follow: 

O9766885 171 

ys3 

meticulous.smo@gmail.com 
House No 9-1-143, Sharit Colony. Lane No. 6, Near Rashion Shop No.132, Kat Kat Gate, Aurangabad, 431001. Maharashtra, India 



MHERS 
METICULOUS HEALTHCARE 
AND RESEARCH SERVICES LLP 
SITE MANAGEMENT ORGANISATION 

MAICLDI MEALAREARL ARNLAEMAKEA SEAICELEE 

100% study payment will be paid to METICULOUS HEALTHCARE AND RESEARCH SERVICES LLP 

from Sponsor/ CRO for each study. 

65% study payment will be paid to Hospital /Principal Investigator from METICULOUS 

HEALTHCARE AND RESEARCH SERVICES LLP. 

35% study payment fees will be paid to METICULOUS HEALTHCARE AND RESEARCH SERVICES 

LLP 
100% CRC fees will be paid to METICULOUS HEALTHCARE AND RESEARCH SERVICES LLP from 

sponsor /CRO. 

Subject Travel reimbursement amount will be paid to Hospital from METICULOUS HEALTHCARE 

AND RESEARCH SERVICES LLP 

Additional 30% Institutional overhead will be paid from METICULOUS HEALTHCARE AND 

RESEARCH SERVICES LLP received from sponsor/CRO. 

METICULOUS HEALTHCARE AND RESEARCH SERVICES LLP will pay Lab Cost, subject 

Hospitalization, SAE Medical Management charges at actual basis to Hospital /Principal 

Investigator received from sponsor /CRO 

(Note: Hospital/Principal Investigator should provide dedicated working printer, stationary, Electricity, 

Working place, Internet connection facility to our study team.) 

I. Termination of Agreement 

1. This Agreement shall be terminated by mutual agreement by giving sixty (60) days prior written notice 

by either party after the completion of any ongoing trials. 

J.Permission to use personal Information or Statement 

For good consideration, the undersigned authorizes SMO and its assigns to use, publish or reprint in 

whole or part any basic information about my identity, practice, and participation in clinical research 

including any specific details of my clinical research that do not conflict with a previously contacted 

privacy agreement. 

The two parties shall consult with each other and medicate any disputes which may arise about the 

contact. If all attempts fail the two parties can appeal to the organization of arbitration in judicial court 

of the state of Maharashtra India. 

RESEARC dica 

AURANGABAD 

meticulous.smo@gmail.com O9766885171 
House No 9-1 143. Sharit Colony. Lane No. 6, Near Rashion Shop No. 132. Kat Kat Gate, Aurangabad, 431001 Maharashtra, inda 
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Authorized Signature: Authorized Signature: 

**** *** 

Name: Dr.Rajendra Bohra Name: Dr.Deepak Bhosle 

Title: Dean Title: Professor & Head Dept.of Pharmacology 

Hospital Name:Mahatma Gandhi Mission Hospital Name: Mahatma Gandhi Mission 

(MGM) Medical College& Hospital (MGM) Medical College & Hospital 

Date: 24 Jan 2022 Date: 24 Jan 2022 

Stamp: Stamp: 

Professor & H.O.D. 
Department of Pharmacology 

MGM's Medical College 
Aurangabad. 

DEAN 
MGM'S MEDICAI. COLLEG 

AURANGABAD 

Authorized Signature: Authorized Signature: 

Anaw 
*******" 

Name: Shaikh Yahiya Ali Name: Shaikh Anam Fatema 

Title: Founder & Director, Title: Partner 

SMO: Meticulous Healthcare and Research SMO: Meticulous Healthcare and Research 

Services LLP Services LLP 

Date: 24 Jan 2022 Date: 24 Jan 2022 

Address: Sharif Colony A'bad. Address: Sharif Colony A'bad. 

Stamp: Stamp: 
E & RASEARC 

THCARE 

2AURANGABAD 

P0no13 
meticulous.smo@ gmail.com 09766885 71 

House No. 9-1-143, Sharif Colony. Lane No 6, Near Rasthion Shop No 132, Kat Kat Gate, Aurangabad. 431001, Matharashtra. India 
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Memorandum of U nderstanding

This Agreement is made on 12 Dec 2020, by and between "Clinitnfinity Clinical Research Solutions LLP"

having its Office atFlat No. lt , Bus Stop, Sai Corner Building, N-7 Cidco, Aurangabad - 431001,
Maharashtra, lndia referred as a party- A (here in after referred to as the"")

And

Mahatma Gandhi Mission (MGM) Medical College & Hospital, N-6,'Cidco, Aurangabad, Maharashtra 430
003 referred as a party-B (here in after referred to as the "tnstitution")

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to fulfill
conscientiously all the obligations stipulated in it.

NOW, THEREFORE, in consideration of the promise and mutual covenants herein contained and for Other
good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, it is

mutually covenanted and agreed by and between the parties here to as foltows

MGM Medical College& Hospital appoints Clinilnfinity Clinical Research Solutions LLPServicesAs a site
management organization on Exclusive basis for period of 10 years w.e.f L2thDec 2O2O to 13thDec2029.
(will be reviewed and updated accordingly)

" oblisations of clinilnfinity clinical Research Solutions Llpservices:

Clinilnfinity Clinical Research Sotutions LLPis a site management Organization based in Hyderabad
providing end to end clinical research services to the Hospitals and Offers a tomplete range of Clinical
Research in all therapeutic areas. We expertise in site Management Activities, project Management,
Medical Writing, Monitoring, Safety Reporting, Regulatory services, Potential Site selection, Faster patient
Recruitment, Quality compliance & Maintenance, and Clinical Research Expertisein lndia.

Clinilnfinity Clinical Research Solutions LLP Servicesis desirous of working with Hospital for the purpose of
conducting ICH-GCP complaint phase l-lV clinical trials for new drug & treatment.

Clinilnfinity Clinical Research Solutions LLP ServicesShall play vital role in getting clinical trials to the
hospital/Hospital from the sponsors and CROsand execute them in Hospital. .

Clinilnfinity Clinical Research Solutions LLP Serviceswill manage study Operations and study services as
directed by study protocol for the duration of the clinical trial.

Clinilnfinity Clinical Research Sotutions LLPServices will appoint a Clinical Research Coordinators
(CRC)/existing site coordinator who will be a pointof contact with Sponsor & CRO and ensure smooth
conduct of trial at the site.

Clinilnfinity Clinical Research Solutions LLPwill appoint project manager (pM) who will be responsible to
coordinate and over-see the progress and management of CRC activities & trial, ensure data quality,
resolve screening, enrollment or general issue if any, follow up on post -monitoring action elements and
study training as per needs and frequent discussion with investigator & spon sor /CRo on trial progress.

/."
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Clinicol Reseorch Solutions

Memorandum of Understanding

This Agreement is made on 1,2 Dec 2020, by and between "clinilnfinity Ctinicat Research solutions LLP"

having its office atFlat No. LL , Bus stop, Sai corner Building, N-7 cidco, Aurangabad - 431001'

Maharashtra, lndia referred as a party- A (here in after referred to as the"")

And

Mahatma Gandhi Mission (MGM) Medical college & Hospital, N-6, cidco, Aurangabad, Maharashtra 430

003 referred as a party-B (here in after referred to as the "lnstitution")

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to fulfill

conscientiously all the obligations stipulated in it.

NOW, THEREFORE, in consideration of the promise and mutual covenants herein contained and for other

good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, it is

mutually covenanted and agreed by and between the parties here to as follows

MGM Medical College& Hospital appoints Clinilnfinity Clinical Research Solutions LlPServicesAs a site

management organization on Exclusive basis for period of t0 years w.e.f t2thDec 2o2o to lJhDec 2029'

(will be reviewed and updated accordinely)

Clinilnfinity Clinical Research Solutions LLPis a site management Organization based in Hyderabad

providing end to end clinical research services to the Hospitals and offers a complete range of Clinical

Research in all therapeutic areas. We expertise in site Management Activities, Project Management,

Medical Writing, Monitoring, Safety Reporting, Regulatory services, Potential Site selection, Faster patient

Recruitment, euality compliance & Maintenance, and Clinical Research Expertisein lndia.

Clinilnfinity Clinical Research Solutions LLP Servicesis desirous of working with Hospital for the purpose of

conducting ICH-GCp complaint phase l-lV clinical trials for new drug & treatment.

Clinilnfinity Clinical Research Solutions LLP ServicesShall play vital role in getting clinical trials to the

hospital /Hospital from the sponsors and CROs andexecute them in Hospital.

Clinilnfinity Clinical Research Solutions LLP Serviceswill manage study Operations and study services as

directed by study protocol for the duration of the clinical trial.

Clinilnfinity Clinical .Research Solutions LLPServices will appoint a Clinical Research Coordinators

(CRC)/existing site coordinator who will be a pointof contact with Sponsor & CRO and ensure smooth

conduct of trial at the site.

Clinilnfinity Clinical Research Solutions LLPwill appoint project manager (PM) who will be responsible to

.coordinate and over-see the progress and management of CRC activities & trial, ensure data quality,

resolve screening, enrollment or general issue if any, follow up on post -monitoring action elements and

study training as per needs and frequent discussion with investigator & sponsor /CRO on trial progress.



Clinicol Reseorch Solutions
ctiai iesPonsible

to ensure adherence to the protocol, regulatory requirements record keeping and retention.

Study co-ordination, project management and qualitymanagement will be done by Clinilnfinity Clinical

Research Solutions LlPservices. Clinilnfinity Clinical Research Solutions LLPpersonnel, CRC, PM, QC Experts

will assist Pl and the lntuitions in all trial related activities.

Clinilnfinity Clinicat Research Sotutions LLPwill bear all the administrative cost related to the various

activities undertaken by PM, CRC or any other staff placed by Clinilnfinity Clinical Research Solutions

LLpServiceswhich includes telecommunication, travel cost, training cost at various centers across lndia or

abroad.

Clinilnfinity Clinical Research Solutions LLPwill be exclusively conducting/managing all trial at the Hospital

during the tenure of this agreement. This agreement will last for 10 (ten) years and can be renewed

further on mutual agreement.

Followins activities will be carried out bv appointed CRCs

1. Performing all the activities in strict adherence to the ICH-GCP guidelines, Schedule Y lndia GCP and

Regu latory requi rement

2. Preparation for site selection visit and Site lnitiation Visit (SlV)

3. Communication & Follow up with IRB/lEC Submission and Approval

4. Accurate and complete documentation of relevant EC documentation

5. Regulatory documents Collection

6. Patient ldentification for assigned study form OPD or Hospital Database

7. Maintenance and update of Trial Master File (TMF), site binders and relevant files

8. Preparation for site Monitoring lnitiation Visit (SMV) and resolving all action items generated during

Previous monitoring visits

9. Conduct Study according to lnternational Conference of Harmonization (lCH) E6 and lndia Good

Clinical Practice(GCP) regulation '

10. Assisting Principal lnvestigator in administrating ICF and its procedures

11. Ensure protocol & applicable regulatory guidelines compliance and adherence

12. Patients pre- screening enrollment and recruitment

13. Preparing source notes and CRF filling

.14. Communication with CRA/ Project Manager, Pl, IRB/lEC, site for study updates

15. Coordinate and schedule subject's regular follow up visits and procedures, maintain regular

Telephonicconfact with patients to preventing lost to follow- up and missed visits.
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who"witt..be responsible

to ensure adherence to the protocol, regulatory requirements record keeping and retention.

Study co-ordination, project management and qualitymanagement will be done by Clinilnfinity Clinical

Research Solutions Llpservices. Clinilnfinity Clinical Research Solutions LLPpersonnel, CRC, PM, QC'Experts

will assist Pl and the lntuitions in all trial related activities.

Clinilnfinity Clinical Research Solutions LLPwill bear all the administrative cost related to the various

activities undertaken by pM, CRC or any other staff placed by Clinilnfinity Clinical Research Solutions

LlpServiceswhich.includes telecommunication, travel cost, training cost at various centers across lndia or

abroad.

Clinilnfinity Clinical Research Solutions LLPwill be exclusively conducting/managing all trial at the Hospital

during the tenure of this agreement. This agreement will last for 10 (ten) years and can be renewed

further on mutual agreement.

Followins activities will be carried out bv appointed CRCs

L. performing all the activities in strict adherence to the ICH-GCP guidelines, Schedule Y lndia GCP and

Regu latory requi rement

2. Preparation for site selection visit and Site lnitiation Visit (SlV)

3. Communication & Follow up with IRB/lEC Submission and Approval

4 Accurate and complete documentation of relevant EC documentation

5. Regulatory documents Collection

6. Patient ldentification for assigned study form OPD or Hospital Database

7. Maintenance and update of Trial Master File (TMF), site binders and relevant files

8. preparation for site Monitoring lnitiation Visit (SMV) and resolving all action items generated during

Previous monitoring visits

9. Conduct Study according to International Conference of Harmonization (lCH) E6 and lndia Good

. Clinical Practice(GCP) regulation '

10. Assisting Principal lnvestigator in administrating ICF and its procedures

11. Ensure protocol & applicable regulatory guidelines compliance and adherence

12. Patients pre- screening enrollment and recruitment

13. Preparing source notes and CRF filling

, L4. Communication with CRA/ Project Manager, Pl, IRB/lEC, site for study updates

15. Coordinate and schedule subject's regular follow up visits and procedures, maintain regular

Telephonicconiact with patients to preventing lost to follow- up and missed visits.
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5. All payrnent shall-be due .and- payable--to the-.hospital oR actual work i.e. number of subject

randomized or visits comPleted.

The payment of remuneration shall be after deduction of all taxes under applicable laws.

All invoices will be requested from the hospital for study payment and all study related payment will

be done to MGM Medical college & Hospital, in a period of 15 working days after receiving the

payment from the sPonsor/CRO.

8. The details of study budget sharing in lNR is as follow:

. Il}%study payment will be paid to Clinilnfinity Clinical Research Solutions LLPfrom Sponsor/ CRO

for each studY.

. 65% study payment will be paid to Hospital /Principal lnvestigator from Clinilnfinity Clinical

Research Solutions LLP.

. 35% study payment fees will be paid to Clinilnfinity Clinical Research Solutions LLP.

. LOO%CRC fees will be paid to Clinilnfinity Clinical Research Solutions LLPfrom sponsor /CRO.

. Additional ZS% lnstitutional overhead will be paid fromClinilnfinity Clinical Research Solutions

LLPreceived from sponsor /CRO.

. Clinilnfinity Clinical Research Solutions LLPwill pay Lab Cost, subject Hospitalization, SAE Medical

-, Management charges at actual basis to Hospital /Principal lnvestigator received from sponsor

/cRo.

(Note: Hospita/Principal lnvestigator should provide dedicated working printer, stationary, Electricity,

Working place, lnternet connection facility to our study team.)

l. Termination of Agreement

1. This Agreement shall be terminated by mutual agreement by giving sixty (60) days prior written notice

by either party after the completion of any ongoing trials.

J. Permission to use personal lnformation or Statement r

For good consideration, the undersigned authorizes SMO and its assigns to use, publish or reprint in

whole or part any basic information about my identity, practice, and participation in clinical research

including any specific details of my clinical research that do not conflict with a previously contacted

privacy agreement.

The two parties shall consult with each other and medicate any disputes which may arise about the

contact. lf all attempts fail the two parties can appeal to the organization of arbitration in judicial court of

the state of Aurangabad, Maharashtra, lndia

6.

7.

#
Y

t
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Clinicol Reseorch Solutions

Authorized Signature:

\,p
Name:Dr.Rajendra Bohra Df;Ahl

Title: Dean MGM'S MEDICIL COLLEGE

AURAI.IGABAD
Date:

Hospital Name:Mahatma Gandhi Mission (MGM)

Medical College& HosPital

Professor & Head .of PharmacologYDept

Pt or & H.o.D.
ent of Plrarmacolo sy

MGM's [*bdical College
Name: Dr.Deepak Bhosle Aurangabad.

Title: Professor & Head Dept.of Pharmacology

Date:

Hospital Name: Mahatma Gandhi Mission (MGM)

Medical College & HosPital

1) Clinilnfinity Clinical Research Solutions LLP

Authorized Signature:
T CLINIINFINITY

5S 
Cllnlclal Research Soluflons LLP

Nanp: Dr. Vinayak GhaYal partner

Title: Director and CEO

Date:

SMO:Clinilnfi nity Clinical Research Solutions LLP

Address:Flat No. 11 , Bus Stop, Sai Corner Building N-7 Cidco, Aurangabad -431001, Maharashtra

2l AuthorizedSignature:
CI INIINFINIT"Y

Cllntdat ,earch S;tulions LLp

Name: Mr. Mahesh Chudavekar Partner

Title: Director

SMO:Clinilnfinity Clinical Research Solutions LLP

Address: Flat No. 11 , Bus Stop, Sai Corner Building, N-7 Cidcq Aurangabad - 431001, Maharashtra



ffiffiH.Bffi GLI RESEORCH

Memorandum of Understanding

This Agreement is made on L0'n Feb 2021, by and between "Metta clinical Research pvt. Ltd. ,, having itsoffice at H'No' 3232,Plot No.42,Vasant Nagar,Nagpu r,440027 Maharashtra referred as a party- A (here
in after referred to as the,,METTA,,)

And

Mahatma Gandhi Mission (MGM) Medical college & Hospital, N-6, cidco, Aurangabad, Maharashtra
430 003 referred as a party-B (here in after referred to as the,,lnstitution,,)

ffi
lilC0t

The two parties, in a spirit of business cooperation, agree to sign this contract
conscientiously all the obligations stipulated in it.

Now' THEREFORE, in consideration of the promise and mutual covenants herein contained and forother good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, it
is mutually covenanted and agreed by and between the parties here to as follows

MGM Medical College& Hospital appoints
on Exclusive basis for period of 10 years
updated accordingly)

Obligations of Metta Clinical Research:

Metta clinicat Research is a site management organization based in Nagpur providing end to end
clinical research services to the Hospitals and offers a complete range of Clinical Research in all
therapeutic areas' we expertise in site Management Activities, project Management, Medical writing,
Monitoring, Safety Reporting, Regulatory services, Potential Site selection, Faster patient Recruitment,
Quality compliance & Maintenance, and Clinical Research Expertise in lndia.

Metta clinical Research is desirous of working with Hospital for the purpose of conducting lcH-GCp
complaint phase l-lV clinical trials for new drug & treatment.

Metta clinical Research shall play vital role in getting clinical trials to the hospital /Hospital from the
sponsors and CROs and execute them in Hospital.

H No 3232,42"y11Hf llIltlhr::ffi:5, ?JI;Hf-358, s*2222245s
Web; www.msttaclinical.com, email. info@mettaclinical.com

and pledge to fulfill

Metta clinical Research as a site management organization
w.e.f 10" Feb zozr to 09, Feb 2031. (will be reviewed and

67
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Metta Clinical Research will manage study Operations and study services as dirc.cted by study protocol
for the duration of the clinical trial.

Metta Clinical Research will appoint a Clinical Research Coordinators (CRC)/existing site coordinator
who will be a point of contact with Sponsor & CRO and ensure smooth conduct of trial at the site.

Metta Clinical Research will appoint project manager (PM) who will be responsible to coordinate and
over-see the progress and management of CRC activlties & trial, ensure data quality, resolve screening,
enrollment or general issue if any, follow up on post -monitoring action elements and study training as
per needs and frequent discussion with investigator & sponsor/ CRO on trial progress.

Metta Clinical Research will appoint euality check (eC fxperts) who will be responsible to ensure
adherence to the protocol, regulatory requirements record keeping and retention,

Study co-ordination, project management and quality management will be done by Metta Clinical
Research. Metta Clinical Research personnel, CRC, pM, eC Experts will assist pl and the lntuitions in all
trial related activities.

Metta Clinical Research will bear all the administrative cost related to the various activities undertaken
by PM, CRC or any other staff placed by Metta Clinical Research which includes telecommunication,
travel cost, training cost at various centers across lndia or abroad.

Metta Clinical Research will be exclusively conducting/managing all trial at the Hospital during the
tenure of this agreement. This agreement will last for 10 (ten) years and can be renewed further on
mutual agreement.

Following activities will be carried out bv appointed cRCs

1. Performing allthe activities in strict adherence to the ICH-GCP guidelines, Schedule y lndia GCp and

Regu latory req uirement

2. Preparation for site selection visit and Site lnitiation Visit (SlV)

3. communication & Follow up with IRB/lEC submission and Approval

4. Accurate and complete documentation of relevant EC documentation

5. Regulatory documents Collection

6. Patient ldentification for assigned study form OPD or Hospital Database.

7. Maintenance and update of Trial Master File (TMF), site binders and relevantfiles

RESEARCH

MITTA CLINICAL RESHARCH Pvt. Ltd

H.No. 3232,42, Vasant Nagar, Nagpur- MH.- 440A27, Cell: 0S545526358, 9822222459

Web : www. mettaclin ica I .com, email : I nfo@mettacli n ical .com
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8. Preparation for site Monitoring lnitiation Visit (SMV) and resolving all action items generated during

Previous monitoring visits

9. Conduct Study according to lnternational Conference of Harmonization (lCH) E6 and lndia Good

Clinical Practice (GCP) regulation

10. Assisting Principal lnvestigator in administrating ICF and its procedures

11, Ensure protocol & applicable regulatory guidelines compliance and adherence

l-2. Patients pre- screening enrollment and recruitment

13, Preparing source notes and CRF filling

14. Communication with CRA/ Project Manager, Pl, IRB/lEC, site for study updates

15. Coordinate and schedule subject's regularfollow up visits and procedures, maintain regular

Telephonic contact with patients to preventing lost to follow- up and missed visits.

16. Managing ClinicalTrial Materials (CTM) maintenance, Accountability, distribution and logistics at site

17. Coordinate all site specific queries- medical, administrative, subject reimbursements and other study

related activities.

18. Reporting and coordinating all AE/SAEs according to their timelines as per regulatory norms

19. Filling up and maintainingtrial related logs likes source documentation, drug dispensing logs, subject

log, visit logs, lnvestigational product log, temperature log, SAE and EC communication log

20. Documentation of protocol deviation as appropriate and communicate any impacting subject safety

to the ethics committee

21. Coordinate with central and local lab for logistics and sample flow

22. Attend study related meeting as appropriate

23. Preparing sites for Monitoring / Auditing visits coordinate close out visit and Archival at site

24. Any other required activities during the trials.

METTA CLINICAL RESIARCH Pvt. Ltd

H.No. ZZ3Z,4Z, Vasant Nagar, Nagpur- MH.- 44A027, Cell: 03545526358, g&222224fr9

Web: www.mettaclinical.com, email: info@mettaclinical,cam
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25. ldentification of potential database from different therapeutic area of pls

26' Communication with lnvestigators/ Hospitals and conduct protocol specific feasrbility

27. olher duties as requested by Metta clinical Research

B. Hospital permits

1" Hospital will give the space and required facilities to appointed CRC & Metta Clinical Research in
order to perform clinical trials activities under respected pl.

2' Hospital will allow Metta clinical Research and sponsors of clinical trials to access the facility to
verify sou rce documents.

3.

4.

Hospital will allow Metta clinical Research to bring sponsors of clinical trials to meet with pllslTE
representatives at a mutually convenient time.
Hospital shall permit Metta clinical Research to exclusively manage all clinical trial commenced by
Metta Clinical Research

C. Term of Agreement

The term of this Agreement shall be for a period of 10 years commencing on the effective date 10 th
Feb 2021' However, this Agreement shall be reviewed annually by both parties if needed.

D. Relationship of the parties

1" Hospital and Metta clinical Research are independent parties. Both parties agree that their
relationship is that of an lndependent contractor and not employer and employee.

2' Neither party shall have express or implied rights nor authority to assume or create any obligation
or responsibility on behalf of or in the name of the other party by reason of this Agreemcnt, cxccpt
as provided in this Agreement.

E. GCP, ICH and CFR compliance

Hospital agrees to comply with lnternational conference
(lcH-GCP) and all lndia regulations, CDSCo requirement and

of Harmonization & Good Clinical practices

circulars there under.

