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Protocor # covlD l9lAyusH-ICMR 2O2OlAdjunct protocol

Study No' 3:.Efficacy and-safety of Ayurvedic Fomulation-3 yastimadhu (Glycy rrhtzagatbra)
as an adjunct to standard of care for the management of mild to moderate COVID 19.

This clinical rrial Asreement ("Agreement") dated as of the date of last signature and effective as of24t June 2O2O (Eff;tive Date;,) U""t*.., '

Ardent clinical Research Services ("cRO'-')awith principal offices located in the office: 3lg,Level-3, connaught place, Bund Garden Road, pune-+i tooi, Maharashtra, India

and

Mahatma Gandhi Mission's Medical C9.Ieg9 and Hospital, with a place of business N-6,
ClDCO,Aurangabad,Maharashtra,43 I 003 (*Inslitution,)

and

Dr. Syed Umar Qudari (6.Investigator'r), with
Medical College and Hospital 6, CIDCO,
Investigator').

"Palty" means CRO, Institution or Principal Investigator equally, and 'oparties,, shall mean all of them.

BACKGROUND

By separate agreement, CSIR-Indian Institute of Integrative Medicine with a principal place of business
a1 fo' 3a Post Bag, Canal Rd, Jammu, Jammu and Kashmir 180001 l"Sponsor,i; his engageo withArdent clinical Research services, a contract research organization, with a principut ptu.. ir businessin the office: 318, Level-3, Connaught Place, Bund Gar-rlen Road, pune-411001, Maharashtra, India
a9llng as an independent contractor, to act on behalfofSponsor forihe purposes oftransferring certainobligations in connection to this Agreement, said obligaiions including but not limited to negotiations

111 11lution of the Agreement and payment administration for se*ices performed and described
nereunder-

Sponsor wishes to support a clinical trial rvith Sp_opor Drug (hereinafter defined) AyurvedicFormulation 3 encoded COVID l9IAYUSH-ICMR zozotl,alunctirotocol entitled,,A iandomized,
Open Label, Parallel Efficacy, Active Control, Multicenter Exploratory Drug Trial to EvaluateEfficacy and Safety of an Ayurvedic Formulation as Adjunct Tieatment to Standard of Care forthe management of Mild to Moderate COVID-19 Pitients" ("protocol,,) to be conducted atInstitution ("Trial") to involve patients participating in the Trial 1,,Trial subjects;,),

The Parties agree as follows:

L lnvestigators and Research Staff.

Pri.rrcipal Investigato-t' The Principal Investigator, being an employee/consultant of the Institution,will be responsible for the direction of the Tiial in accirdance wiitr appticable Institution policies.
The Trial will be conducted under the supervision of the Principal Invbitigator at Mahatma Gandhi
Mission's Medical college and Hospital, N-6,clDco,Aurangatad,Maharashtra,43l 003.
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a place of business at Mahatma Gandhi Mission,s
Aurangabad,Maharashtra,43l 003 (,,principal

CS I R-lnd ian Institure Ol lntegrative MedicinelCOVI D

U7

1.1 Sub investigators and Research Staff. Institution and Principal Investigator will ensure that only

Doc Name: Tripartite CTA Ardent Clinical Research : [24llmel2020]

Bund Garden Road, Pune - 411001, Maharashtra, lndia. Phone: +91

Website: ardent-cr0.com, Email: aredent@ardent-cro.com

0ffice 318, Level 3, Connaught Place, 20 4860 3277 I 3477 I 3577.



Confidential

053/ACRS/June/20

individuals who are app_ropriately trained and qualified assist in the conduct of the Trial as subinvestigators or research staff (iub investigators and research staff collectivay-iererreo to as"Research Staff'). Principal Investigator may delegate duties and responsibiliti.. it n"..*ch staffonly to the extent permitted by Applicable iaw (h-ereinafter definedjgou.rni"g tii" iial conduct,
as described below.

t'Z . Institution and Principal Investigator will
ensure that Research Staff is informed of and agree to abide by all terms ofthis Agreement applicableto the activities they perform. Institution ano rrincipai Investigator wili u.ru*. all those
responsibilities assigned.under all applicable laws, rulei, regulatiirs, guidelir.. 