METTA CLINICAL RHSEARCH Pvt. Ltd
H.No. 3232,42, Vasant Nagar, Nagpur- MH.- 44AA27, Cell: 0954552S358, 9822222459

Web : www* mettacl in ical. com, email : i nfo@mettacl i nical. com
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F. Confidentiality

1. the parties here recognize and agree that due to the complex and competitive nature of the business,

the confidential of information concerning both parties ls of critical importance, Either party shall not,

either during or after the term of this Agreement, disclose to any third party any confidential

information and all lnformation or information relative to the work or the business of either party

without the written consent of either party Metta Clinical Research agrees that it shall not during, or at

any time after the termination of this Agreement, directly or indirectly disclose or use any information

for any reason whatever, without the prior written consent of SITE.

2. Hospital shall not disclose to any third party any and information about new studies received from

Metta Clinical Research.

G. Indemnification

Hospital shall indemnify and hold harmless Metta Clinical Research against any losses, claims, liabilities,

damages and expenses of any nature, directly or indirectly arising out of any act or omission by SITE, its

agents, directors or employees, Metta Clinical Research shall indemnify and hold harmless hospital

against any and all losses, claims, liabilities, damages and expenses of any nature, directly or indirectly

arising out of act or commission by Metta Clinical Research, its agents, directors, or employees, ln no

event will either party be required to indemnify or hold harmless the other's negligence or gross

negligence.

H. Compensation and Agreement

1. The Hospital, Principle lnvestigator, Metta Clinicat Research and Sponsor a nd/or CRO will enter into

a quadripartite clinical trial agreement before/at the time of placement of each trial at the Hospital.

2. All feasibilities and payments shall be routed through Metta Clinical Research and pricing while

bidding for the trial shall be discussed mutually and final correspondence with the Sponsor/CRO also

would be handled by Metta Clinical Research for smooth and hassle-free finalization of Clinlcal Trial

Agreements.

3. Getting payment from sponsor and giving to Hospital and is the responsibility of Metta Clinical

Research.

"'jr' '' t't" Ctl RESEIRCH

Metta Clinical Research will be payee name for alltrial related payment,

All payment shall be due and payable to the hospital on actual work i.e. number of sublect

randomized or visits completed.

4.

5.

METTA CLINJCAL RHSEARCH Fvt- Ltd

H.No. 3ZlZ,1b., Vasant Nagar, Nagpur- MH.- 44AA27, Cell: 0S545526358, 9B22?22459

Web: www. mettaclin ical .com, smail. i nfo@mettacli nical .com
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6.

7.

RESEARCH

The payment of remuneration shall be after deduction of alltaxes under applicable laws'

All invoices will be raised by Metta clinical Research (sMo) after the discussion with Dr' Deepak Bhosle

Prof. and Head, Dept of Pharmacology and ln charge Clinical Research Unit'

All invoices will be shared with Dr Deepak Bhosle to maintain the transparency. sMo willtransfer the

respected amount to MGM Medical college, Aurangabad, in period of 15 working days after recelving

the payment from the SPonsor/CRO'

The details of study budget sharing in INR is as follow:

o Loo%ostudy payment will be paid to Metta clinical Research from sponsor/ cRo for each study'

o 65o/ostudy payment wiil be paid to Hospital from Metta Clinical Research'

o 3ilYostudy payment fees will be paid to Metta clinical Research'

o LOO?ICRC fees will be paid to Metta clinical Research from sponsor /cRo'

r Additional 30% lnstitutional overhead will be paid from Metta clinical Research received frorn

sponsor /CRO.

ical Research will pay Lab cost, subject Hospitalization, sAE Medrcal Management

charges at actual basis to Hospital /Principal lnvestigator received from sponsor /cno'

(Note: Hospital/principal lnvestigator should provide dedicated working printer, statlonary, Electricity'

Working place, lnternet connection facility to our study team')

l. Termination of Agreement

1. This Agreement shall be termrnated by mutual agreement by giving sixty (60) days prior written notic'c

by either party after the completion of any ongoing trials'

J. Permission to use personal Information or statement

For good consideration, the undersigned authorizes sMo and its assigns to use, publish or reprint in whole

or part any basic information about my identity, practice, and participation in clinical rcsearch including

any specific details of my clinical research that do not conflict with a previously contacted privacy

agreement.

The two parties shall consult with each other and medicate any disputes which may arise about the

contact. lf all attempts failthe two parties can appealto the organlzation of arbitration in iudicial court of

ihe state-S, lndia.

MITTA CLINIC{AL RESfiARCH Pvt. Ltd
H.No. 3232,42, Vasant Nagar, Nagpur- MH.- 44AA27, Cell: 0S545526358, 9822222459

B.

9.

Web : www. mettacli n ical . com, emai I : i nfo@ mettacli n ical .com
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Metta Clinical Research Pvt. Ltd.

Name: Dr Jayesh Dhawale

'f itle: Director of SMO

Date: Io €eOZcZ I

SMO: Metta Clinical Research Pvt. Ltd

Address : fI.N o 3232,42, Vas ant na gar,Na gp u r-M[I,-4 40027

MITTA CLlf\tlCAL RESIARCH Fvt. Ltd
H.No. 3232,42, Vasant Nagar, Nagpur- MH.- 440A27, Cell: 0S545526358, 9822?22459

Web : www. mettacl in ical.com, email : info@mettacli n ical.cam

'.r

t
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e

Authorized Signature:

W
Name: Dr.Rajendra Bohra

l'itle: Dean MGM,5 *=|,ilr| cfrLtFG
Date: AURAI\IGA8AS

Hospital Narne:Mahatma Gandhi

Mission (MGM) Medical College&

Ilospital

Professor & Flead Dept.of Phannacology

VO*urofessor & H'0'

r;. n. r."o; ;h?s,ffi[ffi-&Il[?f ffi?fl
Title: Professor & Ilead Dcpt.oAHffirfr$#Bf"t,
Date:

I{ospital Name: Mahatma Gandhi Mission

(MGM) Medical Collegc & Ilospiral
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METTA CLINICAL RESEARCH PW. LTD.

H: NO. 3232, PLOT NO'42,
ASANT NAGAR, NAGPUR-27.

WAHARASHTRA INDIA

Business Process Lead

Date:

SMO: Metta Clinical Research Pvt. Ltd

Address : II.No 3232,42, Vasant nagar,Nagpur-MIl,-440027

RESE[RGH

2) Authorized Signature:

Name:

Title:

METTA CLINICAL RESEARCH Pvt' Ltd

HNo3232'4zva:ffi 
J;:i:i;::::i:H;,ii3:i,1;3?l;ff :f":::l:"Te82/222:-r rrrcE@
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Memorandum of Understanding

This Agreement is made on 01't Dec 2019, by and between o'Q RED Clinical Research Services
(Q RED)"a company registered under company act 1956 having its office at 134, Chitanvis
Nagar, Umred Road, Nagpur-440024, Maharashtra, India referred as a party- A (here in after
referred to as the "QRED")

And

MAHATMA GANDHI MISSION,s, MEDICAL COLLEGE & HOSPITAL (MGM
HOSPITAL), N-6 CIDCO, Aurangabad-431003,Maharashtra, India referred as a party.B(here in
after referred to as the oolnstitution")

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to fulfill
conscientiously all the obligations stipulated in it.

NOW, THEREFORE, in consideration of the promises and mutual covenants herein contained
and for other good and valuable consideration. the receipt and sufficiency of which are hereby
acknowledged, it is mutually covenanted and agreed by and between the parties hereto as follows

MGM College & Hospital Aurangabad appoints Q RED Clinical Research Services as a Site
management organization on Exclusive basis for period of 10 years w.e.f 01't Dec 2019 to 31't

Oblieations of Q RED Clinica,l:iResea't,rctr S,ervicesi
Q RED Clinical Research Services (Q RED) is a Clinical Research Organizations and Site
Management Organization based in Na-epur providin-e end to end clinical research services to the
Sponsors, Pharmaceutical and Biopharmaceutical industrr'. Institutions and Offers a complete range
of Clinical Research in all therapeutic areas. S'e expertise in Site Management Activities, Project
Management, Medical Writing, Monitoring. Safety Reporting, Regulatory services, Potential Site
Selection, Fmbr Patient Recruitment. Quality compliance& Mainienun.L, and Clinical Research
Expertise in lndia.

Q RED Clinical Research Services is desirous of working with Institution for the purpose of
conducting ICH-GCP complaint Phase I-lV clinical trials for new drug & treatment.

Q RED Clinisal Research Services shall play vital role in getting clinical trials to the hospital /
institution from the sponsors and CROs urd .r..ute them in institution.

Q RED Clinical Research Services will manage Study Operations and Study services as directed by
Study protocol for the duration of the clinical trial.

Confidential Page 1 of6
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Q RED Clinical Research Services will appoint a clinical Research coordinator (cRC) who will bea point of contact with Sponsor & CRO und .rrrre smooth conduct of trial at the site.

Q RED clinical Research Services will appoint Project Manager (pM) who will be responsible toco-ordinate and over-see the progress and management of cnc u.iiuiti., & trial, ensure dataquality, resolve screening, enrollment or general islue if any, follow up on post -monitoring actionelements and study training as per needs and frequent discussion with ir"#;;;#;;nsor/cRo
on trial progress

Q RED Clinical Research Services will appoint Quality Check Experts (eC Experts) who will beresponsible to ensure adherence to the proto.oi, r.gutato.y [fii;;&s record keeping andretention' Study co-ordination, project management and quuiirv ;;il;ent wilt u" oL. by eRED clinical research services. Q RED personnel, cRC, ,* ha;;;;;ii;r# i"r ano theIntuitions in all triar rerated activities -: - ^"' '<! L1\uvrLJ vvrrr *JrrrL I I

Q RED clinical Research Services r'r'ill bear all the administrative cost related to the variousactivities undertaken bv PM, cRC or an1' other rtuript;;;J;;'a'r[;tiini.ut research serviceswhich includes telecommunication, travll cost. training cost at various centers across India orabroad.

Q RED clinical Research Services will be conducting /managing all trial (Trials come from eRED) at the Institution during the tenure of this"6br ;fu This ig...*.nt will last for l0 (Ten)year and can be renewed further on mutual agreern""nr.

5 vr\vg

i#'T:Tlg:l,,,1.^a:]],ltiefficetotheICH.GCPguidelines,ScheduleYIndian GCP and regulatorl, requirement.

i l:t::qttl 3: 
t:,=election ,irit and_Site rnitiation visit (srv).\ur v /.

i ?:::yr:11t", & Foilou' up * ith rEC Submission and Approvar.Hyr \/ vclr.

!' ft,l.1uiate 
and complete documentation of relevant EC documentation.5. Regulmy Documents Collection.

6' 
"Patient 

Idbntification for assigned studv from opD or Hospital Database.
7 ' ':' aintenance 

3nd updu,. or riiat Master File (TMF), site binders and relevant files.8' 
lfq,"titi31 for Site .Monitorin-e Initiation visit'(srrav; and resolving all action iremsgen ed during previous.

9' conduct'i'ttudy aciording to International conference of Harmoni zation(IcH) E6 and IndianGood Clinical practice (GCp) regulation. 
rwrr,vrrrL."Lr,rr I

l0' Assisting Principal Investigator in administrating ICF and its procedures.
J] Ensure protocol & applicable regulatory guideliies .on1fliunce and adherence.
I 2 . P atients pre -screen in g, screen in [ .n.o t l"m'ent and recru itm ent.
13. Preparing source notes and CRffilling.

Confidential
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14. Communication with CRAi Project Manager, PI, IRB ll9c,site for study updates.
15. Coordinate and schedule subject's regular follow up visits and procedures, maintain regular

telephonic contact with patients to preventing lost to follow-up and missed visits.
16. Managing clinical trial materials (CTM) maintenance, Accountability, distribution and

logistics at site.
17. Coordinate all site specific queries-medical, administrative, subject reimbursements andother. , rl8' Reporting and coordinating all AE/SAEs according to their timelines as per regulatory

NOTTNS.

l9' Filling up and maintaining trial related logs likes source documentation, drug dispensing
logs, subject log, visit logs, Investigational product log, temperature log, Iojir,i"r-ilg, SAE

20' Documentation of protocol deviation as appropriate arrd communicate any impacting subject
safety to the ethics committee. r ' -----o

21. Coordinate with central and local lab for logistics and sample flow.
22. Attend study related meeting as appropriate.
23.Preparing sites for Monitoring / Auditin,e visits coordinate close out visit and Archival at

site.
24- Any other required activities during the trials.
25.Identification of potential database from different therapeutic area of pls.
26' Communication with Investigfus/ Hospitals and conduct protocol specific feasibility.
27. Other duties as requested by Q RED CliniCil Research Services rurunug.rn;;-"^"'- 

-

B. Institution Permits
1' Institution will give the space and required facilities to appointed CRC & e RED in order toperform clinical trials activities under respected pl.
2. Institution will allou, e RED and Sponsors of clinical

source documents.
3' Instituti'dn will allow-Q RED to bring Sponsors of clinical trials to meet with PIiSITE

represenhtives at a mutualll' convenient time.
4' S{{trji"n shall permit Q RED to exclusively manage all clinical trials commenced by e

,:RED Clinical Research Services.

C. Term of Agreement

Jhe lerm of'.this Agreement shall be for aperiod of l0 year commencing on the effective date 01rt
Dec 2019. Ho*ever, this Agreement shall be reviewed annually by both p'arties.

trials to access the facility to verify

Confidential
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D. Relationship of the parties
1' Hospital/ Institutions and Q RED are independent parties. Both parties agree that theirrelationship is that of an independent contractor and not employer and employee.2' Neither party shall have express or im-plied rights no. uuihority to assume or create anyobligation orresponsibility on behalf of or in tlie name of the oth.. partyby reason of thisAgreement, except as provided in this Agreement.

:

E. GCP, ICH and CFR Compliance '.. 
,Institution/ Hospital agrees to comply with all requirements of cood clinicatr,practices (GCp),International conference of Harm oiiiation (ICH) ura coa" tri.o..J-nJrri;#;'G[i"; uno uryand all future regulations, requirements and writi;gp.;;;d;J#;ffi"?. 

rs,v'r \vr r\'

F. Confidentiality '

l ' The parties hereto recognize and a-eree that due to the complex and competitive nature of thebusiness, the confidentiality of informo:tion concerning both p"ni*r^i, oir.irirul importance. Eitherparty shall not, either during or after the term of thii Agreement, disclose to any third party anyconfidential information and all information or informatiln relative to the work or the business ofeither partv without the written consert,sf eitherffi.g ffi;;;;rirri t, shal not during, or arany time after the termination of this Agreenrent, air*cttv 
".-irai...irv disclose or use anyinformation for any reason whatsoever, wrtnlrt t-hfufuil*rten consent of 5ITE.2' Institutionl Hospital shall not disciose to unv Ail ;;, any and all information abour newstudies received from e RED.

G. Indemnification

Institution/ Hospital shall indemni$' and hold harmless e RED against any and all losses, claims,liabilities' damages and expenses of an1 nature. directly or indirectly arising out of any act oromission by $lru, its agenis, directo., o, .Lptoy.es. e R-ED shall indemnify and hold harmlesshospital''ryainst any and' all losses- claims. tlauititier, daiagl, una expenses of any nature, directlyor indif€ctly arising out of any act or omission bl' Q RED, iIs agents, directors, or employees. In noevent wjll either party be required to indemnify or hold harmless the other for the other,snegl i ge o. g.orJ;d,,r**.

H. Comp"n.uiio, and Agreement
l ' The Institution/ Hospita.f, Principle Investigator, e RED clinical Research Services andSponsor andlor cRo will enter into a quadriparti; clinical trial agreement before/at the
^ time of placement of each trial atthe Institution.2' All feasibilities and payments shall be ro_uted through g RED and pricing while bidding forthe trial while bidding for the trials shall be disculsed mutually and final correspondence
Confidential 
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aJ.

6.

4.

5.

-q
\E*#ts:=1**-i

with the Sponsor/CRO also would be handled by Q RED Clinical Research Services for

Smooth and hassle-free finalization of Clinical Trial Agreements.

Getting payment from sponsor and giving to Institution and lor Investigator is the

responsibility of Q RED Clinical Research Services.

e RED Clinical Research Services will be payee for all trial related payment for each trial.

All payment shall be due and payable to the Institution on the basis of funds received from

the sponsor/CRO on actual work i.e. number of subject randomized o,,visits completed.

The payment of remuneration shall be after deduction of all taxes un6'r,r,h,Pplicable laws.

7 . A11 invoices will be requested from the hospital for study payment and,;,all Study related

payments will be done to MGM Medical College & Haspital:Aurangabad, in a period of 15

workingdaysafterreceivingthepaymentfromthesponsor/CRo..

8. The details of study budget sharing in INR is as follows:
. l00oh Study Payment u,ill be paid to Q RED from SponsoricRo for each study

. 65" Study Payment will be paid to Hospital/?rincipal Investigator from Q RED:

. 35o Study Payment fees will be paid to Q RED
o 100"/" CRC fees will be paid to Q RED from Sponsor/CRo:
. Additional20"/" Institute,,OVeffiead will be paid from Q RED
. a RED will pay lab'::,C,ost, Subj:ect H=nsp,ilalization, SAE Medical Management

charge s at actual,, O d*ir,,,o Flosp itall Pfi nc ipal Inve sti gator.

Q..lote: Hospital/ Principal lhvestigator should provide dedicated working printer, stationary,

electricity, working place, internet connection facilitl'to our study team)

I. Termination of Agreement
1. This Agreement shall be terminated b1' mutual agreement b)' giving Sixty (60) days prior written
notice by either party after the completion of anv ongoing trials.

J. Permission to use Personal Information or Statement
For good consideration, the undersi-ened authorizes SMO and it's assigns to use, publish or reprint

in whole or part any basic information about my identity, practice, and participation in clinical
research including any specific details of m1 clinical research that do not conflict with a previously

contracted privac! agieement.
The two parties shall consult with each other and mediate any disputes which may arise about the

contract. If all attempts fail, the two parties can appeal to the organization of arbitration in judicial
court of Maharashtra, India.

Confidential Page 5 of6
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Name:- Mr. Pratik V. Dadhe
Title:- F'ounder & Director.
Date:- 0l 't Dec 2019
SMO:- .,,-. RFP Clinical Research Serr.ices
Address:"- 134, Chitanvis Nagar, Umred Road. Nagpur.

l) Signature:

2) Stffiature:

Name:- n ffiUii:io B" r*J .,
Title:- P*o ioct- f4>J.ngge4
Date:- 01" Dec-2019 \
SMO:- Q RED Clinical Research Services
Address: - 134, Chitanvis Nagar, Umred Road, Nagpur
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Mahatma Gandhi Mission's Medical College and Hospital Aurangabad

Authorized Signature: t0 A
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Name:- Dg'>Wt &HDSLE

ritre:- D;o*ifffff&1;;"
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SKYLINE CRS SHLINE CRs 
INDIA PVT LTD INDIA PVT LTP 

STITJTE FOR RCA REBEARCH/SO 

GST No. 27AVIPM3618H1ZG 

Website: www.skylinecrsindia.com 

E-mail: info@skylinecrsindia.com 

This Agreement is made on 23*" Dec 2021, by and between "Skyline CRS India Pvt. Ltd" 

having its Oice at reterred as a party- A (here in after referred to as the "SM0") 

And 

Mahatma Gandhi Mission (MGM) Medical College & Hospital, N-6, CIDCO, Aurangabad, 
Maharashtra 431003 (here in after referred to as the"Institution") 

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to fulfil 

conscientiously all the obligations stipulated in it. 

NOW, THEREFORE, in consideration of the promise and mutual covenants herein contained and for 

Other good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, 
it is mutually covenanted and agreed by and between the parties here to as follows 

Mahatma Gandhi Mission (MGM) Medical College & Hospital appoints Skyline CRS India Pvt. 
Ltd Services. As a site management organization on Exclusive basis for period of 10 years w.e.f 23" 
Dec 2021 to 23 Dec 2031. (Will be reviewed and updated accordingly) 

Obligations of Skyline Clinical Research Pvt, Ltd Services: 
Skyline CRS India Pvt. Ltd is a site management Organization based in Pune providing end to end 
clinical research services to the Hospitals and Offers a complete range of Clinical Research in all 
therapeutic areas. We expertise in site Management Activities, Project Management, Medical Writing. 
Monitoring, Safety Reporting. Regulatory services, Potential Site selection, Faster patient Recruitment,
Quality compliance & Maintenance, and Clinical Research Expertise in India. 

Skyline CRS India Pvt. Ltd Services is desirous of working with Hospital for the purpose of 
conducting ICH-GCP complaint phase 1-IV clinical trials for new drug & treatment.

Skyline CRS India Pvt. Ltd Services shall play vital role in getting clinical trials to the hospital 
/Hospital from the sponsors and CROs and execute them in Hospital.

Skyline CRS India Pvt. Ltd Services will manage study Operations and study services as directed by 
study protocol for the duration of the clinical trial. 

Skyline CRS India Pvt. Ltd Services will appoint a Clinical Research Coordinators (CRCyexisting
site coordinator who will be a point of contact with Sponsor & CRO and ensure smooth conduct of trial 
at the site. 

Skyline CRS India Pvt. Ltd will appoint project manager (PM) who will be responsible to coordinate 
and over-see the progress and management of CRC activities & trial, ensure data quality, resolve 

screening. enrollment or general issue if any, follow up on post -monitoring action elements and study 
training as per needs and frequent discussion with investigator & sponsor/ CRO on trial progress.

Skyline CRS India Pvt. Ltd will appoint Quality check (QC Experts) who will be responsible to ensure 
adherence to the protocol, regulatory requirements record keeping and retention. 

City Vista, Kolte Patil A Wing, 1 St floor, office no 12, postevetpriousschoo 

INE RES 
Head Office 

CRS 

Fountain Road, Kharadi, Pune 4 
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Study co-ordination. project management and quality management will be done by SMO Skyline CRS 
India Pvt. Ltd SMO Mis. Namita Rathod (Director) CRC. PM. QC Experts will assist Pl and the 
Intuitions in all trial related activities. 

Skyline CRS India Pvt. Ltd will bear al the administrative cost related to the various activities 
undertaken by PM. CRC or any other staff placed by SMO Skyline CRS India Pvt. Ltd 
which includes telecomnunication. travel cost. training cost at various centers across India or abroad 

Skyline CRS India Pvt. Ltd will be exclusively conducting/managing all trial at the Hospital during 
the tenure of this agreemen. This agreement will last for 10 (ten) years and can be renewed further on 

mutual agreement. 

Following activities will be carried out by appointed CRCs 
1. Performing all the activities in strict adherence to the ICH-GCP guidelines. Schedule Y India GCP 
and 

Regulatory requirement 
2. Preparation for site selection visit and Site Initiation Visit (SIV) 
3. Communication & Follow up with IRB/1EC Submission and Approval 
4. Accurate and complete documentation of relevant EC documentation 
5. Regulatory documents Collection 
6. Patient ldentification for assigned study form OPD or Hospital Database. 
7. Maintenance and update of Trial Master File (TMF). site binders and relevant files 
8. Preparation for site Monitoring Initiation Visit (SMV) and resolving all action items generated

during 
Previous monitoring visits 

9. Conduct Study according to Intenational Conference of Harmonization (ICH) E6 and India Good 

Clinical Practice (GCP) regulation 
10. Assisting Principal Investigator in administrating ICF and its procedures 

I1. Ensure protocol & applicable regulatory guidelines compliance and adherence 
12. Patients pre- screening enrollment and recruitment 

13. Preparing source notes and CRE filling 
14. Communication with CRA/ Project Manager. PI, IRB/IEC, site for study updates 

15. Coordinate and schedule subject's regular follow up visits and procedures, maintain regular 

Telephonic contact with patients to preventing lost to follow- up and missed visits. 
16. Managing Clinical Trial Materials (CTM) maintenance, Accountability, distribution and logistics 

at site 
17. Coordinate all site-specific queries- medical. administrative, subject reimbursements and 

other study 
related activities.
18. Reporting and coordinating all AE/SAEs according to their timelines as per regulatory norms 

19. Filling up and maintaining trial related logs likes source documentation, drug dispensing logs 

subject log. visit logs. Investigational product log. temperature log. SAE and EC communication log 
20. Documentation of protocol deviation as appropriate and communicate any impacting subject 

safety 
to the ethics committee 

21. Coordinate with central and local lab for logistics and sample flow 

22. Attend study related meeting as appropriate

23. Preparing sites for Monitoring/ Auditing visits coordinate close out visit and Archival at site 

LT 



24. Any other required activities during the trials. 25. Identification of potential database from different therapeutic area of Pls 26. Communication with Investigators/ Hospitals and conduct protocol specific feasibility 27. Other duties as requested by SMO Skyline CRS India Pvt. Ltd. 

B.Hospital permits 
. Hospital will give the space and required facilities to appointed CRC &SMO Skyline CRS India Pvt. Ltd in order to perform clinical trials activities under respected PI. 2. Hospital will allow SMO Skyline CRS India Pvt. Ltd and Sponsors of Clinical trials to access 

the facility to verity source documents. 
3. Hospital will allow SMO Skyline CRS India Pvt. Ltd to bring Sponsors of clinical trials to meet with PI/SITE representatives at a mutually convenient time. 

Hospital shall permit SMO Skyline CRS India Pvt. Ltd to exclusively manage all clinical rial 
commenced by SMO Skyline CRS India Pvt. Ltd. 

4 

C. Term of Agreement 
The term of this Agreement shall be for a period of 10 years commencing on the effective date 23s Dec 
2021. However, this Agreement shall be reviewed annually by both parties if needed. 
D. Relationship of the parties 
1. Hospital and SMO Skyline CRS India Pvt. Ltd are independent parties. Both parties agree that 

their relationship is that of an Independent contractor and not employer and employee. 
Neither party shall have express or implied rights nor did authority to assume or create any obligation or responsibility on behalf of or in the name of the other party by reason of this 
Agreement, except as provide in this Agreement. 

E. GCP, ICH and CFR compliance 
Hospital agrees to comply with International Conference of Harmonization & Good Clinical Practices 
(ICH-GCP) and all India regulations, CDSCO requirement and circulars there under. 

F. Confidentiality 
1. The parties here recognize and agree that due to the complex and competitive nature of the business. 
the confidential of information concerning both parties are of critical importance. Either party shall not, 
either during or after the term of this Agreement, disclose to any third party any confidential information 
and all Information or information relative to the work or the business of either party without the witten 
consent of either party SMO Skyline CRS India Pvt. Ltd agrees that it shall not during. or at any time 
after the termination of this Agreement, directly or indirectly disclose or use any information for any 

reason whatever, without the prior written consent of SITE. 
2. Hospital shall not disclose to any third party any and information aboul new studies received trom 
SMO Skyline CRS India Pvt. Ltd. 

G. Indemnification 
Hospital shall indemnify and hold harmless SMO Skyline CRS India Pvt. Ltd against any losses. 
claims. liabilities, damages and expenses of any nature, directly or indirectly arising out of any act or 

omission by SITE its agents, directors or employees, SMO Skyline CRS India Pvt. Lid shall 
indemnify and hold harmless hospital against any and all losses, claims, liabilities, danmages and 

expenses of any nature. directly or indirectly arising out of act or commission by SMO Skytine CRS 
India Pvt. Ltd, its agents, directors, or employees. In no event will either party be required to indemnify
or hold harmless the other's negligence or gross negligence. 

INDI CRS 
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H. Compensation and Agreement 
.The lospital, principle Investigator, SMO Skyline Clinical Research Pvt. Ltd and Sponsor and/or CRO will enter into a quadripartite clinical trial agreement before/at the time of placement of each trial at the Hospital. 

All feasibilities and payments shall be routed through SMO Skyline CRS India Pvt. Ltd and pricing while bidding for the trial shall be discussed mutually and final correspondence with the Sponsor/CRO also would be handled by SMO Skyline CRS India Pvt. Ltd for 
smooth and hassle-free finalization of Clinical Trial Agreememts. 3. Getting payment from sponsor and giving to Hospital and /or Investigator is the responsibility of 
SMO Skyline CRS India Pvt. Ltd. 

4. SMO Skyline CRS India Pvt. Ltd. will be payee name for all trial related payment. 5. All payment shall be due and payable to the hospital on actual work i.e. number of subject randomized or visits completed. 
6. The payment of remuneration shall be after deduction of all taxes under applicable laws. 
7. All invoices will be requested from the hospital for study payment and all study related payment will be done to Mahatma Gandhi Mission (MGM) Medical College & Hospital, in a period of 15 

work ing days after receiving the payment from the sponsor/CRO. 
8. The details of study budget sharing in INR is as follow: 

100% study payment will be paid to SMO Skyline CRS India Pvt. Ltd from Sponsor/ CRO for each study. 
65% study payment will be paid to Hospital /Principal Investigator from SMO Skyline CRS India Pvt. Ltd. 
35% study payment fees will be paid to SM0O Skyline CRS India Pvt. Ltd. 
100% CRC fees will be paid to SMO Skyline CRS India Pvt. Ltd from sponsor RO. 
Subject Travel reimbursement amount will be paid to Hospital from SMO Skyline CRS India 
Pvt. Ltd. 

Additional 30% Institutional overhead will be paid from SMO Skyline CRS India Pvt. Ltd 
received from sponsor/CRO. 
SMO Skyline CRS India Pvt. Ltd will pay Lab Cost, subject Hospitalization, SAE Medical 
Management charges at actual basis to Hospital /Principal Investigator received from sponsor 
C RO. 

(Note: Hospital/Principal Investigator should provide dedicated working printer, stationary.Electricity, Working place, Internet connection facility to our study team.) 
I. Termination of Agreement 
1. This Agreement shall be terminated by mutual agreement by giving sixty (60) days prior written notice by either party after the completion of any ongoing trials. 
J. Permission to use personal Information or Statement 
For good consideration, the undersigned authorizes SMO and its assigns to use, publish or reprint in 
whole or part any basic information about my identity, practice, and participation in clinical research 
including any specifie details of my clinical research that do not conflict with a previously contacted 
privacy agreement. 
The two parties shall consult with each other and medicate any disputes which may arise about the 
contact. If all attempts fail the two parties can appeal to the organization of arbitration in judicial court of the state of Maharashtra India. 

INDIA CRS 

PUNE 



Authorized Signature: 
Professor & Head Dept. Of Pharmacology:

'****'****

. 
**** 

Name: Dr. Rajendra Bohra Name: Dr. Deepak Bhosle 
Title: Dean Title: Professor & Head Dept. Of Pharmacology 
Date: Date: 

Hospital Name: Mahatma 
Gandhi Mission (MGM) 
Medical College & Hospital. 
Aurangabad. 

Hospital Name: 
Mahatma Gandhi Mission (MGM) Medical | College & Hospital, Aurangabad. 

Stamp: 
Stamp: 

Professor & H.O.D. 
Department of Pharmacology 

MGM's Medical College 

Aurangabad. 

DEAN 
MGM'S MEDA COLLEG 

AURANGABAD 

Skyline CRS India Pvt. Ltd SMO Skyline CRS India Pvt. Ltd SMO 

DIA 1) Authorized SignatureAS INO 2) Authorized Signature: 

NDU PUNE Manlauw 

°****** 

Name: Ms. Namita Rathod 
Name: Mr. Shantanu Deshmukh 

Title: Director-Clinical 
Title: Operation Manager 

Operation 
Date: 23 / Dec / 2021 

Date: 23 /Dec / 2021 
Address: City Vista, Kolte Patil A wing. Address: City Vista, Kolte Patil A 
s Floor, Office No.12, Opposite 

wing, 1s Floor, Office No.12, Opposite 
Victorious School, Fountain road, 

Victorious School, Fountain road, 
Kharadi, Pune-411014, Maharashtra. 

Kharadi, Pune-411014, Maharashtra. 

Stamp: Stamp: 



-CArd qrnL"
CLinicat Research Services
Yhe [*g*ey of clinlcaL excel{,ence

Memorandum of lJnderstanding

This Agreement is made on 06'h Novemb er 2020, by and berween *ARDENT CLINICAL
RESEARCH SERVICES (ACRS)" a company registered under company act 1,956 having its Office
No.304, Level-3, Gagan Kapital Building, Opposite Kapila Hotel, Dhole patil Road, pune-g1,
MH, INDIA teferted as a palty- A thete in after referred to as the *ACRS")

Ikon Multispecialty Hospital, Rose Park, Mainu Hill Rd, opp. Baba Auto Cate, Shatabdi
Nagar, Cidco, Aurangabad, Maharushtra 431O01,r INDIA refetred as a party -B (hete in aftet
referted to as the "Institution")
The two patties, in a spuit of business cooperation, agree to sign this contr act and. pledge to fulf,rll
conscientiously all the obligations stipulated in it.

NOW, THEREFORET in consideration of the ptomises and mutual covenants herein contarned
and for othet good and valuable consideration, the teceipt and sufficiency of which are hereby
acknowledged, it is mutually covenantecl and agreed by and tetween the parties here to as follows

Ikon Multispecialty Hospital, Rose Patk, Mainu Hill Rd, opp . Baba Auto Care, Shatabdi
Nagat, Cidco, Aurangabad, Maharushtra 431001,INDIA appoints Ardent Clinical Research
Services As a Site management orgarization on Exclusive basis for pedod of 05 years w.e.f 06,r,
November 2020 to 05'h Novemb er2025. (rvill be reviewed and updated accordingly)

Atdent Clinical Research Services fACRSI is a Clinical Research Organrzations and Site
managernent Otgantzatton based in Pune ptoviding end to end clinical research services to the
Sponsors, Pharmaceutical and Biophatmaceutical industry, Institutions and Offers a complete range
of Clinical Reseatch in all therapeutic areas. We expertise in Site Management Activities, project
Management, Medical \Mriting, N{onitoring, Safety Reporting, Regulatory services, potential Site
Selection, Faster Patient Recruitment, Quality compliance & Maintenance, and clinical Rese arch
Expertise in India,

Ardent clinical Research Services is desirous of working with
conducting ICH-GCP complaint phase I-IV, BA/IIE, Biospecimen
d*g & tleatrnent.

Institution for the purpose of
collection clinical trials for nerv

';i

to the invesugator frorn

Pagc L of7

Ardent Clinical Research Serwices shall play vital role in getting clinical trials
the spdnsors and cRos and execute thern in institution. 

j\
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Atdent Clinical Reseatch Services will manage Study Operations and Study services as directed by
Study protocol for the duration of the clinical tlral.

Atdent Clinical Research Services will appoint a Clinical Research Coordinatot (CRC) who will be a

point of contact with Sponsot/CnO and ensure smooth conduct of trial at the site.

Atdent Clinical Reseatch Services will appoint Project Manager (PM; who wrll be responsible to co-

ordinate and ovet-see the Progress and management of CRC activities & trial, ensure data quality,

resolve scteening, entollment or general issue tf any, follow up on post -monitodng action elements

and study training as per needs and frequent discussion with investigator & Sponsor/CRo on trial
progtess.

Ardent Clinical Reseatch Services will appoint Quality Check Experts (QC Experts) who will be

tesponsible to ensute adherence to the ptotocol, regulatory requirements record keeprng and
retention.

Study co-ordination, ptoject management and quality management will be done by Ardent clinical
tesearch services. Ardent petsonnel, CRC, PM, QC Experts will assist PI and the Intuitions in all trial
related activities.

Ardent Clinical Research Services will bear all the administrative cost related to the various activities
undertaken by PM, CRC or any other staff placed by Ardent Clinical research services which includes
telecornmunication, travel cost, ttaining cost at various centers across India or abroad.

Ardent Clinical Research Services will be exclusively conducing /managlng ail, ttal at the Institution
during the tenure of this agreement. Thrs agteement will last for 05 lfive; years and can be renewed

further on mutual agreement.

1. Performing all the activities in sftict adherence to the Indian Good Clinical Practice (GCP;

regulation and New Drugs and Clinical Trials Rules, 2019.
2. Prcparatton for Site selection visit and Site Initiation Visit (SIV)

3. Communication & Follow up with IRB/IEC Submission and Approval ,,: !

4. Accurate and complete documentation of relevant EC documentation
5. .Regulatory Documents Collection
6. Patient Identification for assigned study from OPD, Hospital Database and PI

Confidential

teferals.
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7. Maintenance and update of Trial Master File GMF;,site binders and televant flles

8. Preparation for Site Monitodng Visit (SMV), Remote Monitoring Visits (RMV) and resoL.itg

all action items of SMV and RMV within a 2 days post visit.

9. Conduct study according to Intemational Confetence of Harmonizatton (ICHI E,6 (R2),

Indian Good Clinical Practice IGCPI tegulation and New Drugs and Clinical Trtals Rules,

201,9.

10. Assisung Principal Investigator in administratrng ICF and protocol ptocedutes and

assessments.

11. Ensure protocol & applicable regulatory gurdelines compliance and adherence

1.2. Paaents pre-screening, screening enrollment and rectuitment compulsory in each study

13. Prep^rrng source notes and CRF filling

14. Communication with CRA/Ptoject Manager, PI, IRB/IEC, site for study updates

15. Coordinate and schedule subject's tegular follow up visits and ptocedutes, maintain tegulat

telephonic contact with patients to pteventing lost to follow-up and missed visits.

1,6. Managing clinical trial materials(CTMl maintenance, Accountability, distdbution and logistics

at site

1.7. Coordinate all site specific queries-medical, adminisuad.ve, subject reimbursements and other

18. Reporting and coordinating all AEISAEs according to their timelines as per tegulatory norms

19. Filling up and maintaining trial relat.d 1og. likes source documentation, d*g dispensing logs,

subject 1og, visit logs, Investigational ptoduct log, temperatute log, logistics 1og, SAE, and EC

communication log

20. Documentation of protocol deviation as appropriate and communicate any impacting subject

safety to the ethics committee

21,. Coordinate with centtal and local lab for logistics and sample flow

22. Attend study telated meeting or webin^r 
^s 

appropdate

23. Prep^rlngsites for Monitoring /Auditing visits coordinate close out visit and Archival at site

24. Any othet required activities during the trials.

25. Identification of potential database from diffetent thetapeutic area of PIs

26. Communication with Investigators/ Hospitals and conduct protocol specific feasibrlity

27. Other duties as requested by Ardent Clinical Reseatch Services Management

B. Institution Permits

1. Institution will give the space and required facilities to appointed CRC &,.A.C&S in order to
perform clinical trials activities under respective PL 'ir

2. Institution will allow ACRS and Sponsors of clinical trials to access the facility to verify source

documents. \
Confidential Page 3 of 7
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3. Institution will allow ACRS to bring Sponsors of clinical trials to meet with PI/SITE,
representatives at a mutually convenient time.

4. Institution shall permit ACRS to exclusively manage all clinical tnzl commenced by Ardent
Clinical Reseatch Services.

C. Term of Agreement
The term of this Agreement shall be fot a period of 05 years commencing on the effective date 06m

November2020. However, this Agreement shall be reviewed annuatty by both parties if required.

D. Relationship of the Parties
1. Institution and ACRS are independent paties. Both parties agree that their relationship is that

of an independent contractor and not employer and employee.

2. Neither p^rry shall have express or implied rights nor authodty to assume or create any
obligation or responsibitity on behalf of or in the name of the other p^rq by reason of this
Agreement, except as provided in this Agreement.

E. GCP, ICH and CFR Compliance

Institution agrees to comply with all tequirements of Good Clinical Practices (GCP), International
Conference of Hatmonizatton IICHI and Code of Federal Regulations (CFR; and zny and all future
regulations, requirements and writing promulgated there under.

")\/
t

Confidential Page 4 of 7

,1

I



F. Confidentiality
1. The paties here to recognize and agree that due to the complex and competitive nature of the

business, the confidentiality of information concerning both parties is of cdtical importance. Either
p^rq shall not, either during or after the tetm of this Agreement, disclose to any thtd party any
confidential infotmation and all information or information relative to the work or the business of
either parq without the wdtten consent of either p^rq.ACRS agrees that it shall not dudng, or at any

time after the tetmination of this Agreement, directly or indirecdy disclose or use any information for
any reason whatsoever, without the pdor written consent of SITE,.

2. Institution shall not disclose to any third parry any and all information about new studies teceived
from ACRS.

G. Indemnification
Institution/Pl shall indemni$, and hotd harmless ACRS against any and all losses, claims, liabilities,
damages and expenses of any nature, directly or indirectly arising out of any act or omission by SITE,
its agents, ditectors or employees. ACRS shall indemniSr and hold harmless hospital against any and
all losses, claims, liabilities, damages and expenses of any nature, direcdy or indirectly arising out of
any act or omission by ACRS, its agents, directors, or employees. In no event will either party be
required to indemni$r ot hold harmless the other for the other's negligence or gross negligence.

H. Compensation and Agteement

1'. The Institution, Principle Investigator, Atdent Clinical Research Services and Sponsor and/or
CRO will enter into a quaddpartite clinical tnal agreement before/at the time of placement of
each ffral at the Institution.

2. All feasibilities and payments shall be routed through ACRS and pricing while bidding for the
trial while bidding for the trials shall be discussed mutually and final correspondence with the
Sponsot/CRo also would be handled by Atdent Clinical Research Services for Smooth and
has s le- fr e e fnahzatio n o f Clinic al T nal Agre emen ts .

3. Getting payment from sponsor and girirg to Institution and lor Investigator is the
responsibility of Ardent Clinical Research Services.

4. A11 payment will come to Ardent Clinical Research Services by the sponsors/CRo and Ardent
Clinical Research Services will be payee for all tdal related payment for each trial

5. A11 payment shall be due 
^nd, 

p^yibie to the Institution on the basis of funds received from
the sponsot/CRO on actual work i.e. number of subject randomized or visits completed.

6. The payment of remuneration shall be after deduction of all taxes undet applicable laws.
7. A11 invoice will be requested from the hospital for study payment and all Study related

payments will be done to Ikon Multispe ctaky Hospital(insutution), 1$ a petiod of 15 working
days after receiving the payment from the sponsor/CRO

Confidential Page 5 of 7
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1. The details of study budget sharing in INR is As follows :

o 100 % Study Payment will be paid to ACRS ftom Sponsor/CnO for each study.

o 60 % Srudy Payment will be paid to Hospital /Principal Investigator from ACRS.

. 40 % Study Payment Fees will be paid to ACRS.

o IOO % CRC fees will be paid to ACRS from Sponsor/CRo.
. Addruonal25 04 Institutional Overhead wilt be paid from ACRS (if applicable)

o 
*::#,"i3,:11 ff .:i;iffi:#i;x;:,Y;L:? [ l,? #: ffi :i 

M a n a ge m e n'[ c h ar ge s

(Note: Hospital lPrincipal Investigator should provide dedicated working Printer, Stationary, Electriciry,

Working place, Internet connection faciliry to our study team.)

I. Termination of Agreement
1. Ttus Agreement shall be terminated by mutual agreement by gi-.itg Si"ty (60) days prior written

notice by eithet parq after the completion of any ongoing trials.

J. Permission to use Personal Infotmation ot Statement
For good consideration, the undetsigned authorrzes SMO and its assigns to use, publish ot reprint in
whole or part any basic information about my identity, practice, and participation in clinical tesearch

including any specific details of my clinical research that do not conflict with a pteviously conttacted
privacy agreement.

The two parties shall consult with each other and mediate any disputes which may arise about the

contract. If all attempts fail, the two parties can appeal to the otg rrLz^tion of atbittation in judicial

court of the State of Pune, MH, India.

t
:i

4|!

Authorized Signature:

Name:

Tide:

Date:

\X/itness Signatute:

Witness Name:-

Title:-

Date:-

Hospital Name:- Ikon Multispecialty Hospital, Rose I Hospital Namei Ikon Multispecialty Hospital,
Park, Majnu Hill Rd, opp. Baba Auto Cate, I Rose Patk, Mainu Hill R6 opp. Baba Auto Cate,
Shatabdi Nagat, Cidco, Auiangabad, Maharashtra I Shatabdi Nagat'j Cidco, Autangabad,
431.001, INDIA Maharashtra 43L00L. INDIA

Confidential Page 6of7



Ardent Clinical Reseatch Services, Pune

1) Signature:

Narne: -Mr. Chandu Devanpally

Dhole Patil Road, Pune-L(, MH, INDIA

2) Signature

Name:- Mts. P tanial Ausekar
Title: - Head-Operations & Ptoject Manager
Date:- OG NrOV. 2D1.t)
SMO:- Ardent Clinical Research Services
Address: offrce rt{o.304, Level-3, Gagan r{apital Building,
Dhole Patil Road, Pun*01, MH, INDIA

Opp o si te l{apil a If o tel,

Opposite lfupila Hotel,

EsS
o

a
(l)

-4r,*o2
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CLINICAL TRIAL AGREEMENT
("Agreementr)

THIS AGREEMENT is made by and between

(1) Parexel International clinical Research Privater,imited, cowrks, coworking Spaces pvt Ltd- RMz Eco world, Groundfloor' Bay Area- Adjacent to Building 64, outer Ring Road, oru*u0."*nurrari village, Bengaluru -560103, Kamatak4 India

(hereinafter "CROrr)

And

(2) Mahatma Gandhi Mission's (MGM) Medical college & Hospitar, N-6 cIDCo, Aurangabad - 43 1003, Maharashtra, India.

(here inaft er,,Institution,,)

And

' Hffiififilffir*l'" Mahatrna Gandhi Mission's (MGM) Medical couege & Hospital, N-6 crDco, Aurangabad -

(hereinaft er',Investi gator, )
And

n' 
f,lt:'r:'flfitr ,T*,Xli:'"^ 

LLP, shree Prasad Block No D-2, Prakash Housing Society, Karewadi phata, rhergaon, pune

(hereinafter "SMO,,)

together the "Parties,, and each a ,,part5r,,

,,,, regarding

A,\,urticenter, **o"TK:f:.I:1**-,ill"riiJ}"t !ffii1?$ffi:,Tffi;:'i:R p,,-**encebrBudesonide 80 pg andFormoterol Fumarate Dihydrate +.s pg rirralaiion Product (ciph Lt;;;;"rparison with the n"rrr.i.. p.oducl Symbicort@@udesonide/Formoterol rumatate oit'yatli., 
-ioTilirrg 

per actuutifn; rnrrurution e".sol (AstraZeneca, USA), in Adult Asttrma patienrs.

Budesonide/Form",..", rrr**!81*?L;?3/;l pg(hereinaft er *Study Drug,)

of

arcipraHouss.r.rilflY,?,*"f HXrH,o,*KadamMars
Lower parel,.Mumbui +OOOI:, tviatrarashtra, India.- 

- ---,
(hereinaft er*SPONSOR,)

WHEREAS' sPoNsoR is the sponsor of the multi-center/multi-centre Study to clinically evaluate the study Drug and cRo(or its Affiliate) has been retainei uv ipo^Nson til.i 
" 

r"p*"t. *itt#;G#g llii"i as spoNsoR,s contractor anddesignee in managing the Study ror (poNson; *i - -- - err*.srv wfltten agreement) to act

WTIEREAS' Institution' sMo, and Investigator shall Fully cooperare-wit!^cRo and shafl permit cRo to perform any and allof the sPoNSo\'9 studv oblilatibns anJto exercise 
"rvLa "i'i 

oiSpoNSoR s ltroyl,grri. that rie witti spoNsoit on trre
3i'61-:fto,l'tfj:k1- 

ana-ccp regulations 
"'-tr,",iir,,r'i,ii'gr,,, *"." cno;, l*r-ri!h,r, u, has been deregated by

WHEREAS, Investigator is an employee oflnstitution; and

256954 CRD2OIND 156 CSe Oelmum English 20220530 1.0 
page I of 20
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1.