"ra 
standards

including, without limitation, all relevant Intemational Confereice on Harmonization Good Clinical
Practice C'ICH GCP') guidelines and standards and the World Medical Association Declaration of
Helsinki "Ethical Principles for Medical Rgseqch Involving Human Subjects,, (z}l3),all applicable
laws and guidance relating to clinical trials of medicines aid all applicable laws relating to human
riglts, supply of medicines legislation, legislation relating to human tissue and Uiorogicaf samples,
and all applicable_.laws relating to the confidentialityl privacy and security of Trial subieci
information (' Applicable Law,,).

l'3 No Substitution. Institution and Principal Investigator may not reassign the conduct of the Trialto a different Principal Investigator without prior written authoriz#on rrorn iponror. Any
replacement Principal Investigator will be required to agree to the terms and conditions of this
Agreement in a separate writing. In the event Sponsor d6es not approve a replacement principal
Investigator, Sponsor or CRO may terminate thii Agreement in accordance with the Termination
provisions below.

2' Protocol. Institution and Principal Investigator will conduct the Trial in accordance with the protocol
and Applicable Law.

2.IAmendments. The Protocol may be modifled only by a written amendment (,?rotocol
Amendment"), signed by Sponsor and the Principal invistigator. If applicable, the parties
acknowledge that Protocol Amendments are also subject to app.oiut by the responsible Independent
Ethics Committee ("IEC") and/or Regulatory euthority ("[tA"y. Sponsor may instruct a deviation
from the Protocol on an__emergency basis for the safety of tne rriat Subjects. Insiitution and/or
Principal Investigator_will noti& the responsible IEC and/or RA as soon as practicable but, in any
event, no later than. five(S) business days after the deviation is implemurteO. anv emergency
deviation will be followed by written protocol Amendment.

?.z'IfthePrincipalInvestigatordeterminesthatit
is necessary to deviate from the Protocoi on_an emergency basis fbr the safefi ofthe triat suu;ects,
Institution and/or Principal Investigator will notiff Sponior and the ."rponr-ibl. IEC and/or RA as
soon as practicable but, in any event, no later than five (5) business iays after the deviation is
implemented.

3.IEC and RA. The Parties will ensure that the Trial is initiated only after both the Trial and the
informed consent form- ("ICF") are approved by an IEC andlor RA tha; complies *itt uiiapplicable
Law. The Parties will further ensure that the Trial is subject to continuing oversight bv tfr. iBc *d/o,
RA throughout its conduct.

4' 
fppnsor D.ru8. Sponsor will provide Institution with sufficient quantities of the Sponsor product thatis being studied ("Spoasor Drug") to conduct the Trial at no cost to the Institution ana principal

Investigator. Ifrequired by the Protocol and unless otherwise agreed, Sponsor will also provide placebo
or comparator drug ("Comparator Drug') at no cost to the Institution and Principal Investigator.

4' I Custody and Dispensing. Institution and Principal Investigator will adhere to Applicable Law
requiring careful custody and dispensing of Sponsor Drug- or Comparator Orug, as well as

PI: Dr. Syed Umar Qudari: MGM-Hospital, Aurangabadl CSIR-Indian Institute of Integrative MedicinelCOVID
1 9/AYUSH-ICMR 2020/Adjrmct Protocol
Doc Name: Tripartite crA Ardent clinical Research Servicesl Do"F-il, p4/Junel2020l

\( ),
n">

21 7,,.'; i:l(,.i^'
:-qr':-'"-*\t,
{/ r^-)



Confidential

053/ACRS/June/20

appropriate documentation of such activities.

4'2 conttol Institution and Principal Investigator will maintain appropriate control of supplies ofsponsor Drug or comparator Drug and willlot aoministe. or dispense it to anyone who is not aTrial Subject, or provide access to it to anyone except Research staff.

4'3 Use' Institution and Principal Investigator will use Sponsor Drug or comparator Drug only asspecified in the Protocol. Any other use of spo*o, il;;; C;;parator Drug constitutes a materialbreach of this Agreement.

4'4 ownership of Sponsor Drug. sponsor Drug is and remains lhe property of Sponsor. sponsorgrants Institution and Principal_Investigator no express or implied int;il;tu; p.plnyigrrts in theSponsor Drug or in any methods of ma'i<ing o, uring tfr. Sponsoi Orug.

+'S . Institution and Principal Investigator will notcharge a Trial Subject o. tt ito-pa.ry p&. roBporio. D;t;;a".pararor Drug or for any servicesreimbursed by Sponsor or its disignie under ttris agreemeit,

5' Financial Arrangements- compensation for services provided under this Agreement will be made byway of payments in accordance with Attachment A (payment Terms).All amounts are inclusive of all direct, indirecr, 
";;;dJ';Jltl"., .o.t , including laboratory andancillary service charges, and will remain firm for the duration of the Trial, unless oilIerwise agreed inwiting by the Parties.