WHEREAS, Institution, SMO, and Investigator each desires to participate in the Study as described in this Agreement; and

WHEREAS, this Agreement explains the joint and several obligations and rights of Institution, SMO, and Investigator, and
the obligations and rights of cRo with respect to the performance of the studyl and

WHEREAS' SMO is authorized to sign the Agreement as a parly hereto, and has been engaged by Investigator and/or Institution
to act as a payee for the financial aspects according to this Agreement and to coordinate with Investigator and Institution at the study
site in accordance with the requirements of the Study and this Agreement on behalf of 1119 Institution and Investigator.
Notwithstanding, Institution and Investigator remain ultimate responsible for the performance of SMO. Institution and Investigitor,s
responsibilities and obligations c'ted 'n this Agreement remain unchanged, with and/or without involvement of SMO; and
WHEREAS, under this Agreement CRO does not act, or purport to act, as SPONSORs contractual agent, but rather as
SPONSOR's appointed designee for managing the Study.

DEF'INITIONS

Definitions for terms used in this Agreement are in Exhibit B.

2. CONDUCTOFTHESTUDY

2.1 Institution agrees, and commits itself to CRO, to allow Investigator and other Study Personnel to conduct the Study at
Institution, and warants that Investigator and other Study Personnel are employed by Institution.

2.2 Investigator agrees, and commits itself to CRO, to conduct the Study at Institution and warrants that he/she is employed by
Institution. Investigator shall personally supervise the conduct of the Study by the Study personnel to the full extent
contemplated by the Protocol and by Applicable Law.

2.3 Inyestigator, SMO, and Institution acknowledge that SPONSOR is the sponsor of the Study, and as such is an intended third-
, party beneficiary of this Agreement, whereas SPONSOR transfers any or all of the SPOiiSOR's Study-related functions to

CRO in compliance with ICH-GCP, sec. 5.2.1. In addition to the foregoing, Investigator and Institution agree that CRO may
disclose any and all Information and/or documents relating to this Agreiment, and/or;lating to Investigatoi,s and Institutionls
participation in the Study (including without limitation any ReportJor other documents or-materials piovided by Invesiigator
or Institution to CRO hereunder), to SPONSOR. All references to SPONSOR herein (whether in the context of O.tiu..y of
Inforination' submission of applications, financial tsrms, or anything else) derive from ipoNsoR,s status as such, as set out
by Applicable Law and GCP regulations, and Investigator and Institution agree to all such instances. Investigator andlnstitution
will Fully Cooperate with CRO's requests relating to SpONSOR.

2.4 Investigator and Institution acknowledge that CRO is the recipient of Services described in this Agreement and, for the
avoidance of any doubt, that SPONSOR is not the recipient of Services described in this Agreement.

2.5 Institution, SMo, and Investigator specifically agree, and commit themselves to CRO, to (and warranr that Study personnel
' will) conduct the Study in a diligent, eflicient, and skilful manner, in strict compliance with the terms and conditions of this

Agreement, the Protocol including subsequent-amendments, any specific Study Instructions, Applicable Law, all requirements
ofthe Institution or facility, and any other professional standards ipplicable to their professionai industries and fields. Neither
Institution nor Invesligator nor any Study Personnel shall commit any negligent acts or any willful misconduct in connection
with the Study. Neither Institution nor Investigatol lor any Study Personnel shall make any unauthorized warranties to any
person (including Subjects) concerning the product being tested in the Study. Institution and investigator accept responsibility
for the acts and omissions ofall Study personnel in the Study.

2,7

Investigator shall obtain the written approval of the appropriate Institutional Review Board (IRB) or Ethics Committee (EC)
prior to commencement of the Study and will furnish bnO *itt the IRB/EC,s letter of approval.

If required by Applicable Law, CRo shall make, or procure that SPoNSOR makes, the necessary submissions or notifications
to the regulatory authorities. 

_ 
The Study may not commence until the Investigator has been informed by CRo that such

authorization has been granted.

2.9 Investigator shall, prior to a Subject's participation in the Study, obtain the Subject's written informed consent to participate in
.the 

Study. Each Subject's written informed consent shall be in-a form that is in accordance with the protocol.

2.6

f
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2,9 Investigator shall enroll the number ofduly qualified (according to the protocol) Subjects for the Study as set forth in ExhibitA and shall do so according to the timeta'ute set forth in pxrri6it a. Noi*itrrt*aing the foregoing, Investigator agrees that ,SPoNSOR or cRo may unilaterally revise the number of subjects-that tnvestigator shall enroll, and/or the timeframe for suchenrollment, via Study Instructions at any time.

Institution' SMo' and Investigator shall (a) keep a detailed and written inventory of all clinical supplies, equipment and StudyDrug provided by SPoNSOR or cRo or its erntiates and shall ,i*. ,u.r,'*ut".iui, ur*raiII^tl m" protorol or SrudyInstructions and O) retain all necessary Subject records and/or documents whether electronic, paper, or in any other formrelating to the Study for fifteen (15) years after the end.or the pr.rut*" L*ination of the Study.- Institution and Investigatorshall provide to cRo or its Affiliatei ail study data colrecred; 
"^";"fi}o^, * t"il;;d by ajtb.

Institution, SMo, and Investigator^agreeahat they are notpresently under any agreement or obligation which conflicts with theduties and obligations owed to cRo or SPoNsoir under tirit Agr";;;;;;;; fi.ri1h", ugr." no, to"*J"nur.. any such obligationor agreement during the course ofthe Study. Investigator warrlnts trr"t r" Srray^p*sonnel are presently under any agreementor obligation which conflicts with the duiies and oSligationr o*"JJo ipoNson or cRo *'d;thJ, Agreement, and shallensure that no Study Personnel will undertake any such-obligation or ugr".rn*t during the course ofthe Study.

Institution' SMo' and Investigator hereby acknowledge and agree that each has received suflicient Information regarding theirrespective participation in the study' In addition, Investigalor further *uo*t, (i) that helshe has distributed all relevantInformation to the Studv Personnel who have u r""d to knolw such lnformutior- in order to perform their assigned tasks on theStudy, and (ii) that he/sire, and all Study P;..;"i^ appricaure), tras reai and understands such Information.

Institution and SMo shall, throughout the duration of the Study, provide, keep available to the Study personnel and maintainall necessary Resources for the idequate performance of 
lhe 

sfiI. Ilr;;rtq;q shall, throughoui tir. orrution of the Study,ensure that adequate study Personnel are ivailable to complete the ituoy. iniutrtion, siuro,-riJiriesigator shall inform CRopromptly in writing (including by email) about all changes irrp;r6;ti; n"rt*"", and/or the Study personnel.

The Protocol, including any amendments thereto, constitutes an integral part of this Agreement by reference. In case of anyinconsistency between this Agreement and the Protocol, the protocol ihalitut pr.r.a"*. on ,nuu.r, oi medicine, science andconduct ofthe Study; otherwise the terms of this Agreement shall prevai r. 
Prwwuv.w u' ru4*tirs ur

*'jj::ti:l#[1"il,','j'ffit::ffffi[if.:Hlf cRo and SPoNSoR, as appricabre, ror al cosrs arising our orrnsrirurion,s, sMo,s,

2.10

2.ll

2.12

2,13

2.14

2.16

2.17

2.lg

2,lg

2,15

Institution' SMo' and Investigator agree that it*r,lly9{ P.:o"11,:lisa-gove.mment employee, official and/or performing agovemmental function, such relationship may be disclosed to *r. spoNiofrnd any compensation that such individual receiveswith respect to the Study may be disclosed tothe Institution anJlr rr.*iy rppi*"a.

Institution' SMo' and Investigator warrant that neither they, nor any Study personnel are officials, agents, or representatives ofany government or political party or international organization_whe.r irr"y^ q1y be in positions of authority to be able toimproperly help cRo or SPONSdR obtain a business aivanta€e. rnrtitrtior,'srrao, and Investigator further warrant that neitherthey nor any Study Personnel shall make any payment,-eitlier directly oi irdirrctly, of any money or other consideration(hereinafter Payment), to golemmext ot potiticai party officials, om"iuL orintemational organizations, candidates for public 
,

oflice' or representatives of other businesses or p.r*^ acting on behaliof *y 
"f 

ah; f";6;ir;ltrereinafter collectivelyofficials) where such Payment would constitute violation 
"f 

*; h*, iJrding the u.s. Foreigrr comrpt practices Act. In noevent shall Institutiorl Investigator, sMo, or any Study personnel .;k; ;; payment either directly or indirectly to officialsif such Pavment is for t\.n*n91^gtlnfluencid o..iJr"^ 
". 

r.,i;;;t'..tp.ct to rhe subjecr matter of this Agreement orany other aspect of cRo's or sPoNSoR's bus]ness. Institution, srvro,-and Investigator shall report any violation of thiswarrarty promptly to cRo and agree to respond to any cRo inquiries uuout uny potintial violations and make appropriaterecords available to cRo or sroNson upon request. at any time uporirr" i"qr"rt orcRo,rnstitution, sMo, and Investigatoragree to promptly certify. in writing th.it ongoing compliance r*i trt" .o.pliance of il ;th;; il;y personnel) with the .wan"anties contained in this section z' t z. tntti-tutiir shall maintain ,ecoro, in 
"o*pti*.e with 2l cRF part I L

If cRo or sPoNSoR requests Institution and/or Investigator to source marketed/comparator drug, cRo will reimburse Institution
ffi['ff:":r:;|f:"ffi1ffi3f#::lA' Institution ;d Investftator wanani *,ut tr'.v *lr ,,ry il;; d,"s products thar compry

Investigator shall agree to keep the IMPs in Temperafure controlled manner as specified in the protocol and temperature logger
ffi*:"til]' 

be sent to Sponsor on a quarterly basis. If there ir .*.*rion ii ,nf r.Inp.rurrr", cno or Sponsor should be informld
t
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3.

3'1 Institution, SMo, and Investigator shall submit to cRo, and cRo has a right to claim under this Agreement, all completedecRFs or cRFs resulting from the Study within ten (10) days and in accordance with any study Instructions. Institution andInvestigator waffant that all eCRFs or CRFs submittea to cno are true, complete, correciand accurately reflect the results ofthe Study. Institution and Investigator shall promptly provide CRo with copies of urr n"portr, La any updates that *e requir"a. 
by the EC/IRB.

3'2 Institution, SMo, and Investigator shall Fully cooperate with CRo and will meet with representatives of cRo, or its designee,
at mutually convenient times according to a schedule set forth in study Instructions ror roniioring visits, consultations and toallow direct inspection ofall Study related records, including Subject medical files, as requ."tea uy cno and for any other purposes
relating to the study as deemed necessary b]_gRo. tnvistigator shall ensureihut uir stuJyirersonnel Fully cooperates withcRo, including meeting with personnel of cRo, or its desigiee, as set forth i, tr," p.L"rJi,ieientence.

3'3 Investigator shall agree on the resolution of queries in all trial related systems within 5-7 working days of receival of query.

4.

4'l Institution, SMo, and Investigator shall Fully cooperate with audits or inspections, applicable to thc study, performed duringor after completion of the Study, by SPoNSo_R o1 CRo. Institution, SMo, and Inu"riiguto. rf,all allow SpoNSoR, CRo andgovemmental or regulatory authorities, including but not limited to the u.S. Food and o.:u! ao-inirtration, access to'R"ro*"",
used to perform tasks related to the study, shall make all requested documents availablJto them ano shall provide ,rr",,lriiiany further Information as may be requested.

4'2 In the event the atrdit or regulatory inspection identifies a lack of compliance with this Agreement on the part of Institution orInvestigator (or failure by any Study Personnel to act in accordance with the terms and ionditions of *ris agree.en9, cnomay terminate this Agreement in accordance with Section l6.l (a).

4'3 Institution, SMo, and Investigator shall immediately notifi CRo by telephone, email or fa,r if a govemmental or regulatoryauthonty, including but not limited to the Drugs controlle; Generai of tnaia (DCGD, ..q*ri, to carry out an inspection ofInstitution's facilities, or does so. Institution and Investigator shall allow SpbNSon 
"rio 

cRo to be present during suchinspection, and shall provide to SPoNSoR and cRo coples of all .at..iatr, cooerp;;d;; statements, forms and recordsthat Institution and Investigator receives, obtains or g.r..ut., pursuant to or in connettion with any such inspection.

-5.

5.1

6,2

6.

6,1

FINANCIAL DISCLOSURE

During the conduct ofthe study ?n! fo. one (l) year after its completion, Investigator shall, and Institution shall cause the Sub-Investigator(s) ir ryn!i-cao-!9,-1{ ltuoy Personnel, to, execute and update such forms, disclosures and certifications now orsubsequently required by SPONSoR or any applicable regulatory uooies ietaieo to his/trer financial interests in the spoNSoR
and./or the Study Drug.

CONFTDENTIAL INFO RI\{ATION

Institution, SMo, and Investigalor.agree that Ty and all confidential Information that they receive from cRo, SpoNSoR orotherwise in connection with this Agreement stratt ue received and maintained by them in strict confidence and not disclosedto any third party (other than.sPoNSoR) during the conduct of the study ana for fifteen (15) years thereafter. Furthermore,Institution, SMo, and Investigator agree to ,r" th. confidential Information only for trr" prrplr", oithi, Agr."rent exceptas otherwise specifically provided for herein.

Institution and Investigator may disclose confidential Informationonly to (a) Study personnel, or other employees or staff whorequire access thereto for the. purposes of this Agreement providei, however, ihat prior ; .uking any such disclosuresInstitution and/or Investigator bind such Study Personnel, employees or staffin writing to the *rn. ouiigutions as are containedherein to maintain confidential Information in confidence and not to use such confiJential Informatioir for any purpose otherthan in accordance with the terms of this Agreement, and (b) to the appropriate rc o. rnn r,uring jurisdiction over theperformance of the Study at Institution.
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6.3

6.4

7.

7.1

7.2

7.3

The terms of this Agreement' including but not limited to the financial terms, are the confidential Information of SpoNSoRand cRo' and shall be maintained i" ;;fiil;; by Institution, iM6;;I*estigaror in accordance with section 6.1 above.If' however,Institution orlnvestigator il-r"euii"aurAppli;;1il;;;,"' jir.r"*;;h i;ril;ffiii'nro*ution, rhey may doso without breaching their oblifatio" *t"r ttir:#rt p.ouio.o, iilar*:9.o{discrosure, they notify cRo of theconfidential Information to be diicloseo, trr. r.*on for disclosure, and the date ofdisclosure.

u;lTlffi:lixff*:;:"i'#,':l';ffJ,,H";:i'J,.,.13il13"'' anv partv',s right ro use, discrose, or otherwise dear with any

(a) is generally available in the public domain or becomes availabre to the pubric through no act of the party receivingsaid Confidential Information; or

(b) 
::;'i:lHtHll #:H,H"-#iff#::?,*t 

the conndential Inrormation, prior to receipr thereor, which said parry

(c) is lawfullygiventothe receivingpartyby athirdpartywho isnotbound byany obligationtopreserve itas confidential.

All Information and Investigational Product(s) provided to Institution or Investigator 
-for 

purposes of the study are and willremain SPoNSoR's property' Institulion, lnr"r'ti-gutor, sMo, (and a;Jy p"rro*.u shall noi acquire any rights of any kind
XrTf;:ffiJth 

respect to the Investigational pro?uct(s) or such rrr".r"1tioi as a result of performance under rhis Agreement

Institution and Investisator shall deliver all Information, unused Investigational product(s) and clinical specimens tosPoNSo& cRo or the-ir.respectivt d"ttdigi; a timety'maoner-tt'orrn"* the performance orttre Study, as provided inthe Protocol or Studv Instruciions, u,a iiro iie't pl.$4;il;;ililrrr.days after (i) the date of rerminarion of thisf,ilTffiffiti|tffiiffi#*,* spoNioi.; c.o ffiffi:.,Jr;::i: dervef 
"i 

r#,,.,r",,Lu*a rnvestigarionar

The Information and Study.Results (including publication) may be used by slo. NfoR in any manner it deems appropriate tocornplv with its business interests, ui,tr, a*irE, *j;rffiilffi""u1,i'"q"h* Agreement.

8. PUBLICITY

Page 5 of20

i:"'rffii:Jfl',1tr"#A:*],|f:::f;"":ffi,;ruil!",o rrademarksor image orany otherparty herero, or SpoNSoR,s name,
*itr.n .orr.ni;;;#p*y or spoNSoR, 

", 
,rorill;fllertising 

or promotion or -v pioai"i 
"r 

r.j*i* *i ffi;; ffi;

9. PUBLICATTON

9'l Institution' svrQ, a1d 
lnvestigator may publish the study Results only in accordance with this Section 9. Before pubrication orpresentation of Study Results, Institutlon rt utt prouioe3r*r"., r"r ir ..ri.*,?*py'oi,i*ur"ript, any poster presentation,abstract or any other written ot o*r ,nut".iur *r,i.n aerciiil", 

".ii."L*r rrre Study n.'rrrrr,'ir'ir., and manner ro be published
nTffiff,:ii:"r',:'#H::li-{Jpon written consent orsponror,rnrtit.,t;; ffi;ffirr,"J.'orf** such manuscripts, posters,

9'2 sPoNSoR reseryes the right to remove all confidential Information-fro1 any publications or presentations. In the event thatsPoNSoR deems that sucf, removal woutJ not.suftci.rtry p."t.rt it, rrt ,".tiri r.oiffiilt tr,lt rn SpoNSoR may require
$tr ilH'#':.l#ffi:X,:y::f;*,";;:::j:[y,*Xi;:T.[I,, o."sentation, ani rnu-"*,guto, and rnstitution shari not .

9'3 Institution and Investigator agree that because. the Study is part of a multi-center/multi-centre study, any publication byrnstitution or Investigator ortr'" st,oy n sutts stratt not uJ,nua'"-L.[r" tt e n*t ,riii:""iil#urti-centre pubrication.

256954 cRD20 IND r 56 csA oist mukh Engr ish 20220s30 1.0

6l



INTELLECTUAL PROPERTY

Any and all Study Results and Information, material or assets relating to the study Drug, the protocol or the Study, includingany and all existing or future rights therein (hereinafter coflectirery re'renJio as Assets), whether patentable ornot, conceivedby Institution or Investigator oi svto or Study Personnel,_solely *.iriniry *itr, others as'a res"rioi*ort performed under thisAgreement, shall be, and remain, at all times the soleand 9."i.5i"i fr"ierry of spoNSoR and spoNson shall own, to thewidest extent possible *f*.Apqli.lle Law, any and at metiectuai pi"p.jrty Rights thereto (subject to rhe rights expresslyreserved for cRo under Section 10.3). To the extlnt required for SPoNSdn 
!g^o!!uin, secure and perfect said rights and legalpositions under Applicable Law, the Assets shall automatically vest in spoNsoR and to the extent required, Institution andInvestigator hereby assign all rights, title and interests in any ana at ert.1, io SpoNSoR, and shall perform any and all otheracts necessary to assist sPoNSoR in obtaining, securing and pgrfegting the rights to said assets.- Iri"r"rrury, Institution andInvestigator shall obligate study Perso_nnel tJperform-any ;J1ii#rft;iied to enable spoNidn to obrain, secure andperfect said rights' In the event that SPoNSoR, according io Appticaute rari, cannot obtain or secure ownership of any of saidAssets,Institution and Investigator hereby eranr SpoNioRu,ii;tiir;;;Mo and the stuoy ie.so,nel to grant spoNSoR,as applicable, worldwide, exclusive, uniimiteo and royalty-fret;G;i;-"f ;re, exploitation and utilization and/or licensesregarding said Assets' Institution and Investigator wanant by the exe-cution of_this Agreem;, til n"1ir,., trr.y nor any StudyPersonnel have entered, and that none of thern will enter, i,it" -y .rri.u.irur ug...ir.nt ,r r"iutiorriiip which would in anyway conflict with or compromise SPoNSoR's proprietary interest in, oiiigrrtr to, any Assets existing at the time of theexecution of this Agreement or arising out of or relatid to its performance thereunder.

Institution, SMo, and Investigator shall disclose to cRo (who will disclose to SpoNSoR) all Study Results, Information andin particular all inventions, findings, discoveries and oiher creative ideas and developments (hereinafter referred to asInventions) conceived or reduced to practice as a direct.e*tt oiite-st"oy. sr"r, disclosure shall/must be made fully andpromptly in writing to an authorized/authorised representative of CRO fwfro'wiff disclose to SpONioi.l.
All parties to this Agreement and SPONSoR shall retain all right, title and interest in any Intellectual property that was ownedby such party or sPoNSoR prior to or apart from the ,ornri.or.m.nt oiit i, Agreement. ilii;; grant or assignment,express or implied, by estoppel or otherwise, is intended by, or shall be iri"rr"a from, this Agreement except to the extentnecessary for each paxty to lirlfill its obligations under this Agreement or otherwise give effect ti *i, eg...r"-:|* - *

11.

10.

10.1

10.3

11.1

ll.2

12.

12,l

10.2

11.3

Insfitution and/or Investigator hereby represent and,warrant that they shall obtain all necessary consents in writing from:
(a) all Subjects as per the informed consent form; and

(b) the key members of Study Personnel and Investigator participating in the Study for administrative / study managementand any otherpurpose required by law r------o-'

so that such Subjects' Study Personnel's and Investigator's Personal Data can be.processed by (including transferred to) cRo,any of its Affiliates, and SP0NSoR or any of its Affi-liates ara .eguiutory urtt oriries in each ;; ;ili, or outside the countrywhere such data originates.

Institution' SMo, and Investigator shall notify cRo immediately in writing (but in no event later than five (5) days from thedate) ofany Data Security Breich related to the Study.

Ifrequested by cRo in order to enable cRo to comply.with any Applicable Law.and to process any personal Dat4 Institution,SMo' and Investigator will work with cRo in goJ aitn to uaor.it'*yisJri.etatirg to the processing of personal Data.

INDENINIFICATION

Institution and Investigator shall immediately notify cRo in writing of any claim of illness or injury that is claimed to be dueto an adverse reaction to the study Drug or iny orine cfinical interi,entioi o. p.ocedures th{ are piovided for or required bythe Protocol to which the subidts *outo noi have been exposed tui roiir,"i, participation in the study. Institution and

li['l?fl"J.'5i1lt'iT"1llTirl,t;:iilS:T;l craim (incruiingii"f6"l*, *ttr".,iJ,"eotiuli*e, and sharr,""di;
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Investigator Contracts
Attention Parexel project No. 256954
Parexel International Clinical Research private Limited,cowrks, coworking Spaces pvt.Ltd-RMz Eco world,
Ground floor, Bay Area- Adjacent to Building 64,
outer Ring Road, Devarabeesanahaili vill ag;,
Bengaluru -560 I 03, Karnataka, India

Such requests must include the full legal names and addresses of all parties who are requested to be indemnified by SpoNSoR.
Institution and Investigator acknowledge that SPoNSoRhas no obligation 

T-indemTf or beresponsible for any loss, claim,cost (including reasonable 
Ttomey f".il ", 

O.*-d if and t" tf," 
".t.,'Jri.t torr"r, 

"tui1ns 
o, Aerriur& arise from any iqiuriesor damages resulting from Institutio''t, ln .riigutor's or the st oy i.*"*"r.-*grig.n"", t**f'"irr,is Agreement, failureto adhere to the Protocol' failure to obiain ri*"?J irro.*.d *"rJri i"*r, air*.-rJ r"ir.i* eppirl*r" r-u*, misuse of rheStudy Drug' unauthorized *utt*titt, oi-*iiiririr""nduct. rtris iia.*'nin"ution ourigatioiiir riitr,or, prejudice to theprecedence of insurance coverage t'o,, 

"ornpoirory 
.rrrrrra t ia i"r;;;. " 

.

Neither cRo nor SPoNSoR,will be responsible for, and Institution shall defhnd, indemnifr and hold cRo, its Affiliates, andSPoNSoR (and their respecti'" oit""to.!, om...s and emptffirhr#;ib",,3"1 prr,ir"li, 
", 

a.,,*a arising from, bur ,not limited to anv (a) injuligs'I d"-;c*i;;r*.iir*,.v;;i#rdr;f;i 
are alreged to be the iesuitornegrigence or w,furmtsconduct on the part of the Institution, Investigator or Study re.sonoel-1t; ,"tiiiti* 

"""i.'".y 
iJ'ir" prororor, any StudyInstructions' this Agreement, or Applicabl" iu*;'-t"l ,nuu*,o.irJ *il#ti..r .uo. uy trr" r*tiffin, Investigator or Studyfffiiil'i,:::::iHf;:,rJj:$1,',1lf.fil"hTg:;ffi;fi ffiilJi,.,,.o.r,,"ni'i^-notobtained in accordance

Iltlly:'."ff1l:i:;:i1'J,'ff;.hall 
be liable under this Agreement for damages resulting from negligence or wiltut misconducr

frlff}ullo!,";:?:[Hl"t 
this Agreement for dam4ges resulting from its negligence or wlu misconduct in the execution of

13. INSURANCE

12.2

12.3

12.4

12.6

13,2

12.5

subject to Section l2'3 below' any indemnification ofthe Institution and Investigator by SpoNSoR shall be through a separatewritten asreement (or letter) 1",*."n r.,-triiriiin]'inu"rtieut". ils;i;il;,'oir d,.*ay. c[o ,r,ai;;;^ the intermediary to::H:IlJ;1ffi'ffii:'i;"t3;:ffi+ffIffi*tffir*y,yii 
ffil*Hll#:noo,herouriguiioiin

Institution warrants that it has in place, and shall maintain in f,rll force and effect throughout the duration ofthe Study, LiabilityInsurance in amounts anpropriati to 
"or.r 

itr-ffirity f"r ;til;;*;;; may be-causeJ". , r"r"rt of faurt or negrigenceof Institution' Investieator or Study pttto*"i-inu"rr.a i, ti, p"ff.-#.. of the Study, Institution shall promptly provideevidence of its insuraice.upon request by cRo. Institurion J"l .;;;; ,ruintuin irii.,ri-r".""-*a effect throughout theperformance of study and sirvices, tyu"t int**r, coverage rro, u r"prt.a A 
ryted insurance company to cover its service ,3tJ8ft";iliffiltlfJI""rtil:TffJ*-" autu p'i,u-.v. i"o, 

"r"i,,,i*,e 
insurance certincati srril ue handed;;;;;;

Investigator warrants that he/she has in place, and shall maintain in full force and effect throughout the duration ofthe Study,and for a period of 3 (three) yeats from'co;G;; of thestuJy,-ii"iirirylrrr*rce in amounrs appropnare ro cover hisfrerliability for anv damage whlci may u" t"*.i 
"r'" 

rezultof fauri il;i6;; of Investigator or Siudy personner invorved inthe performance of the Study, 
.bui.at rt^i si in*l million p.. or.*i.-n-r-". Investigator shalr prompily provide evidence ofhiVher insurance upon aequeit by CRo, 

-- \"'-'' ,r,rrv, Psr uuuuffence'

cRo procures that SPoNSoR shall, to the extent required by law, maintain in full force and effect throughout the performanceofthe Study crinical trials liability tr*.*.. i, 
".r"rdance 

with local regulations.

13.1

13.3

+.
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14. DEBARMENT

l4'l Institution and Investigator-hereby certiry that neither.Institution, Investigator, sMo, nor any person employed by Institutionor Investigator to work on the Study (including any subcontractoi permitted pursuant to section 17.2) has been:

(a) debarred by any relevant authorities, pursuant to any Applicable Law, including but not limited to Section 306(a) and(b) of the US Federal Food, Drug and cosmetic Aci, or disqualified as a clinicaf invesiigator under Applicable Law;

(b) threatened to be debared or indicted for a crime or otherwise engaged in conduct for which a person can be debarredunder Applicable Law;

(c) disciplined by andlor banned by a relevant authority from carrying out clinical trials.

For purposes of this Section, any of the foregoing shall be deemed to constitute being ,debarred,,.

In addition, Institution and Investigator agreethat no debarred person will in the future be employed or otherwise engaged(including on a contract basis) by Institution, SMo, or Investigatorto work on the Study. tf Juring the course of the study,Institution, SMo' or Investigator becomes debared or-learns thart any person connected wiih the Study is debaned, or that thereis a threat of debarment-of any such person, then Institution, suo, airO Investigator must immediately notifr SpoNSoR andCRO. CRO may immediately terminate this Agreement in tie event any of theToregoifu o;;;;.

15.

15.1

15.2

15.4

15.3

PAYMENT TERMS AND CONDITIONS

In full consideration for the Services oflnstitution,.Investigator and Study Personnel rendered in compliance with the protocol,
cRo agrees to pay the fees and expenses set forth in pxhi6it a such fels and expenses will be paid solely to the payee. Theparties agree that Exhibit A - Payment schedule is,part of this Agreement clarifuiirg trr. r.r,"arrJo-rpuyrn"nt, associated withthis Agreement and that the fees and expenses set ftrth in Exhibit e represent t-he fair market value ior the services providedby Institution and Investigator' Payments shall be made in accordance *itt tt 

" 
provisions set forth in Exhibit A, with the lastpayment being made after Institution, SMo, and Investigator complete all of their oUrigations unJei;il;;#ffi;;;

Exhibits thereto' Institution, SMo, and Investigator shall not seek reimbursement for iy medicai services or InvestigationalProduct from any third party payers if such costs are "l** covered by payments made underthis Agreement.

Institution, SMo, and Investigator shall comply wi*r at obligations with respect to taxes and social security contributions, ifapplicable, which relate to the subject matte. ofthit Agree.ent iicluding, witho;t fimitation, tt or" tt ui."tate to any payments madehereunder !o Payee or, as the case may be, those ttrairetate to *y puyfi.ntrrnua. uy tayee to r*tituti*, Investigator and StudyPersonnel' All fees and expenses payable to the Payee, Institution and Investigatoiare'inctusiue orJi t*., and social securitycontributions applicable, other than GST.

Ilstitulion and Investigator ack-nowledge and agree that its, his or her judgment with respect to its, his or her advice to and careofeach Subject is not and shall not be affected by the compensation insiituiion and/or investigatlr receive in accordance withthe Study. -' --"ve!'.Erv' rvv

Institution, SMo, and Investigator agree that sPoNSo_R and cRo may disclose the fees and expenses payable or paid underthis Agreement to any governmental authorities according to Applicabie Law.

TERIVIINATION

This Agreement will become effective upon the date it is fully executed by all parties and shall continue in effect for the full.duration ofthe Study according to the Protocol unless sooner terminated'in accordance with tt" proririon, ofthis Section.cRo may terminate this Agreement immediately upon written notice to Institution and InvestigJoiron -y reasons, includingwithout limitation upon any of the following ociurences:

(a) Institution, SMO, or Investigator has failed to cure a breach to this Agreement within thirty (30) days of receipt ofwritten notice specifying such breach; or

(b) Investigator becomes personally unavailable to conduct the Study and a cRo- approved replacement has not beenidentified by Institution and Investigator; or

16.

16.l

fl
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16.2

16.3

16.4

16.5

17

17.l

17.2

17.3

(c) two months after shipment of the Investigational Product, Investigator has failed to meet the enrolment target forSubjects set forth in Exhibit A, or has ...i it.d rr"r, ulo* n*-u-.. of Subjects til i; ;;" reasonably assumed bycRo that the agreed number of Subjects will not ue reactreo-in u"Jo.o-." *ith th" r;L;;l-set forth in sxhibit A; or
(d) 

ffiffiH?lion/authorisation 
and approval to perform the study is withdrawn by rhe regulatory authority governing

(e) the audit or regulatory inspection identifies a serious breach or lack of compliance with this Agreement; or
(0 if any of the circumstances permitting termination pursuant to Section l4.l occur.

This Agreement may be tetminated by Institution gf I1y::tieuror,-upon sixty (60) days, prior written notice, for breach ofcontracr bv cRo if the breach is not cured within thirty r:ol ozy, ,ri-"iiii.riir".

liJi;frtT:ff1,t#::'ftiT:ej"1;:fr3iH"rv in accordance with Section 16.r or 16.2, rnstitution, SMo, and rnvesrigaror

(a) minimize further costs while maintaining good medical care of the Subjects; and;

(b) 
;#H:rffi:.'l 

Subjects shall complete the study according to the protocol unless dictated orherwise by study

Shodd Investigator conclude that continuation of the.study is no longer medically justifiable, due to (i) unexpected results, (ii) theseverity or prevalence of serious adverse events or liii; trr" im"*y oi-rr,. o"ut rlnt with Study Drug appears to be insufficient; thenhelshe will promptlv notifv cRo and the Ecnns h writirc, ,rJh"y r;rp.ii *u*"rr, orst q""i. ,-itii such time as cRo (basedon consultations with sPoNSoR) and Investigator reach afieem"rtl" i"ir,"i"rt course of action.

Termination of this Agreemgnt by any parry shall not affect the rights and obligations of the parties accrued prior to the effectivedate of termination of this egreiment. A;y p;i;i""."f trrir AA;;;;;itrra? srroura survive expirarion or termination of rhisAgreement in order t'o give proper effect to its -r[nirrrar t *r"" &pi."rr"iilrmination of this Agreemenr.

The relationship of Institutio-n and Investigator to cRo is that of independent,contractor. Institution and Investigator committhemselves to perform the Services *ry-^-ira.pendent contract".'"rilirrirg contained her6in shall be construed to beinconsistent with that relationship o. rtu,*. 
-lnrrltition, 

Inve$ilat"r, *Js-iray p-.oil;i,-;;i ioi u" ,onrioered employeesor agents ofcRo and, as such, shall not be entitled to any beneits uruilutr.lo employees ofcRo.
Institution and Investigat":*t] not retain any subcontractor toperform any.of its obligations under this Agreement withoutthe prior written consent of cRo. a"y *.ri.lr,-rort shall nor retiere rnrtit,ition unairi.rtigt#Jiit, ourgutions hereunder,.and Institution and Investigator shall t.ruin irii, iirur" f"r "[;;;;oJirrion, of any such subconrractor. cRo shau bepermitted to assign in whole or in part the aiscnJge of obligations ir;r;;; 

""d". 
thi, Ag;;;;;;;il'ary orits Affiliates (or

#:$tr*{'H:lii:r1,ffim*x:lm:1",,:}:-houtreriasingci6?o,-io,",p";ilifff;;-#ippropriateperformance

Hifl;::tnt 
shall not constitute' create or in any way be interpreted as, ajoint venture, partnership, or business organization

18. CONTRACTUAL

18'1 Titles to the sections of this Agreement are solely for convenience and do not constitute a substantive part of this Agreement.
l8'2 If any provision of this Agreement is held illegal, invalid or unenforceable by a court of law, the remainder of this Agreementshall not be atfected thereby. - ----o-'' urvrrruru(i'lurE oy a coun oI law, tl

18'3 Failure to insist upon compliance with any of the terms and conditions of this Agreernent shall not constitute a general waiveror relinquishment of anv such terms o, 
"onditiorr, 

il,h";;;ii;;rr;;fiffiilfr11 force and effecr.
256954 CPJ)2OIND 156 CSA Deshmukh English 20220530 1.0
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18.4

19.5

19.6

iH:?J"&t1Jil:#3;##derstand 
and aere; that, as set forth in secrion 2.3, spoNsoR is an intended rhird-parry

The respective signatories ofthe parties to this Agreement represent and warrant that they have the authority and abilily to enterinto the terms, provisions and conditions of this igreement on behalf of their respective parties.

Neither party shall be responsible for any default under this Agreement by reason ofstrikes, riots, hostilities, wars, fire, acts ofterrorism, acts ofGod, death oflnvestigitor, or any other ca*-" u"yoniiir rlasonatte control.

This Agreement may not be assigned by Institution or Investigator without the prior written consent of cRo.
cRo may assign this Agreement to any of its subsidiaries, Affiliates or to any third party.

This Agreement constitutes lhe entire agreement and final understanding ofthe parties with respect to the subject matter hereofand supersedes and terminates all prior ind/or contemporaneous understindings and/or discussions between the parties, whetherwritten or verbal, express or impiied, relating in any way to the subject maiter hereof. This Agreement may not be altered,amende4 modified or otherwise changed in iny way excipt by a wriiten agreement, signed by all parties.

fiH"#fi::::"r::TIj:ff:eroeriate 
to be given pursuant to this Agreement shall be effective when delivered to the appropriate

To CRO:
Parexel Intemational Clinical Research private Limited
CoWrks, Coworking Spaces pvt.Ltd_RMZ Eco World
Ground floor, Bay Area- Adjacent to Building 6,4,,
Outer Ring Road, Devarabeesanahalli Village,
Bengaluru -5601 03, Karnataka, India
Attn: notices@oarexel.com

To Investigator:
Mahatma Gandhi Mission,s (MGM) Medical College & Hospital,
Hospital N-6 CIDCO, Aurangabad - 43t003,"' Maharashtra, India.
Attn: Dr. Oestrmuf.fr Hafiz Mohd., Assistani professor
Phone: +91-8390628800
Email: hafi zdeshmukh.m gmhospital@.email.com

To Institution:
Mahatma Gandhi Mission,s (MGM) Medical College & Hospital,
Hospital N-6 CIDCO, Aurangabad _ 431003,
Maharashtra, India.
Attn: Dr.Rajendra Brijmophan Bohra, Dean and HoD of ENT Department
Phone: +91-9225304660
Email: rqibohra@msn.com

To SMO:
Grapecity Research Solutions LLp,
Shree Prasad, Block No D-2, prakash Housing Society,
Kalewadi phata, Thergaon, pune 41 1033,
Maharashtra, lndia
Attn: Dr. Sunil Chaudhary, Director
Phone: +91-9890840086
Email: drsunilchaudharyOT@email.com

19.7

l8.g

18.9

18.10
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18'11 Any party may change its address or number for notice by giving notice in accordance with Section lg.l0 and l g.12.

18'12 Any delivery that is called for under this Agreement shall.be comr,l.efe when made by personal delivery fax, email, registeredpost, certified post or courier, in each 
"ur" 

*ith confirmation oiotriu.ryL"""ipi. -r r-"1

18'13 The parties agree that this Agreement shall be governed by the laws of 
-r$ia, 

w.ith91t regard to the conflicts of law provisionsthereof' In case a dispute is biought before a court of law, the courts of Mumbai will haJe sole jurisdiction over the iitigation.

rN wITNEss WHEREOF' the parties hereto have set their hands in triplicate with the intention that this is a binding agreement asprovided herein.

I

256954 CRD20 IND 156 CSA Deshmukh Engt ish 20220530 1.0

Page I I of20

f'

6l



Parexel International Clinical Research
Private Limited:

,rDocuSigned by:

I s'aun'
lF eigne, Nrama.e-^i'y \.yp. 

,

( S il$:ti f,ffitrdffi$'l#fltXtib r ize d O ffi c i al)
\-- cA8FD795E36E490C94EE2D32BEBCC r SA

S*jay Vyas, EVP, India Country Head and MD
(Name of Authorized Official)

Mahatma Gandhi N{ission's (MGM)
Medical Hospital:

(Signature of

Dr. Rajendra Brijmophan Bohra, Dean and HoD of ENT

(Name of Authorized Official)

Mahatma Gandhi Mission's (MGM)
Medisal College & Hospital:

z-DocuSignect by:

| lu,uu*,,
U Signer Name: Deepak Bhoste
1 Signing Reason: lappfove this doqtment

6ipffhfili'f;!::ffi fl ffi fffdrizedoffi cial)

Dr. Deepak Bhosle, HOD- Clinical Research

(Name

Investigator:

,rDocuSigned by:

I P"A,U. t+ftttrtd't

U Sbner Narne: oeshmul$ Hatiz Motrd

I Signing Reason: I apprcve this docurnent

'$i t gilafi de,e.of, druw"s&i g at o r)

Dr. DeshmukhHafiz Assistant Professor
of Investigator)

SMO:

SDocuSigned by:

I s*,t. (,,./lt^\

Dr. Sunil Director
alne
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Date

C ? *lLJ il ,*AoLz
Date

(3)

3 /s/2022

Date

(4)

04/06/2-22

Date

u

31-uay-2022

Date
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Exhibit A _ Enrolment and payment Schedule

Protocol ritle: A Multicenter, Randorir"d, puluiloJl:3::ilH:fPrJ;*ent 
crinicar Study to Assess Bioequivarence ofBudesonide 80 pg and Formoterol Fumarate Dihyd'ate +.s rrgi*urutjon p-ar* (cipla Ltd.) in comparison with the ReferenceProduct' symbicorl@ (Budesonide/Formoterol Fumarate 

Pih)'ffite, sti;.i-rrg p* ectuationy triratation aerosor (AstraZeneca, usA),in Adult Asthma patients.

1. Payee Details

Protocol Number
Site

Name
Payee Address

Address Line 3

Line 2

LLP
ResearchGrapecity Solutions ShreeLLP ) BIockPrasad,

No

CRD 20
ts6

Pune 41

Postal Code

+91

Maharashtra
Pune

4t 103
India
Dr Sunil

Contact

N

General
above

if fromFinance contract e-mail

E-mail

N/A

NPI

Bank

Tax ID
Bank

AT/GST
Holder Name I IZH

LLP

N/A
GST

Account Number
IBAN
Bank Name
Bank

NA
ICICI
3363

Bank Number 3363
Code

Bank
CURRENT

Institution and payee "Payee" is obliged to inform clo,.in writing, of any changes or required updates of paymentinstructionsand/orbankdetailstotnJrui,*i,gl,,i|,"ifu!JiTotheextent
that such written notice is provided., tt" pu.ti.t-ugr.e that no rr.rdrfi:ffthis Agreement sh;t Giquired in the eventthat any of the above listed payee a"r"ilr *" *"iined during tr,r""*r. 

"iire study.

The Payee warrants that it shall allocate the followingagreed proportions ofthe total palTelt to the lnstitution, Investigatorand Studv Personnel according to its own internai guid;lir.r. 'cn'o,ii"ii 
""i 

b" *6;;ibililr;;;; that payee makes anypayments to the Institution, Investigator, study perionnel una its int"mat alp**"nt..
cRo and Sponsor accept no liability for incorrect Payee details provided by any other payee hereunder
Enrolment

This Study is designed to evaluate patients in accordance with the Protocol; The Investigator on behalfofthe Institution willffi'f;ff,ilii'J-li:lilTl,;#;:f,fr1*':LTff: jli:*fl#H'*n,,,;il; i"'""-.ir"," r", tr,",i,Jy, tr,"

Page 13 of 20
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3. Fee Per Comnleted Subiect:

3'l' A more detailed budget breakdown of the Study Budget can be found in Attachment I

3.2, Nl fees and expenses in this Schedule are exclusive of GST, if applicable.

4. Other Pavments:

SUBJECT MEAIS &TRAVEL' A maximum of INR-700'00 per visit will be paid for Subject rravel reimbursemenr. Thisamount needs to be reflected in the informed consent rorm as i[ *ilil" prwided to the Subject. The reimbursement will bepaid against the receipt ofthe invoice and comesponding support Jocumentation.

SCREENING FAILURE: Screening failures will be paid per procedure performed and up to the mo<imum amount of INR32'390'00 per Screen Failure, provided that the ,urb.. 
"i 

s"*."i"ilures paia hereunJ!, *1 be capped at a rario of r:3(meaning the Institution witl be paid a maximum of (l) one sc.een railure suui""t per (:) truee s*oll.a subject) Any paymentsfor screening failures over (l:3 ratio) will be only at stpbNsoR'u airrr.tioo. a icreening aim" i, 
"onridered 

a Subject who signsthe informed consent form and completes ,".".nirg but fails *o.r in.'ilioryexclusion-criieria ari wiu not be randomized to themaintenance phase. Payment to Instiiution will be riade upon;;;;il;rh" 
"orresponding 

invoice.

UNSCHEDULED vrslT: An Unscheduled Ylt f*fl a subject visit that is not expressry set forth in the protocol but isotherwise required for the Study' unscheduled visits will irr.irurrr.all a per procedure basis in accordance with the ratesset forth in the Budget up to a maximum of INR_8,140 p.r unr"r,"out"a virit. tn ti;;;il;;;ically necessary procedure isnot included in the Budget, Institution must receive p.i.ir *iti", 
"pp-val 

before such procedure is performed. The amount ofcompensation payable for a procedure not included i, tr," audg;tffi-be app.oued at the time written approval is provided

srART uP FEES: A non-refundable payment of INR 22,570.00 for start-up related activities (e.g. initial pharmacy fees,preparation ofregulatory documents, preparation, aarninisi.ation aJ submission ofprotocol and related documents to theIRB/EC' etc') will be made upon execution of the Agree;i1:-iiitr;ment is considered rutt ano final compensation for allactivities associated with Study initiation' Payment to Institution wili ue made upon .eceipi oitr," ,oo"rponding invoice.
RETENTIhN 9AMPLES: Payee will receive a onetime paymelj of INR 25,000.00 for retention samples to be stored underappropriate conditions at the site as per Protocor. rne paymeni*ili u" p"ra against iheiec;p;;ffi" invoice and correspondingsupporting documentation as pass through cost. r.

HoSPITALTZATIoN cosr: A onetime maximum payment of INR 1,000.00 on visit 4 will be paid for stay of patients atsite/clinical facility as per protocol. The reimburse-ert *ilt be paid alainst the receipt oithe inuoir, *o ,orresponding supportdocumentation.

5. Pro-Rata Pavments:

' 5'l Payment for Subjects who do not complete the. Study may be made to payee on a pro rata basis. payment will includeonly those Subjects who were enrolled uerore the prematrir. i"rnrinution ofthe Study or the date that notice is receivedof such premature termination, whichever is later. 
r !'w e'quJ vr urr

5'2 Should cRo terminate the study prior to completion, pro-rated expenses and fees shall be paid as set forth in Section2'l for each Subject visit performed before tt" pr"rutr." termination ofthe Study or the date notice is received of. such premature termination, whichever is later.

5'3 If other non-cancelable costs are incurred by Institution in accordance.with_section 16.3, of the main Agreement,written justification must be provided to cio ror reviewand approval, and puyr"ni oiruch costs is subject toSPONSOR,s approval.

6. Protocol Violators

Payments for Study Subjects who are deemed to have been in violation of the protocol may be paid up to the point that theviolation occurred at the discretion of SpONSOR and/or CRO.

f:

Page 14 of 20
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7. Payment Conditions

7.1. Payee

The payee under this Exhibit A is defined in Section l payee Detairs.

7.2 Periodic payments

Institution or Investigator shall submit invoices for Services performed and expenses incurred on a monthry basis. paymentswill be made by electronic wire to the bant account statea in the tnvestigu; R.qr"rt Form. cRo shall provide Institution withthe information necessary to determine tr" uln"*t of remuneration arEto mrtit tion. Institution shall issue its invoice basedonihis information. payments shall onty be made *h;;;i!..fl,rffii,fi"riioiu r,uue been met:
(a) Subject meets the inclusion and exclusion criteria as defined in the protocol; and(b) Study procedures have b""r;oil;;i;o in ruu.o.pril;;;t;; protocor; and(c) completed cRFs for ttre monttr trave ileen delivered t" *01". r.*iy.dll cRoaccording to any stipulated points in

m""H[$: 
data contained therein can be verified;;;.d;;; the Study subject;s miaicar files and is comprete

AII payments are subject to withholding taxes required under the applicable jurisdictions.

7.3 Final Payment

ilTilllf'rTttng 
the criteria defined in Section 7'2 above,the finat pavment shall be contingent upon rhe following additional

(a)
(b)
(c)
(d)
(e)

all required Subject visits have been completed: and
CRO has received all Subject data in a m'., ,*"Uj. for analysis; and
{1"1" clarification queries have been,.rofr.J to bnO,s satisfaction; andcRo has verified that alr required regulaiory aorlrn.ntutio, is complete, and

E[fTift ifr?# jil*tir"o. tris retumJufl Lqri.ea 
"q*l,,!ri, ,i,ie, and other materiar to SpoNSoR or

the Study close-out visit has been completed; and
Institution has provided final invoices *itrto :o ouys ofclose out visit.

f,lfiHi1'lrlffitj,fftt#: 
the receipt of the final pavment under this Agreement to identifr discrepancies and resorve any

(0
(e)

cRo shall send' via e-mail tTnsmission, an electronic version of the Investigator Request Form to the Institution.This e-mail will also contain a"tuitt oi*iin";;;;*" the compreteJ;";;ir" ofthe erecrronic format.
The Institution shall complete the electronic version of the Investigator Request Form and return it to cRo via e-mailtransmission, at the email address specified irirre e-mail referred to in section g.l above.

Payments shall be made by cRo and shall be paid within sixty (60) days ofreceip! review and approval ofan invoice.
Please send invoices to the following postal address:

Parexel International Clinical Research private Limited,
lowrks,_Coworking Spaces pvt.Ltd-RMZ pro WortO,

lroun!.floor, Bay Area- Adjacent ro Brild;;1A, 
"-'

Outer Ring Road, Devarabeisanahalli Villag;
Bengaluru -560103, Karnatak4 India
Attention: Investigator payment Office

' To expedite faster payment turnaround, please electronically e-mail invoices to cRo at the following e-mail address:plll-pavableqlnvgices@oarexel.com

2569 54 CND2O IND I 56 CSA Deshmukh English 20220530 1.0
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Please note that invoices must contain the following information:

Protocol Number; and
Invoice Number; and
Invoice Date; and
Place, Date & Description of services provided; and
CRO Project Number; and
Total amount payable; and
Exchange rate used (where applicable); and
Investigator Name; and
Site Number; and
Payee Name and Address (per this Agreement); and
CRO Address listed above; and
Date of Supply

Invoices and associated documentation should be de-identified ofpatient personal information (e.g. name, date ofbirth, initials,etc.) prior to being submitted to CRO. -- r-'-'-"- r-'v u. w'ts'' 'qut

where the payee is GST registered then payment will not be made by cRo without receipt of a valid GST invoice. In additionto the above invoice requirements, cst i.gi.ter"d payees must alsolnclude the following information:

9) GST registration number ofthe supplier (payee), prefixed with their country code (if applicable); and(b) Name, address and GST registration numbei ofG customer (cRo);and(c) GST, Net & Gross emounilif applicable); and(d) GST Rate (if applicable)

(a)
(b)
(c)
(d)
(e)
(0
(e)
(h)
(i)

0)
(k)
(l)

256g54cRD20 IND 156 csA oJrn*ukh Engr ish20220530 1.0
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Attachment I

Detailed Study Budget Matrix Table(s)

Procedure
Qty o}t &rdget sY D1s_G Dt-IElf, D1_O6 D7_IE|.E D21_6 uts_IElr Dr2_G D0g_TElt

Demographics

Medical hisbry and baseline cqtditiorr, inctudlng
asttrna/atopy

Inchsbn/exchsbn criEria, Randomization criErh
check

Phpical enminatinn, irctding oropfnryngeal
examhatim

Vihl signs (at screening and prir b pfT)

Eood draw br llemablogy, Bodremisby, lirer frnctjm
test serum Bera HcG(br wocBP)
ttirn sample for cotinirc

tline pregnancy Est (br WOCBP)

Electocardiogram

Pulmonary tunctiln tests (pFIs) - Spirometry

Interpeh-frcn and Repor br fuknmary fuiction tssE
(PFTs) - Sfrirorneky

Reversibility tsstirp

hterprebtion and Report fu Reversbility testhg

Concornitant ttrerapy dreclg Concomitant mediration
changes

Adrerse e\€nt monlbring AE check

Telephonic cail

Preparatron of sample br Shpping

I

t5

l5

(

,
t

(

J

J

(

a

v

,
a

v

J

(

,
t

(
(

1,200.00

500.00

2,000.00

1,100.00

1,000.00

8@.00

140.00

290.00

400.00

1,100.00

1,100.00

350.00

2,L46.OO

350.00

500.00

600.00

5@.00

300.00

1,200.00

2,000.00

1,100.00

1,000.00

800.00

140.00

290.00

1,100.00

600.00

500.00

300.00

600.00

1,100.00

1,000.00

800.00

1,100.00

1,000.00

800.00

200.00

12,100.@

3,950.00

500.00

500.00

1,000.00

800.00

1,100.00

350.00

2,L46.0O

350.00

5@.00

600.00

500.00

500.00

500.00

600.00

600.00

500.00

2,200.oo

700.00

500.00

6@.00

6@.OO

500.00

500.00

1,000.00

800.00

200.00

1,100.00

350.00

600.00

500.00

600.00

500.00

500.00

9

Eocedur$ SrD Total (IIIR)

l5n hocedrc
Qiy or &dget

on
Maintain

t

u

6,1
6s

2,300.00 4,600.00

sv D15_G DI_TE.E D1_G

1,150.00 2,3OO.OO 1,150.0o 2,300.00

D7-TEIE D21-6 D3s-TB.E Dl2_C DI9_IEE

Study rx.rse

PItilrp

900.00

1,0o0.@

3,500.00

700.00

550.00

900.00

2,000.@

7,000.00

700.00

550.00

2,300.00

" 900.00

1,000.00

3,500.00

700.00

550.00

900.00

1,000.00

3,500.0o

700.00

550.00

900.00

1,000.00

3,500.00 .

700.00

550.00

1,150.00 2,300.00 1,150.00

1,000.00

3,500.00

700.00

.P:|:nt Reimh.rsemert bgerses, patjent Trarret - per
Visit

ff rmaW, Simple-Dsperse rescue medicine inhater
(albuErd), Collect study beatrnent meOicatiln,

?rp"r* flacebo irfuter ror Z-weets irr_infirioo,
Collect eDary with pEF-meter, ShJdy featrnent
med[catinn admirlsbation at site/clirical facif ity, krtnler
device bainirp b pt

IllirirU on eDary with pEF-meter, Issue eDary with
PEF-nreEr, eDary compliarre check

Ptrpician: Rdmonary Medicine - Review rescue
medication we, Check br ashma exacerbatjon and
record severity, l,ledication washout check
Daily 8ed Charges - per Day

Spirometry Tectnhian

a

4j

711

6.4 (

t.4

550.00

2,500.00

1,000.0o

1,500.00

2,000.00

5s0.00

2,000.00

1,000.00

525.00

550.00

2,000.00

550.00

2,000.00

550.00

2,000.00

550.00

2,000.00

550.00

2,000.00

550.00

2,000.00
a

a

Itbn kocedwcs Srb Total (InR)

Orerhead (al ccts) 30%

Total Coct Per Vbit with Overhead(IlrR)

Total €st pcr patient (IrR)

t E O64m r 6r5OL3O t ,,62O.q, r
I 34944.OO t 2Sr172.3O r 7rO2O.(x) t

Page 17 of 20

525.00

1r52o.q, I 5r377.5O r
7,O2O,@ I gr3O2.5O (

525.00

t,6x).@ I 4567.50 t
7pin.@ t 19,792.50 t

525.00

9168250 I
4rr957.5o t

85s.q,

317O5.Or l7ae33.s)
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Conditionat Cost

Site Cost
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signs (at screening and prior to PFT)

adverse events (sAE)

Urine pregnancy test (for

draw for function test,

of sarnple for Shipping

Swab collection

for covid

function tests (PFTs) - Spirometry
and Repor tests

Coordinator, onsubjects
medicationsprohibited and Maintainrestrictions, source

nurse

Patient Reimbursement, Fxpenses, patient Travet - per visit

for Reversibility testingand

rescue inhaler
Collect(albuterol), treatmentstudy Dspensemedication,

inhalerplacebo for 2-weeks run-in Collect withperiod, eDary

on PEF-meter, Issue eDarywith with
18s.00

Physician: Pulmonary Medicine - Review rescue medication
for asthma exacerbation and record severity,
washout check

Check

Schedule for further details.

Document Total

Store study drug, per
year,total cost for Syears

time Fee 15 years, upon Invoice, be
to cover costs associated with thearchiving study forrecords

theafter orend premature oftermination he study.

One time Fee years, upon Invoice, paid close-out
to costscover associated wiUr the retentionarchiving samples

05 afteryears the orend terminationpremature of he study.

75,000.00

6[

examinauon, including oropharyngeal examinauon

therapy chec( concomitant medication changes

time



"Affiliate" means in relation-to either party to tr:lo:...snt, any company, parlnership or other entity which directly or indirectlycontrols' is controlled by' or is under commoi.*trol*ittr 
"".il ilty.'F;;p*por., 

"rti,i, o.nJtiJn, ,,control, 
means the beneficiarownership of more than fifty (50) per ce't oithc issued voting rrr*.J LitLi.gut po*r. to-oi."Jior-"uur" the direction of rhe senerarmanagementofthecompany,partnershiporotherentityinq,;$i";;;i"int.ott.o",r,uriu""oi,t.tidaccordingly.

'Applicable Law" means any international, national, federal, state, provincial, comm_onwealth, or local govemment law, statute, rule, ,requirement' code' regulatiorl or ordinance it 
"i"rrri.r t9 ;l n".tl Jr ," "iilr, th€ s;;ic"s, ;irr,iligr"",nrnt, as well as the currentgood clinical practices euidelines or tne tnternaliinal conferenc! 

"i-u*-*zation or iecrrniJi-n"qui.r"nts for Registration ofPharmaceuticals for H'iran-U-se Topic Po: cJo-"rin", on G;;-cilicJ'pra.tice, and applicable version(s) of the worrd MedicalAssociation Declaration ofHelsinki, it'a,G.* 
"ppri."ur", 

*r..yr"*ffi g*g.runuru.tlfirg;;;* and good laborarory practice,
#l#T#::"#it^tL"J;'*"t"' 

i"a ri'"""tJ,! or Personal o'au -J i-nJ conecrion 
"ra 

,,8.Ie" 
"i 

human tissue samprls and the

"completed Subject" means any Subject who has completed the prescribed course oftreatment for a subject in the Study in accordancewith the Protocol.

"confidential Information" refers to any and all Information belonging to spoNSoR, cRo and/or their respective Affiliates including,but not limited to' Information ttrat spoNsod ino.*olo, trr-.-i.i.ri."*. emtiates conrioe.ir"u"?"0" secrets and / or the releaseof which could prejudice legal, "oil;i;;oii., irt.."rtr;iii,6Gbii, cRg ang;;rh;ir;;;;r" Affiriates and which are 1i;
provided' disclosed or submitted to t"tit'tiln-otirivestigator or tiil *rri.i^i" otherwise obtained by Institution and Invesrigator.
"Data Security Breach" means: (a) the loss or misuse (by any means) ofpersonal Data; (b) the inadvertent, unauthorizeo, and/or untawfutTHHiltf;f,f,i':;ffiffiT::,f,tTt:fl?;;:*tfilHhl,1t;,1?fl#ilir;:?[x.j,##ffiT:,;ffi:tona,Da,a;";("fi;r',r,".*,

,,i,|ffiil:H|i:l:,"#.,1':r:ffi,*11T#ffi;ir:I;,ilj#1"L"ffi?.ffi.paper or erecrronic questionnaires specincary used by,

'Tully cooperate" means to assist in completing a specified end or purpose

"Information" refers to any andall-oral, written (i:,ld*g all other tangible forms) and other information, materiar and assets of anynature' wheiher or not nrotected uv lntetiectrai prip"nv nig_r,r, o, *y up'prications i";;;d, ilGIt ry, but nor rimited to, datq datainformation' data and ittngtq on the Study and thi suov"o.ug;6trii', 1*r,*r,", completeld o;;;i, final Reporrs, a, other crinicaldata' manufacturing dat4ihe ptotocot, tt'e-ilieJtigao. a.ort *{ uuo*to.y records, irr",il"tj"*"niuin.a in submisiions to r.grtutoryauthorities, unpublished.data and n.p"nr, 
""y 

,fi.,;l ffi;J,id;iTii,i.rr",,or,, t..l,ni.ul iniormation, findings, samples,-interimresults and results' IntellectualPtp"''tv iiei;i,Ina *v 
"rno;;il;;ri*.,-d.^r:r: porentiaily subject to any kind oiinterectuar

fi'"fffl":',*'oorxl"ffi:i'3lij?.0,'; 
* i'"t, i'J*v existing 

"; 
ffi;;td; rherein; s,uj."t ; ,.ii.la nr". and document, r*,it ting

"Intellectual Property Rights" rgfel to existing *1 
1 "1 {ulure r{ents, patentapplications, trade marks, trade names, service marks,somarn names' copvrights, moral rights, rights ii, 

"lg 
to oatauasel h-ncirlffi .ieht, t" t;;; ;;-#;tion or reut,izationlreur,isationof Information from a database)' dlsign tighi;i;p9gr"phy rights, kno*-i'o*, trade secrets ura ui'iri'grrt, or forms of protecrion of a

similar nature or havins equivalenr 
". 

inllirii* 
"l'r";, 

; ;fiil;"*nfi ;"y il;iJ*rit"['r, ,r,e worrd, whether or nor any oflm#il'ff';,:'"lfl ,#;*ll*ry-m:l;ii#;;###;Tffi:f, r,,tr,".,","1ii,a,t,;;;, .ier,i. 
"i.,pj"ri",r-",, ,o,,o 

"r
;'ffi::f::'##,?:f;T;fi%:ffi',?xf*nlT"',','fr[T$,:i"i:T[?ififli:i:::":,Jfv Drug and / or inves,iga,iona, device and

"Investigator" is the individual named in item (3) in the introgy.r.,.ol 
lo this Agreement, and is the person responsibre for the conduct ofl3iiffi;"iT'}1',H',["J#$ili;i:ffi,11r'u "u,n 

orindividuars uiui rn,tituti,,,l,,.,ii!,i", is rhe responsibre reader orthe

;il:]:-Jr:i,I;3;'":l,lHl"'#ffi1:'iilHjl"r*'#J"#*:.* the inrormation that pAREXEL Finance Department requires rrom
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'Liability Insurance" is insurance that provides coverage against liabilitiestlcl.lim.s ma{e by an entity orindividual as a result of fauit,;:fi',:i#:rf,ifl1,:ff,::#J.J*ai'Jlr,l';:'il;il?;;ffiffi;, rnstirution, rnvestigator and/or study personner in their

'?ersonal Datia" means any information relating to^an identified or identifiable natural person; an identifiable person is one who can be;1il','i::i*:'fly,;11::ffiH;fai,ffiT,11lij"trJ:ffi#"1..ffil.fi"r;:n number or ro onl oi,,o," racrors specinc to his physicar,

"Process" means any operation or set of operations which is performed upon personal Dat4 whether or not by automatic means, such
as collection, recording, organization,ril;"cc ffiil;""i.;ffi;I, rerrievar, **,iroii"i,-use, discrosure by rransmission,dissemination or otherwise r-uting 

"r"idi", irrlnmenr or combinarion, urf"kirg, 
".1*"-#i'"ril]ruon.'T'eports" means any reports that are required by the applicable regulatory committee to close out the study.

"Resources" refers to any facilities and equipment that are utilized for the conduct ofthe study.

t'#;:{r.ttans 
the services to be provided by the Institution, the Investigator and/or the study personnel under the terms of rhis

"Study" means the scientific research as defined in the protocol.

"study Instructiong'means 
11r wrilen document, other than the protocol, issued by spoNSoR or cRo that specifically relates to andreferences the Studv and which provides "aJffi i"ir;;;;;;ffi;;rilion, on r,o* it 

" 
rrr,iir'i", *d rnvesrigator sha, conduct:Y:ilkitiJ.'fi:Tt?Hil3"1i'ffi'#,'jf*";$dffi6*:;;t5i" rnstitution -ril;;;gator by personar derivery, rax,

"Study Personnel" means any-employees of Institution or Investigato, *d::::11Tf]_.:::$aceg by Institution or Investigator, whoare involved in performing- ir'" st'iv, iJrJirg yq-rrr*t[;a6, itiay ,oo.oinat*c; ;;J aiy ottrer conrracrors, agents and
. 

emplovees of Institurion orlnvestigator *il;;;fi rnstitution frd-iii,li["r", *rth rhe Study. .

"study Results" refers to any,and all Information and any other material and res,lts directly or indirectly arising from or in conneitionHl,lJffiTkffT,lB: ;'whether 
'h; 

stdv;* 
"i,".0 "t vi.io;;;; rerevant s,rdy il;il-or whether they are anc,rary in

"sub'Investigator" is anv individual member of'h"--:l,j{ team designated and supervised by the Investigator at Institution to performcritical trial-related procedure. *rr;;;;;."i*pon*riiut-..rut"ia..iri*, 
1..g., "*""i"i"i-i"rjj"*s, research ferows).

"subject" is a person participating in the Study and identified in the signed informed consent form.
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CRO Clinicsl Tral Ayreement 

1. 

"protocol" shall mean the Protocol LYT-10M-2/22-204: "A Randmived, Drhde tlind, Foar 
Arm Active and Placeho-controlled De-finding Trial to Evaluate the fieacy, Toerahility, 
Safety and Doe Respone of LYT-109 in Patients with ldiupathie Pulmamary Fitronis IPTY 
and all curret and future arnendmerts thereo s sigped rd gprwed try the rvestigaan each of 
which is incorporated into this AgeemeTt hry this refae. Trial" shall mean the ndues of the 
clinical trial as set forh in the Protoxol. Thís Trial will be a Multicerter Trial with each Irrvestigto 
completing up to 5 subjets. "Enrolled Subjet" shall mean ary subject adrnitted to participate n 
the Trial in accordance with the terns and cnditions of the Protca). Cinical Trial Drug shall 
mean Sponsor's (as defined below) investigaional drug 1.YT-109 

2. 

Terms 

3. 

Term of the Agreement 
The terrn of this Agreenent shall commence on the date that it is fully ezeted ard shall terminate 
six (6) months after the earlier of the following (i) the dzte the Trial is ampleted in accordace 
with the terms of the Protocol and thís Agrenent and final clínical research data is received ard 
approved by CRO; or (ii) the date the Trial is terminated as provided for in Section 7 herein. 

Investigator Obligations 
The Investigator shall diret the Trial and in connection therewith shall (and shall ause cach 
member of the Trial Team [as defined below] to) sdhere to thás Agrement and the Protocol, all 
applicable foderal, state and local regulations and guidelines, inciuding the clinical practice 
requirements as are specified in the New Drugs and Clinical Trials Rules, 2019 and Good Chnical 
Practices guidelines are met and acording to the Drugs & Cosmetics Rules, 1945. all relevant 
laws and ethics prevalent in India and "Good Clínical Practices". Strict compliance by the 
Institution, Investigator, and the Trial Team (2s defined below) with the Protocol and this 
Agreernent is required. 

CRO will provide Investigator with a template informed consent forn. The Investigztor shall 
complete the template with the Investigator's and Institution's information. The Investigator may 
also add any other particular information required under any applicable law. If the Investigator 
makes any changes to the text of the informed consent form, it shall be returmed to CRO or 
designee for review and approval prior to submission to the Institutional Ethics Committee (IEC). 

The IEC shall receive a copy of the Protocol and the informed consent form as part of the original 
submission to the IEC for written approval. Any modifications to the Protocol or the informed 
consent fom recommended by the Investigator or the IEC, after IEC review, must be brought to 
the attention of CRO. The Protocol and the informed consent forn may not be altered without the 
prior written consent of CRO. If Protocol modifications are made after IEC approval has been 
obtained, these modifications must also be approved in writing by the IEC. If appropriate, the 
informed consent form approved by the IEC shall be modified to reflect changes in the Protocol. 
The modified informed consent fom shall also be submitted to the IEC for written approval. Prior 
to each Enrolled Subjed beginning the Trial, Investigator shall cause such Enrolled Subject to 
execute the final informed consent form approved by the IEC and CRO (the "ICF"). As required. 
and from time to time, the Investigator shall be responsible for obtaining additional IEC approvals 
and for submitting IND Safety Reports to the IEC. 
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CRO - Clinical Trial Agreement 

The Investigator shall submit the following documents to CRO for review and approval before 
conducting the Trial and shall retain copies for FDA review: (i) a signed Statement of Investigator 
form (Fom FDA 1572) with the Investigator's curriculum vitac or other statement of qualification 
and that of any sub investigators named on Form FDA 1572 attached thereto; (i) documentation of 
IEC approval of the Protocol and the ICF; (iii) a signed copy of the Protocol, including any 
subsequent amendments thereto, (iv) a properly completed and signed Financial Disclosure Form 
for each person listed on the Fornm FDA 1572, (v) a signed Investigator undertalking to the Drugs 
Controller General of India (DCGI). 

The Investigator thoroughly understands the Protocol and, as of the date of signing this Agreement, 
has no further questions or concerns about the Trial's design or conduct. Notwithstanding the 
foregoing, in the event of a conflict between the terms and conditions of the Protocol and the terms 
and conditions of this Agreement, the terms and conditions of the Protocol shall prevail for the 
interpretation of medical and scientific matters and the terms of this Agreement shall prevail for all 
other matters. 

The Investigator shall exercise independent medical judgment as to the eligibility of cach subject 
in the Trial (subject to the guidelines set forth in the Protocol) and, before including any subject in 
the Trial or initiating any Trial related procedures, shall cause cach subject to execute a copy of the 
ICE. Investigator shall maintain independent records that corroborate subject eligibility and show 
that each subject executed the ICF before inclusion in the Trial. Investigator shall make available 
to CRO a copy of each Enrolled Subject's executed ICF. 

The Investigator shall have a trial coordinator (or sub investigator if there is no trial coordinator) to 
assist the Irnvestigator with the administration of the Trial. The Investigator may have one or more 
sub investigators work on the Trial. Each such sub investigator shall be under the direct control 
and supervision of the Investigator and shall be subject to all of the terms and conditions of this 
Agreement, including all obligations of the Investigator, and Investigator and Institution shall 
remain fully responsible and liable for such trial coordinators or sub investigators. No sub 
investigator may work on the Trial unless he or she is qualified through the appropriate level of 
experience and training necessary to conduct the Trial. Each sub investigator's name shall appear 

in the appropriate section on the FDA Form 1572. 

In accordance with federal regulations, the Investigator shall provide careful custody and accurate 
dispensing records for the Clinical Trial Drug. In addition, the Investigator shall retain shipping 
invoices for supplies received from CRO. 

The Investigator represents that: (i) Investigator is permitted to enter into this Agreement and 
perform the Trial; (ii) the terms and conditions of this Agreement are not inconsistent with and do 
not conflict with Investigator's present employment and other contractual agreements; and (ii) 
Investigator has the experience necessary to perform the Trial. 

Institution represents that it has the staff, facilities and subject population necessary to perform the 
Trial. 

The Investigator and each sub investigator, trial coordinator, lab personnel, and any other 

Institution employee or agent associated with the performance of the Trial at the Institution 
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CRO- Clinical Trial Agreement 

(hereinafter collectively referred to as the Trial Team") shall be available during normal business 
hours for consultation with CRO or its designee by telephone and during periodic site visits to 
assess Trial progress. 

If the Investigator leaves the Institution or otherwise becomes unavailable during the term of this 
Agreement, the Institution may nominate a replacement subject to CRO's approval, in CRO's sole 
and absolute discretion. 

4 SMO Obligations: 

1. SMO will manage Study Operations and Study services as directed by Study protocol for the 
duration of the clinical trial. 

2. SMO will appoint Clinical Research Coordinator (CRC) who will be the point of contact for 
Sponsor & CRO and ensure smooth conduct of trial at the site. 

3. The Investigator and Institution and SMO and Study Staff acting as independent contractors of 
Novotech and Sponsor and shall not be considered the employee or agents of Novotech and 
Sponsor. 

4. Neither Novotech nor Sponsor shall be responsible for any employee benefits, pensions, workers 
compensation, withholding or employment-related taxes as to the Investigator or Institution or 
SMO or their staff 

5. It is hereby agreed and acknowledged by the Parties and Sponsor that Novotech has no 
relationship whatsoever with the SMO and that the SMO is acting as independent contractor of the 
Institution. 

4. SMO agrees to abide by all obligations placed on institution in the provisions of this Agreement 
concerning Confidentiality (section 9), Publication (section 10), Property of Sponsor (section 11), 
Debarment (section 12), and Indemnification (section 14). 

5. Clinical Trial Drug 
CRO shall provide Investigator with a clinical supply of Clinical Trial Drug for administration 
during the Trial in accordance with the Protocol and this Agreement. The Investigator, Institution, 
or any menmber of the Trial Team shall not distribute the Clinical Trial Drug to any other person 
except in connection with subject treatment pursuant to the Protocol. None of Institution, 
Investigator or any member of the Trial Team shall use or promote the Clinical Trial Drug, except 
as specifically described in this Agreement and the Protocol. Institution, Investigator and the Trial 
Team shall administer the Clinical Trial Drug only to Enrolled Subjects under Investigator's direct 
supervision. If requested by CRO in writing, Investigator and Institution shall be responsible for 
the destruction of all unused supplies of the Clinical Trial Drug if the Trial is terminated, 
suspended, discontinued or completed. 

It is understood that the Clinical Trial Drug provided hereunder is experimental in nature. CRO 
makes no representations or warranties, express or implied, including, without limitation, any 
Protocol Number: LYT-100-2022-204 
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CRO- Clinical Trial Agreement 

implied warranty of merchantability, fitness for a particular purpose or non-infringement, 
regarding the Clinical Trial Drug, any information supplied by CRO hereunder or any other subject 
matter of this Agreement. Additionally, CRO makes no representations of any kind, express or 
implied, regarding the safety or efficacy with respect to the Clinical Trial Drug in any form. 
6. Safety 
The Investigator shall notify CRO immediately of any deaths or Serious Adverse Experiences (as 
defined in the Protocol) in Enrolled Subjects whether or not such events are believed to be 
associated with the Clinical Trial Drug. These events, regardless of cause or relationship to the 
Trial, shall be reported directly to the Medical Monitor identified for the Trial and followed by a 

written report to the following address: 

Medical Monitor: Ganashree P. (ganashree.p@novotech-cro.com) 
CRO: Novotech Clinical Research India Private Limited 
Address: Level 3, Unit 302, 148 Embassy Square, Infantry Road, Bengaluru, Karnataka., 

560001, India 

7. 

Phone: +91 80 4551 4400 

The Investigator shall also bring all safety issues that are identified after the Trial is underway to 
the attention of his/her IEC. 

Trial Records 

a. Record Maintenance. The Investigator shall maintain independent case histories for 
each subject, including complete records of subject identification, clinical observations, and 
Clinical Trial Drug disposition ("Records"). Blank Case Report Forms (either paper or electronic 
format) will be provided to the Investigator by CRO or designee. The Investigator shall record all 
entries on Case Report Forms in a timely manner following each subject visit. The Investigator 
shall ensure all completed Case Report Forms are accurate and shall submit all such complete 
forms to CRO or its designee in a timely manner. Upon completion or earlier termination of the 
Trial, all Case Report Forms, completed or otherwise, shall be promptly returned to CRO. 

b. Record Retention. Institution and Investigator shall maintain the Records for two 
(2) years following the date a marketing application is approved for the Clinical Trial Drug for the 
indication which is being investigated or, if no application is to be filed or if the application is not 
approved for the Clinical Trial Drug, until the later of (i) two (2) years after CRO has provided 

written notice to the Investigator that the investigation of the Clinical Trial Drug has been 

C Record Access. During the term of this Agreement, Institution and Investigator 
agree to permit representatives of CRO or its designee to examine (and, as applicable, to make 
copies of), at any reasonable time during normal business hours: (i) the facilities where the Trial is 
being conducted; (ii) raw Trial data; and (ii) any other relevant information necessary for CRO or 
its designee to confirm that the Trial is being conducted in conformance with the Protocol, this 

Agreement and in compliance with applicable FDA laws and regulations and as per New Drug and 
Clinical Trial Rules 2019 to the Drugs & Cosmetics Rules, 1945. The parties acknowledge thai the 
FDA or DCGI may conduct independent inspections of the Trial under its jurisdiction. Each of 
Protocol Number: LYT-100-2022-204 
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CLINICAL TRIAL AGREEMENT 
This Memorandum of understanding, (hereinafter called MoU) between Mahatma 

Candhi Mission's Medical College & Hospital. N-6 CIDCO, Aurangabad 431003. 

Maharashtra. India (herein after called MGM Medical College & Hospital, Aurangabad) and 

(the second party) Hetero lHealthcare Limited Sy. No.80-84, Melange Towers, 4th Floor, "C 

wing. Patrika Nagar. Madhapur. Hyderabad- 500 081. Tclangana (herein after called HHCIL. 

Hyderabad) and (the third party). Grapecity Rescarch Solutions LLP, Shree Prasad. Block No 

D-2. Prakash Housing Society. Kalewadi Phata, Thergaon, Pune 411033, Maharashtra (herein 

after called Grapeeity Research Solutions LLP,Pune) entered into on this 16th February 2023 

Preamble 

MGM Medical College & Hospital. Aurangabad', 'HHCL, Hyderabad' and Grapecity 

Research Solutions LLP.Pune' are willing to jointly participate in the study "Comparative 

Clinical evauation of Eficacy and Safety Of Clotrimazole Vaginal Film vs Canesten V6 

Vaginal Tablet In The Management Of Symptomatic Vulvovaginal Candidiasis in non 

pregnant omen Open Label, Randomized, Comparative, Parallel, Prospective, Multicentric 

Study 

The Institute of the project will be Mahatma Gandhi Mission's Medical College & 

Hospital. N-6 CIDCO. Aurangabad -431003, Maharashtra, India. 

And 

The Investigator of the project will be Dr. Laxmi Rachakonda Nagbhushanan. 

Consultant Gynaecologist & Obstetrics. Department of Clinical Pharmacology and 

Therapeutics, Clinical Trial Centre, MGM Medical College & Hospital, Aurangabad. 

Maharashtra. India-431003. 

And 

The responsible person from the sponsor will be Dr. U. Shobha Jagdish Chandra, 

Head, Clinical Pharmacology and Therapeutics, Hetero Healthcare Limited, Hyderabad. 

And 

The SMO of the project will be Grapecity Research Solutions LLP, Shree Prasad, Block 

No D-2, Prakash Housing Society, Kalewadi Phata, Thergaon, Pune 41 1033, Maharashtra 

Page 1 of 6 
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Scope of MOU 

1his MOl will cover the joint efforts of MGM Medical (College & Hospital. Aurangabad. 

Maharashtra. "1111C1. Hyderahad", Telangana and 'Grapecity Research Solutions ILP, Pune". 

Maharashtra in the area of study titled "Comparative Clinical evaluation of Eficacy and Safety 

O Clotrimazole Vaginal Film vs Canesten V6 Vaginal Tablet In The Management Of 

Symptomatic Vulvovaginal Candidiasis in non pregnant women Open Label. Randomized. 

Comparative. Parallel. Prospective. Multicentric Study" 

Objective of the study to be done: 

1.To cvaluate the clinical efficacy of Clotrimazole Vaginal film as compared to Canesten V6 

vaginal tablet in the management of synmptomatic vulvovaginal candidiasis in non pregnant 

women 

2. To assess the safety of Clotrimazole vaginal film as compared to Canesten V6 vaginal tablet 

in the management of symptomatic vulvovaginal candidiasis in non pregnant women. 

Responsibilities of MGM Medical College & Hospital, Aurangabad 

1. Enrolment of non-pregnant patients with Symptomatic Vulvovaginal Candidiasis. 

2. Adherence to the study protocol. 

3. Evaluating Vaginal discharge, whiff test, pH measurement, Microscopic examination for 

budding filaments, mycelia, Vaginal signs and symptoms along with their severity scores 

Treatment Emergent Adverse Events, Acceptance of study medication by patient during the 

study. 

4. Conducting clinical evaluation at screening &baseline(day 0), day 3 (on telephone), and day 

7(at study site). 

5. Conducting Safety evaluation for any TEAEs at day14 (End of study). 

6. Reporting of adverse events to the sponsor. 

Responsibilities of HHCL, Hyderabad 

1. Shipping of study medication to the principal investigator as per schedule. 

2. Ensuring proper monitoring during the progress on the trials. 

3. Maintaining and retaining adequate records and reports. 
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4. Ensuring that the investigation is conducted in accordance with the study protocol. 

5. Providing the investigators with the information thev need to conduct the investigation 

properly 

Responsibilitics of Grapecity Research Solutions ILLP, Pune: 

1. Managing the Study Operations and Study services as directed by Study prolocol for the 

duration of the clinical trial. 

2.Grapecity Research Solutions LLP, Pune" will appoint a Clinical Research Coordinator 

(CRC) who will be a point of contact with Sponsor & SMO and ensure smooth conduct of 

trial at the site. 

Following activities will be carried out by appointed CRC: 

1. Performing all the activities in strict adherence to the ICH-GCP guidelines, Schedule 

Y Indian GCP and regulatory requirement. 

2. Communication & Follow up with IRB/IEC Submission and Approval 

3. Patient Identification for assigned study from OPD or Hospital Database. 

4. Maintenance and update of Trial Master File (TMF), site binders and relevant files. 

5. Preparation for Site Monitoring Initiation Visit (SMV) and resolving all action items 

generated during previous visit. 

6. Conduct study according to International Conference of Harmonization (1CH) E6 and 

Indian Good Clinical Practice (GCP) regulation 

7. Assisting Principal Investigator (PI) in administrating ICF and its procedure 

8. Ensure protocol &applicable regulatory guidelines compliance and adherence. 

9. Assisting PI in patients pre-screening, screening enrolment and recruitment. 

10. Preparing source notes and CRF filling 

11. Communication with CRA/ Project Manager, PI, IRB/IEC, site for study updates 

12. Coordinate and schedule subject's regular follow up visits and procedures, maintain 

regular telephonic contact with patients to preventing lost to follow-up and missed 

visits. 

13. Managing clinical trial materials (CTM) maintenance, Accountability, distribution 

and logistics at site 

14. Coordinate all site specific queries-medical, administrative, subject reimbursements 
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and other. 

15. Reporting and coordinating all AE/SAEs according to their timelines as per regulatory 
norms. 

16. Filling up and maintaining trial related logs likes source documentation, drug 

dispensing logs. subject log. visit logs. Investigational produet log. temperature log. 
logisties log. SAE and EC communication log 

17. Documentation of protocol deviation as appropriate and communicate any impacting 

subject safety to the ethics committee. 

18. Attend study related meeting as appropriate 
19. Preparing sites for Auditing visits coordinate close out visit and Archival at site 

20. Preparation for Site selection visit and Site Initiation Visit (SIV) 

21. Regulatory Documents Collection 

22. Coordinate with central and local lab for logistics and sample flow 

23. Any other required activities during the trials. 

Administration: 

Overall responsibilities of the project will rest with MGM Medical College & Hospital, 

Aurangabad. Maharashtra. HHCL, Hyderabad, Telangana & Grapecity Research Solutions 

LLP. Pune. Maharashtra. 

Financial Arrangements: 

Funds for the projects will be from HHCL, Hyderabad, Telangana and the proportion of funds 

to be related to 'Grapecity Research Solutions LLP, Pune', Maharashtra are as follows: 

CLINICAL TRIAL BUDGET 
For 30 patients/per 

study 
15,000 x 30 

Total 
Per patient 

Complete charges 15,000 
4,50,000 

Institutional (1OH) 
overhead charges 

NA 30% 1,35,000 

(500x2x30)+ 
(500xlx5) 

Total cost excluding EC fee 
GST 18%% 

Total cost (+ GST 18%) | 

Lab charges 500 32,500 

6,17,500 
R1,11,1500 
7,28,650 

Note: Ethics committee fee will be provided separately according to the EC requirement. 
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Payment terms: 

1. Ethics committee fee will be paid along with the submitted EC documents. 
2. Total cost excluding EC fee i.e 6,17,500 will be paid in two instalments. 
3. 50% ofT 6,17,500 i.e., 3,08,750 will be paid after getting Ethies Committee approa for conducting the study. 
4. The remaining 50% i.e., 7 3,08,750 will be paid after completion of study. 
5. Payment will be done within 45 days from the date of receiving the invoice. 

. The payment invoice will be raised to Hetero Healthcare Limited. Hyderabad win 

GSTIN 36AABCH6890DIZJ. 

Payee Details: 

Payee Grapecity Research Solutions LLP 
Name: 

Pan card Number AAPFG8186L 

27AAPFG8186L1ZH 
GSTIN of Payee 

007305009846 
Account Number 

ICICO0003363 
IFSC Code 

ICICI Bank Ltd. 

Bank Name 
The following supplies will be provided to MGM Medical College & Hospital, Aurangabad, 

Maharashtra. 

Study medication 

Protocols, CRFs, ICFs and Patient information sheets. 

Intellectual Property Rights: 

1. Any publication shall be by mutual consent of Investigator and sponsor (HHCL). 

Duration of MOU: 

This MOU will be in foree for a period of 1 year (years from the date of it's signing). 

Amendments to the MOU: 

Amendments if any, before the expiry of this MOU shall be made by all the three parties in 

writing after mutual agreement. 

Resolution of Dispute: 
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The place of jurisdiction for any dispute or claim before a court or an arbitrator shail b Hyderabad. 

Seal of parties: 

In witness there of parties MGM Medical College & Hospital, Aurangabad, Maharastnu 
n, yderabad, Telangana & Grapecity Research Solutions LLP, Pune Maharashtra, have 

signed this MOU as mentioned below. 

MGM Medical MGM Medical MGM Medical 
Grapecity 

College & 
Hospital, 

Aurangabad, 
Maharashtra 

HHCL, College & 
Hospital, 

Aurangabad, 
Maharashtra 

(FIRST PARTY) (FIRST PARTY 

Research 

College & 

Hospital, 
Aurangabad, 
Maharashtra 

Hyderabad, 
Telangana 
(SECOND 
PARTY) 

Solutions 

LLP, 
Pune, 

Maharashtra 

(FIRST PARTY) 

Dr. Laxmi 
Rachakonda 

(THIRD PARTY) 
Dr. Sunil Name Dr. Rajendra 

Dr.U. Shobha 
Dr. Deepak 

Bhosle 
Jagdish 

Chandra 
Head of 

Bohra Chaudhary 
Nagbhushnam 

Head of 

Designation Head of Institute Department 
Pharmacology 

Department 
Clinical 

Pharmacology 
&Therapeutics 

Consultant Director 
Gynaecologist & Clinical Trial 

Centre 

Date 28-2-22 2 23 28-01-2023 200 23 

Signature 

MOMS MEDICAL COLLEGE 
AURANGABAD aesea HE ALTR 

Hyderabad 

DEAN 

Seal 
Suo 

. 
hm 
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ONE 

HUNDRED RUPEES 
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INDIA NON JUDICIAL 
O 2023 ) 

INVESTIGATOR INITIATED STUDIES (IIS) AGREEMENT 

This Funding / Facilitating Investigator Initiated Study agreement (�Agreement") is made as 
Oct 2023 (the Efective Date") by and among 

Confidential 

68AA 894144 

-8 SEP 2023 

wOCKHARDT LIMITED, a Company organized and existing under the Indian Companies Act, 1956 and 
having its registered office at D-4, MIDC, Chikalthana, Aurangabad- 431006, and Global headquarters at 
Wockhardt Towers, Bandra-Kurla Complex, Bandra East, Mumbai � 400 0S1, which expression shall unles 
repugnant to the context or to the contrary to the meaning thereof, be deemed to mean and/or include its 
successors in business and permitted assigns (�Wockhardt") and 

C 

A ay of 

Dr. Anand Nikalje ("Principal Investigator/Investigator") associated as Director and In Charge ICU with MGM 
Medical College and Hospital situated at Gate No. 2, MGM Campus, N-6,CDCO, Aurangabad 431 003, 
Maharashtra (Principal Investigator/Investigator) 

MGM Medical College and Hospital situated at MGM Campus, N-6,CIDCO, Aurangabad 431003, 
Maharashtra (hereinafter referred to as the "Institution," represented by which expression shall unless repugnant 
to the context or to the contrary to the meaning thereof, be deemed to mean and/or include its successors in 

business and permitted assigns ("MGM Hospital"). 

The Wockhardt, Principal Investigator/Investigator, Institution, shall each be defined as "Party" and together as 
the "Parties" under this Agreement. 
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harti is a pharmmaccutcal Coyany cngaged inter alba m the busness of manufacturing and/or marketing of 
\anous aNir phamaccutcal ingredienis and phmrceuticals n tinshel desage forms. 

Prucyal lnvestigator lrvestigator is an irdividual from respective heaih carc institution engagcd inter alia in the 
buxincss of undertak1ng clnical studies includ1ng but rt hmitcd Interventional clmical studies, Prospective 

bsenvatonal clmcal sudies, Retrospective (records bascd) bumam subject research. Investigator has also 
represented that it has obtained all lhcenses, authorizations and permissions required under law for providing the 
seTVKES contemlated under this agreement and that all such licenses, authorizations and permissions are in full 
forre and cffect, at present and during the tern1 of this agreement. 

For lnvestgator Initiated Study (IIS), Wockhardt would fund facilitnte the Investigator Initiated Study in form of 
Grants, nvestigational products, resources, materials or support in developing study documcnts and/ or manuscript/ 

ster based on the study results of IIS from time to time, to support the conduct of investigator-initiated study 
entitled "A Prospeetive, Open abel, Randomizcd, Comparative, Twe arnm, Multi-centric, Investigator initiated 
study to evaluate eficacy and safety of LevonacilloNacin with Teicoplanin-Azithromycin combination in 
hospitalized patients with Community Acquired Bacterial l'ncum nia (CABP), Protocol No. CABP/01/21" by 
the lnvestigator at the lnvestigator's Institution. 
Wockhardt, Principal Investigator/Investigator, ard Institution agree as follows: 

a. The lnvestigator shall conduct IIS (as defined below) at the Ir:esigator's Institution mutually agreed upon 
by Wockhardt nd Investigator sperilied in writing from tire in time, in accordance with this Agreement, 
IIS proposal, Protocol for the study, Good Clinical Practices (GCP) and all applicable laws, rules and 
regulations and with the standard of care customary in the area of clinical rescarch for Pharmaceutical 
Industry. 

b 

e. 

f 

Responsibilities of Investigator and Investigator's Institution 

j. 

Investigator's Institution will ensure that the investigator complies with Investigator's Institution's policies 
and proccdures, including any applicable financial policies as well as applicable regulations. Investigator's 
Institution will notify Wockharc't if there is any conflict between the terms of this agreement or any 
Investigator Initiated Study (IIS) Concep/ Proposal form and any such policy or procedure or applicable 
regulations and the parties will attempt to reach an appropriate arcommodation. 
IIS will be conducted by the investigator at the Investigator's institution with the necessary prior approval 
and ongoing review of all appropriate and necessary review authorities and in accordance with all 
requirements of the Investigator's institution and all applicable l»ws and regulations. 
Each IIS would be conducted in accordance with the protccol developed by the Investigator. If required, 
Investigator can also request Weckhardt to extend its suppcrt in protocol and other esseutial document 
preparation on sub:mission of its idea or proposal in "Outline of Investigator Initiated Study (IS) Concept/ 
Proposal" form. 
Investigator agrees not to implement any deviation from or chenges to the Protocol without Wockhardt and 
Principal Investigator's knowledge and prior to the ethics conmmittee's approval, except as necessary to 
protect the safety, rights or welfare of a patient enrolled the Study. Investigator further agrees to use best 
efforts to provide Wockhardt with the data called for the Protocol in a timely manner. 

Investigator shall promptly report to Wockhardt any significant developments that may occur during the 
Study, including but not limited to adverse events, serious adverse events related to Wockhardt's 
investigational product. In case of serious adverse events, Investigator shall address any further information 

Investigator and the Investigator's institution agree to permit representatives of Wockhardt and other 
regulatory authorities havíng jurisdiction over the Study to examine at any reasonable time during normal 
business hours (i) the facilities where the Study is being conducted, (ii) study raw data and (ii) any other 
relevant information necessary for Wockhardt or other regulatory authority to confirm that the Study is 
being conducted in conformance with the Protocol and in compliance with all applicable laws and 
regulations. Investigator shall notify Wockhardt immediately if regulatory authority schedules or, without 
scheduling, begins such an inspection. 

h. Investigator agrees to maintain records and data related to the IS in compliance with all applicable laws and 
regulations. 
An adverse event is considered to be any untoward medical occurrence (including a symptom or disease or 
an abnormal laboratory finding) during treatment with an investigational drug or a pharmaceutical product 
in a patient or a trial subject that does not necessarily have a relationship with the treatment being given. 
Serious adverse event means an untoward medical occurrence during clinical trial resulting in death or 
permanent disability, or hospitalisation of the trial subject where the trial subject is an outdoor patient or a 
healthy person, prolongation of hospitalisation where the trial subject is an indoor-patient, persistent or 
significant disability or incapacity, congenital anomaly, birth defect life threatening. Furthermore, any event 
is to be evaluated if that event could affect the safety of the Subject or the conduct of the Study. The 
Investigator's Institution and Investigator is obliged to inform Ethics committee and of any adverse events 
or serious adverse events occurring during IIS in accordance with the applicable rules and regulations. 
The progress and results of the IS will be collected, analyzed, and adequately reported to Wockhardt by the 
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II) 

IV) 

V 

VI) 

k. The provision of funding or facilitation by Wockhardt does net create any liability, expiicit or implicit, on 
Wockhardt in respect of the manpower engaged in the Project by the Investigator or Investigator's 
Institution. 

p 

m. Cooperate with the Monitoring Committee / Wockhardt / its representative by providing it the requisite 
information and if requested, access to the premises where the prTject activity is being carried out; 

a 

b 

Investigator, including, at a minimum, submission of periodic progress, final study report and safety 
information. 

b 

In case of unilateral decision by any Investigator or Investigator's Institution to abandon the project of any 
of the ternns and conditions, the unutilized annount is to be paid back to Wockhardt or for breach of any of 
the terms and conditions by any Investigator or Investigator's Institution, the entire amount released by 
Wockhardt with interest is to be paid back forthwith. 

Resporsibilities of Principal Investigater 

Assist wherever necessary, the Monitoring Committee / Wockhardt / its representative with requisite 
technical inputs / facilities to help accomplish the objectives of the project; 

b. 

Abide by the decision of the Monitoring Committee / Wockhardt / its representative on the assessment of the 
progress in the project and the modification in the objcctives, outputs, milestones, targets, funding, as also 
the foreclosure of any activity or subproject; 
In case of reorganization of Investigators Institution through merger, acquisition, termination, closure etc, 
the Investigator's Institution undertakes to settle the Wockhardt's fund, cven prior to initiating such 
measures. 

Responsibilities of Wockhardt 

ii. 

iv 

The Principal Investigator takes full responsibility for the design, initiation, management, data analysis and 
reporting of the study (including local regulatory obligations). Based on scientific merit and request by the 
IS investigator, Wockhardt may consider providing on a case-by-case basis additional support (e.g., 
laboratory analysis, vendor for data management). 
To interact and supervise the conduct of research study. 

d. If generally accepted standards of Good Clinical Practice relating the safety of Subjects require a 
deviation from the Protocol, these standards will be followed. Any party who becomes aware of the need for 

Wockhardt agrees to provide furding or facilitation to the Investigator Initiated Study (IS) as mutually 
agreed upon by the Investigator and Wockhardt and as mentioned Outline of Investigator Initiated Study 
(IIS) Concept/ Proposal form. IIS Grants (IISG) would be provided to the Investigator Institution and not 
direc:ly to the Invcstigator. IIS Grants shall be solely used for the purpose as defined in this agreement. 
Wockhardt will monitor the IS investigators conpliance ani adherence to their contractual obligations 

Wocl:hardt dces nct request any svbject level data that could i"clude protected health information as that 
tern:ed defined in ie privacy rule enacted pursuant to the health insurance portability and accountability 
ACT of 1996 from IIS supported with IISG from Wockhardt. However, Wockhardt shall gain access to the 
IIS data generated from IIS supported by Wockhardt that ircluded protected health information for the 
purpose of ensuring that the funds/ facilitation is being uti'ized by the investigator and Investigator's 
institution for the IIS as per the terms of this agreement. Wockhardt will take appropriate measures to 
protect the confidentiality and security of that protected health information during this process. 

Financial Conditionalities 

a. The Investigator's Institution shall ensure that the Wockhardt's funds of the project are utilized only for the 

project as per this Agreement. Without the approval of Wockhardt, the Investigator's institution will not 
affect re-appropriation of funds from one budget head to other. 

a deviation from the Protocol will immediately in writing notify the other party to this Agreement of the 
facts causing the deviation as soon as the facts are known to that party. 

The Investigator's institution shall immediately refund to Wockhardt any funds released by Wockhardt 
remaining with it unutilized on foreclosure or completion of the project. 
Wockhardt shall retain the right to transfer the capital assets ecquired (with Wockhardt funds) during the 
tenure of the project or after completion of the project. 

IIS Review Committee 

The provision of the loan grant to the Investigator's institution does not create any liability explicit /implicit 
on Wockhardt of the manpower engaged by the industry for the project. 

1. IIS Review Committee shall monitor the project for achieving the defined objectives in the time and costs 

projected. The terms of reference to the IIS Review Committee are: 

To review and examine the progress of the project in conformance with the deliverables/milestones. 
targets and objectives set as contained in the agreement; 
revising the funding support to any / or all implementing parties; 
To advisce on issues related to publications and securing of IPR individually or severally by the 
implementing partics; and 
Any other matter as referred to by Wockhardt 

Completion 
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VI) 

VIII) 

The projecct envisaged shall be dcemcd to have bcen successriully completed, as assessed by lIS Review 
Committee. In casc, during the tenure af the yrojcct, it is found that the project or any project component is not 
likely to lead to successful completion, the IIS Review Committee ray decide to foreclose the project or the 
project component as warranted. The decision of the IIS Review Committee is fully binding on all the 
participants. 

a. The tern1 of this Agreement shall begin on the Effective Datc and terminate upon the completion of the 
Study and the submission of all information and reports as derribed in the Protocol or upon expiry of two 
(2) ycars, whichever is later, unless sooner ternirated as provided herein. The validity period of this 
Agreement may be cxtended or ammended or renewed by express mutual consent of the parties conveyed in 
wriing. 

Term and Termination 

b 

e. 

d. In the event that Wockhardt receives notice fronm Investigator cr otherwise becomes aware that a debarment 
action has been brought against or threatened against Investigator, Wockhardt may terminate this Agreement 
inmediately. In the event of termination hereunder, Investigator shall without undue delay deliver to 
Wockl:ardt all data required under this Agreement. 

a. 

C. 

The Agreement may be terninated by Wockhardt at any time upon thirty (30) days prior written notice, 
except tlhat the Investigator may terminate the Study immediately upon written notice to the other parties if 
necessary to protect thc health, welfare or safety of any research subject. 

d 

That Wockhardt wil! forthwith terminate this Agreement if there is a material breach of this Agreement and 
also there is violation of clauses VIII, X, XI, XIl of this Agreernetnt. 

Total grant payable by Wockhardt pursuant to this Agreemer shall be equitably prorated for actual work 
perforuned to the Gate of ternination with any unexpend:l funds previously paid by Wockhardt to 

Investigator being refunded to Wockhardt. 
f. Upon ternination or expiration of this Agreensent, neither Investigator/ Investigator's Institution nor 

Wockhardt shall have any further obligations under this Agreement, or in the case of termination or 
expiration of a IS proposal, under such Proposal, except that (a) Investigator/ Investigator's Institution shall 
terminate all Services in progrcos in an orderly manner as soon as practical and in accordance with a 
schedule agreed to by Wockharát , unless Wockhardt specifies in the notice of termination that Services in 
progress should be completed, (b) Investigator/ Investigator's Iastitution shall deliver to Wockhardt any 
Materials in its possesion or control that was supplied by Weckhardt for the IIS, (o) Wockhardt shall pay 
Investigator/ Investigator's Institution any monies due and oving Investigator/ Investigator's Institution, up 
to the time of termination or expiration, for Services actually performed, all authorized expenses actually 
incurred (as specificd in the applicable IIS proposal) and any additional fees associated which were duly 
approved by Wockhardt prior to the tenination, (d) Investigetor / Investigator's Institution will refund or 
adjusted /reduced invoice of any payment made by Wockhardt for which Investigator/ Investigator's 
Institution is not able to provide the Services and e) Investigatcr/ Investigator's Institution shal immediately 
return to Wockl1ardt all Wockhard's Confidential Informaticn and copies thereof provided to Investigator/ 
Investigator's Institution under this Agrcement or under any IIS proposal which bas been terminated or has 
expired. 

Intellectual Property /Ownership and Use of Data 

b. All Materials provided to Investigator/ Investigator's Institution by Wockhardt for the performance of 
Services and all associated intellectual property rights shall remain the exclusive property of Wockhardt. 
Investigator/ Investigator's Institution shall use materials provided by Wockhardt under any IIS proposal 
solely for rendering the Services under the applicable lIS proposal. Wockhardt will provide Investigator 
Investigator's Institution with any relevant occupational safety information known by Wockhardt, including 
a Material Safety Data Sheet (MSDS). Any Materials remaining upon completion of the Services under IIS 

proposal shall be, at Wockhardt's direction, either returned to Wockhardt or destroyed. 

All clinical data, case report forms, documents, information, clinical specimens and results prepared and 
developed by the Investigator in connection with the IIS or this Agreement whether in written or electronic 
form (collectively the "Information") shall remain the property of Investigator or Investigator's Institution. 
However, Investigator shall provide brief summary of results of the IIS to Wockthardt and permit Wockhardt 
to use the same any way it deems legally appropriatc. Further, investigator and Investigator's institution 
agrees to provide Wockhardt a copy of any article/ abstract/ poster published or presented based on the 
resulted on this IIS for their internal use. 

In the event that Investigator/ Investigator's Institution conceives, produces and/or reduces to practice 
inventions relating any Material transferred to Investigator/ Investigator's Institution in the course of or in 
connection with the Services, including without limitation any new uses or formulations of or improvements 
to such Material, the parties hereto acknowledge and agree that Wockhardt shall share, title and interest in 
such improvements and shall share all related documents to the Wockhardt without any cost. 
Investigator/ Investigator's Institution hereby assigns and agrees to share with Wockhardt title to the 
Results, including any intellectual property rights embodied in or derived from such Results (whether or not 
protectable under patent, copyright, trade secret or similar laws). 
Investigator/ Investigator's Institution shall maintain all materials and all other data and documentation 
obtained or generated by Investigator/ Investigator's Institution in the course of IIS duration hereunder, 
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IX) 

X) 

a 

C 

e 

f 

inchuding all computerized records and files (the Records") in a secure area reasonably protected from fire, 
theft and destruction and shall make them available for review by Wockhardt as and when requested. 

a 

All Records shall be (i) retained by Investigator/ Investigator's Institution for a period of two (2) years, or 

as a matter of law or regulation or (i) disposed of, at their discretion, unless such Records are otherwise 
required to be stored or maintained by Investigator/ Investigator's Institution as a matter of law or 
regulation. In no event shall Investigator/ Investigator's Institution dispose of any such Records without first 
giving Wockhardt sixty (60) days' prior written notice of its intent to do so for the purpose of any 
verification or review prior to disposal as it deems appropriate. Notwithstanding the foregoing, Investigator/ 
Investigator's Institution may retain copies of any suclh Records as are reasonably necessary for regulatory 
or insurance purposes, subject to Investigator/ Investigator's Institution's obligation of confidentiality. 

Confidential Information 

The Investigator/ Investigator's Institution ("Receiving Party") acknowledges that certain confidential 
information and data relating to the Wockhardt ("Disclosing Party") and its activities shall be furnished in 
connection with the purpose. Such information and data shall hereinafter be referred to as "Confidential 
Information" and shall include collectively and individually all or any proprietary and confidential 
information and data in any form whether oral, written or in electronic form relating to plans, products, 
intellectual property (including but not limited to information related NCE, patents, patent applications, 

trademarks, copyrights, know-how, rights on software and rights on databases), analyses, projects, 
processes, testing methods, technical data, formulations, techaiues, trade secrets, know-how, data, reports, 
methodology, equipment, systems, marketing, information regardi1ig sources of supply, business plans and 
the existence or scope of activities of any research, development, manufacturing, marketing or other projects 
of Wockhardt (including negative developments), research or development activities, non-public corporate 
information and all technical or scientific information or know-how of Wockhardt relating to the purpose. 
Information disclosed by Disclosing Party to Receiving Party in the course of the discussions between the 
Parties, and the contents of this Agreement shall also constitute "Confidential Information'". 
The Receiving Party agrees that the Confidential Information disclosed by the Disclosing Party under this 
Agreement shall remain confidential and it shall not without the Disclosing Party's prior written consent 
disclose the same to any third party nor shall use the same for any purpose other than the fulfilment of its 
obligations under the terms of this Agreement. 
Confidential Information will not include information that: 

(i) 

(i1) 
(iii) 
(iv) 

d. The Receiving Party agrees that: 
(i) 

(i) 

(iii) 

(iv) 

Is known to the Receiving Party, as evidenced by the Receiving Party's written records, before 
receipt of it under this Agreement 

Is disclosed to the Receiving Party by a third party having a right to make such disclosure; or 
Is or becomes part of the public domain through no fault or breach by the Receiving Party; or 
Is independently developed by or for the Receiving Party, without recourse to such Confidential 
Information disclosed under this Agreement as evidenced by the Receiving Party's written records. 

It will not use any Confidential Information received from a Disclosing Party except for the 
purposes of performing this Agreement. 

Confidential 

It shall maintain Confidential Information of the Disclosing Party in strict confidence and follow the 
procedures to prevent unauthorized disclosure or use of the Disclosing Party Confidential 
Information and prevent it from becoming disclosed cr being accessed by unauthorized persons. 
It shall immediately advise the Disclosing Party of any unauthorized disclosure, loss, or use of 
Confidential Information 

The Receiving Party may disclose the Confidential Information if required by law or by any court, 
tribunal, regulator or other authority with competent jurisdiction, provided to the extent practically 
possible and permissible under the law, gives notice to the Disclosing Party of such disclosure and 
shall disclose only that portion of Confidential Information which is required to be disclosed under 
the law, and shall ensure that confidential treatment is accorded to such information. The Receiving 
Party agrees not to disclose any Confidential Information received from the Disclosing Party to any 
third party without the prior written consent of the Disclosing Party, except to its Affiliates, 
employees, agents, consultants, subcontractors, directors and officers on a need to know basis to 
effectuate the purpose of this Agreement (a "Representative"); provided, that in every 
Representative of the Consultant shall be informed of the confidentiality provisions of this 
Agreement and shall be similarly bound by the same. 

The Receiving Party shall within fifteen (15) days of written request either before or after termination of this 
Agreement (for whatever reason), return to the Disclosing Party all materials, Confidential information (in 
whatever form) incorporating, embodying or recording any such Confidential Information in its possession 
or control and, if requested by the Disclosing Party, certify in writing that it has done so in a specified 
documented format. 

The confidentiality and non-use obligation under this Agreement shall survive for period of this Agreement 
and for a period of 10 (ten) years following its expiration or termination. 

Investigator Initiated Study Grants (IISG) 
Wockhardt agrees to provide funds/ facilitation to the investigator, Investigator Initiated Study (IIS) in 
accordance with IIS proposal and as amended from time to time upon mutual agreement and in writing. 
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XI) 

XII) 

f. 

d 

a. 

C 

b. 

e. 

No component of the IIS funds facilitation will be provided to the investigator until Wocklhardt has received 
the necessary documents identificd in IIS proposal form. 

g. 

k 

Investigator will use IS funds solely for the purpose of the Investigator Initiated study specified in this 
agreenent. IS funds will not be used to pay physician refening potential subjects for cnrolment 
study. At the completion of the study, investigator will contirnn in writing that Wockhardt IS funds have 
been used only to support the Investigator Initiated study, and shall provide the necessary supporting 
documentation. 

Investigator will not charge study subjecis for Wockhardt Prodvcts/ other medicines/ equipment/ materials. 

Investigator/ Investigator's Institutions Representations, Warranties & obligations. 

If a particular IIS proposal calls for Wockhardt to provide a Wockhardt Product other medicines/ 
equipment materials, Wocktardt vill provide, free of charge, sufficient supplies of the same to conduct the 
Study as per mutual agreement áccunented in proposal. 

m. 

Investigator will maintain apprcpuintc control of the Weckhardt Product/ other medicines/ equipment 
materials and will not previde it to anyore else except research staff who are directly involved in 
investigator initiated study conduct. 

the 

Except for, and limited to, the use specified in the Protocol &/or proposal form for the applicable Study, 
Wockhardt grants Investigator no express or implied intellectual property rights in the Wockhardt Product or 
in any methods of naking or using thc Wockhardt Product. Investigator will use Wockhardt Product other 
medicines/ equipment materials only as specified in the Protccol &/or proposal form for the applicable 
Study. Any other use of the Workhardt Froduct/ other medicines/ equipment materials constitutes a 
material breach of this. 

d. Investigator/ Investigator's Iustitution shall conduct tke clinica! stidies in compliance with ules/ guidances 
issued by the competent authority aad to the Protocol agrced ito by Wockhardt and given approval by such 
competent authority. 

The Investigator Investigator's Irstitution confirms baving obtained the writen approval of the appropriate 
authority/authorities for the study Protocol prior to conduct of such study. 
The Investigator/ Investigator's Institution shall nct at any time during or after the cxpiration of the term 
divulge or allow to be dinalged to ry person any confidential information relating to the business or affairs 
of Wockhardt or any of the Material/ Product cr the trials or sudies conducted pursuant to this Agreemcnt 
without the prior witten consent of the Vockhard. Further, if any confidential information was disclosed to 
the Investigaior/ Investigator's Institution prior to the date of this Agreement in anticipation of the parties 
entering into this Agreement, such confidential information shall be subject to the terms and conditions of 
this Agreement. 
Investigator/ Investigator's Institution shall take all reasonable precautions in dealing with the 
Material/Prcduct and with any infornation decuments avd papers provided to it by Wockhardt so us to 
prevent any unauthorized person from baving accoss, to such Trncuct, information, documents or papers or 
to any report on cr records of any ron-clinice/ Clinical Studies caried out. 

f. Investigator/ Investigator's Institution agrees that time the essence of the contract and undertakes to 

complete the studies within the term as specified in each IIS proposal. 

Investigator/ Investigator's Institvtion agrees to apply quality control to each of data handling and ensure 
that all data prcvided by it to Wockhardt is reliable. 

Ih. Investigator/ Investigator's Institution warrants that it has qualified and experienced personnel to assume 
responsibility for the proper conduct of the studies/ trial and shail maintain a list of such qualified persons to 
whom it has delegated significant trial related duties. 

Investigator/ Investigator's Institution undertakes not to terminatc the trials prematurely without the consent 
of Wockhardt, except as stated under Clause VII (b). 

Investigator/ Investigator's Institution warrants that it is thoroughly familiar with the appropriate use of the 
Material/ Product. 

Investigator/ Investigator's Institution warrants that it is aware of and shall comply with the Guideline for 
Good Clinical Practice and other regulatory requirements. 
Investigator/ Investigator's Institution warrants that it shall submit the protocol to appropriate 
authority/authorities for approval and start the study only after the approval from appropriate 
authority/authorities is obtained. 
Investigator/ Investigator's Institution warrants that it is aware that the Wockhardt has agreed to provide its 
services/ funds/ products based upon the aforesaid declarations and warranties. 
Investigator/ Investigator's Institution warrants that it shall ensure that Wockhardt's funds are utilised 
appropriately in the IIS, for the purpose for which they are intended, and are not misused. 

Investigator initiated Study Data and Publication Rights 
a. Investigator shall share the data generated from investigator initiated study with Wockhardt for but not 

limited to support data management, clinical study report preparation, manuscript publication/ abstract or 
poster presentation. 

b. Investigator can publish the results of the investigator initiated Study ("Study Data"), and use study data 
generated from the investigator initiated study for their own research and educational purposes and 
programs after obtaining written consent from Wockhardt. Any third party other than the investigator and 
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MEDICAL CENTER & RESEARCH INSTITUTE 
sUPER SPECIALITY HOSPITAL 

Daraticn of study 

Confidential 

Planned study dates 

Publication plars 

dose. 

Ni: alle 

Investigater Initiatcd Studies (1IS) Proposal 

ConfidentialPage5 of 5 

fer Arpotntma 
Contset M. Apnil 

Adrltapatenta nith Impaired renalunstlon: 

9037494G9S 
A308303409 

weight) intrvenous/ intramuscular administration once a day as maintenance 

Dose adjustment is not required until tie fourth day of treatment. 
Afer the fourth day of treatncnt: 1.a mild and moderatc renal insuficicncy 

(creatinine clearance 30-80 ml/min): Teicoplanin maintenance dose should be 
ha:ved, cither administering the dose every two days or by administering 

half of this dose cnce a day. In severe renal insufficiency (creatinine clearance 
less than 30 m/min): Teicorlanir dose should be one-third the uSUal dose, 

cither by administeri ng the initial vnit dose every third day or by administering 
une-third of this dose uncc a day. 

extendupto 14 days as per investigator's discretion.) 

Mar 22-Mar 23 

Dr. Anand Nika!je (MEDS, MD; 

DR. Anend Nlkalje 

Az:thromycin will be admiristered 500 mg oral/ intravenous once a day. 

Study duration will be agproximately I year. 

Director c:d In Charz: 1CU 

A4D (NMficina) Ass) Prof 
Coneuant Physócian & Intonsivist 

Diretnr MCAUGU MGM 
Reg No 6/939 

Minimum Duration of treatment wil be Sdays. (Duration of treatrment can be 

OPD Timing (Mon.Fn 

MGM Medical College and Hospital, Aurangabad 

Aodte Protsor & ienivst 
nGHKt Cokgo & HonpitelAbad 

Rag. Mc. 67V9 

Data and information generated from this study will be used for submission to 
a publishcr of sciertific natio.1a/ intermational joumal, professional 

organization or presented at a scientific mecting. 

In Case of Emergency Contsct: MCRI CaRualty, 0240 6482000 Extenslon 1080/1068 MGM Campus, Gate No. 2, Cabin No. 21 

MGM Hosptal, N-6, CIDCO, Aurangabad - 431003 (MS) Email : anandnlkalje@reditmall.com I web: www.mgmmerl.com 
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The place of jurisdiction for any dispute or claim before a court or an arbitrator shail b Hyderabad. 

Seal of parties: 

In witness there of parties MGM Medical College & Hospital, Aurangabad, Maharastnu 
n, yderabad, Telangana & Grapecity Research Solutions LLP, Pune Maharashtra, have 

signed this MOU as mentioned below. 

MGM Medical MGM Medical MGM Medical 
Grapecity 

College & 
Hospital, 

Aurangabad, 
Maharashtra 

HHCL, College & 
Hospital, 

Aurangabad, 
Maharashtra 

(FIRST PARTY) (FIRST PARTY 

Research 

College & 

Hospital, 
Aurangabad, 
Maharashtra 

Hyderabad, 
Telangana 
(SECOND 
PARTY) 

Solutions 

LLP, 
Pune, 

Maharashtra 

(FIRST PARTY) 

Dr. Laxmi 
Rachakonda 

(THIRD PARTY) 
Dr. Sunil Name Dr. Rajendra 

Dr.U. Shobha 
Dr. Deepak 

Bhosle 
Jagdish 

Chandra 
Head of 

Bohra Chaudhary 
Nagbhushnam 

Head of 

Designation Head of Institute Department 
Pharmacology 

Department 
Clinical 

Pharmacology 
&Therapeutics 

Consultant Director 
Gynaecologist & Clinical Trial 

Centre 

Date 28-2-22 2 23 28-01-2023 200 23 

Signature 

MOMS MEDICAL COLLEGE 
AURANGABAD aesea HE ALTR 

Hyderabad 

DEAN 

Seal 
Suo 

. 
hm 
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AMnhaty 
Aliesien MATL 

messane 
Allotment of Internship to Foreign Medical Graduates Students 

Dect of Cownumity Medjcine 

MMC FNGE <mmofmgesarvicas@gmal.conm> 

Respectad SirMadam 

NWARD NO..61liply 

Te DEAN MGAMMC Aurangabad cmgmmca@themgmgroup.com> 

Thanis and regards 

Repistra 

MGM Arangabad emgmmeathemgmgroup com> 

Pieane fno attached herewith the letter reoarding allotmernt of Internshio to Foreign Medical Graduatas Studenis 

Maharasttre Medical Counci, Mumbai 

Mahatma Gandhi Missions Medical College, Aurangabad.pdf 250K 

Frl, May 31, 2024 at 557 PM 

D 

) 



No.MMC/EMG/Allotment Internshin/2024 

Sir / Madam. 

Sr. No. 

1 

2 

Dean DirectorDenutv Director'Ciil Surgen 
Mahatma Gandhi Missions Medical College, Aurangabad 

Appl. No 

20240023676 

Sub: Regarding Allotment of Internship to Foreign Medical Graduates. 
Ref: )NMC Letter No :U.15024/17/2022- UGMEB026I87 DATED 14/072022 

20240022986 

3 20240021946 

20240023555 

With respect to above stated subject, the following students has 
allowec to do Compulsory Rotating Internship Training (CRMI) in your 
Colieoe/Institue/hospital are as follows. 

20240023781 

20240022629 

Maharashtra Medical Council, Mumbai 

20240023071 

189.ANAND COMPLEX FIRST FLOOR SANE GURUJI MARG, ARTHUR ROAD NAKA 
CHINCHOKLIW) MUMBAL400011 

20240022620 

9 20240022213 

19046 

)NMC Notification Dated 28.07.2022 
iii)NMC Circular Dated 09,05.2023 

Merlt NO 

39 

288 

302 

491 

495 

518 

529 

557 

Marks 

222 

200 

171 

169 

Web site ;www.maharashtramedicalcouncilin 

161 

160 

159 

159 

158 

Name 

VAIBHAV HARIDAS KAKADE 

SHOEB SANJU PATEL 

ALFEEYA ISTYAK DESHMUKH 

RAHUL DHONDIBA RANMALE 

|ABHAY DNYANESHWAR BHOSLE 

RAMESHWAR GOVARDHAN JADHAV 

AFREEN SHAIKH MUNAF SHAIKH 

AKIT APPASAn-8 ltHt tGAOE 

YUGESiWAK ViJAPAliL 

uo squ3abh yingyK ehat 
(WViyount ShemKanqe prt 

U2302788400b9/ |Dejd uyu 

Data:31/05/2024 

Remark 

R408 SS673 

32909 2240 
T4l0S 302 (D 

fo284568 89 
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To 

The Principal 
School of Yoga Sciences 

MGM Medical College and Hospital, 
Chh. Sambhajinagar (Aurangabad) 

Subject: Posting of interns as per new gazette. 

Respected Sir, 

DEPARTMENT OF COMMUNITY MEDICINE 

Ref No.: 580 NEW DELHI, THURSDAY, NOVEMBER 18, 2021/KARTIKA27, 1943 

Thanking You, 

MAHATMA GANIDHI MISSION'S 
MEDICAL COLLEGE AND HOSPITAL, 

Chh. Samtbhajinagar (Aurangabad) 

Internship Incharge 
MGM MCH A' bad 

With reference to the above mentioned subject and in view of changes made by NMC 

(National Medical Commission), the interns will be posted for7 days at School of Yoga 
Sciences. These changes will be applicable from March 2022 till further notice. Kindly allow the 

interns to do the posting in your department. 

Copy To: 
The Dean 
The Deputy Dean 
The Medical Superintendent 
The Principal, School of Yoga Sciences 

HOD 

Dept, of Community Meçlioine 
MGM MCH A' bad 

Date: 28/03/2022 

S Meo 

Abad 

Dean 

MGM MCH A' bad 

�	��
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