6' Trial subiect Enrollment' Institution and Principal Investigator have agreed to enroll rrial subjectsin the Trial in accordance with the Protocol and in accordanc"e with IEC and/orRA approval. sponsormay discontinue Trial subject enrollment if the total enrottment needed for a multi-center Trial hasbeen achieved, if applicable.

7' Informed consent. Principal Investigator shall ensure that the ICF approved by Sponsor, IEC and/orRA is signed on behalfofeich Trial sirbject before the first Trial related procedure starts for the TrialSubject.

8' Reporting Adverse Evqnls-and ICH GCP: Institution and Principar Investigator will report adverseevents exPerienced by Trial subjects at any time in accordanc. ;ith instructions in the protocol andApplicable Law.

9' Personal Data Protec]iqn andPriYacy. The Parties recognize a common goal of securing all personaldata. and holding such informationlnionndence and protecting it from unauthorized disclosure. TheParties represent and warrant 
lhat they will comply *it1 qr. p;;;i;rr of Applicable Law retating tothe confidentiality, privacy and securiiy ofsuch ieisonat d;t":il oJoitior, the institution anj erincipatInvestigator shall comply with the following provisions:

9' 1 Authorization to use.and Disclose Health Information. Institution and principal Investigatorshall provide an appropriatg n.iuu"v ,oti"..to *"r, rria subject and obtain u 
'*itt., 

privacyauthorization from each Trial subject, complying with Atpii;diaw, which will enable Institutionand Principal Investigator to provide sponsor ana other persons and entities d;rigr4il;; sponsoraccess to completed case^report forms ("CMs'), source documents and all other informationrequired by the Protocol. If such an authorization is-separate aornJn" ICF, Institution anJrrincipatInvestigator will only use the aurhorization that is'apfrl".J ui sponsor, IEC ;r; RA (ifapplicable).

9'2 Use qf rti-al subject Personal Data. Institution and Principal Investigator will use the personaldata obtained from the Trial Subjects in connection with the Trial for no purposes other than outlinedin the Protocol and shall manage such personal aata inaccoJ*r" *itr, Applicable Law
PI: Dr' Syed umar Qudari: ftctvt^n9sni1al, Aurangabadl cSlR-Indian Institute of krtegrative MedicinelCovlDI 9/AYUSH-ICMR 2020/ Adjmctprotocol
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9.3.InstitutionandPrincipalInvestigatorshallnot
disclose personal data to CRo or the Sponsor elcept as is required to satisfy ttre requirements of theProtocol, for the.ngnoslgf moniloring or adverse event reporting, or in relation to a claim orproceeding brought by 

1 
rf! Subject in connection with the trial. in all such cases of disclosure,

the Institution and.Principal Investigator shall respect the "data minimization,; il;;ipi; of privacy,
including but not limited to the following example: actual Trial Subject names ,t utt ,ioJ u" included
on any invoices for payment submitted by the disignated payees.

l0' Confidential Infotmatioq. During the course of the Trial, Institution and principal Investigator may
receive or generate information that is confidential to Sponsor or a Sponsor affiliate.

I l. Trial Data" Biological Samples. and Records.

1 1.1 Trial Data. During the course of the Trial, Institution and Principal Investigator will collect and
submit certain data to S.ponsor or its agent, as specified in the Protocot. his inc-ludes CRFs (or their
equivalent) or electronic data records, as wellis any other documents or materials created for the
Trial and requiredlo be submitted to Sponsor or its agent, such as electrocardiogram 1,,ECG,,;, o,
other types of tracings or printouts, or data summariei (collectively , uTrial Oato:,l.Institution and

. Principal Investigator will ensure accurate and timely coilection, recording, and submission of Trial
Data.

a. Ownership of Tria] Data. Subject to Institution's and/or Principal Investigator's right to publish
any Trial Data and the non-exclusive license that permits certain uses, SpLsor is 7t e exclusive
owner of all Trial Data.

b. Non-ExclusiYe Licensg._ Sponsor grants Institution and Principal Investigator a royalty free
non-exclusive license, with no right to sublicense, to use Trial Data for irtemal research or
educational purposes.

c' Medical Records. Medical records relating 
!o Trial Subjects that arenot submitted to Sponsor

may include some of the same information as is included in Trial Data; howev.r, Sponro, makes
no claim of ownership to those documents or the information they contain.

12. Insurance.

l2.l Institution and Principal Investigator will secure and maintain in full force and effect
throughgut the performance of the rriai (and following termination of the Trial to cover any claims
arising from the Trial) insurance coverage for medical frofessional liability with limits in accordance
with Applicable Law for all medical professionals conducting the Trial.

12.2 Sponsor will secure and maintain in full force and effect insurance coverage to fulfill is
indemnification obligations expressed in this Agreement herein in accordance with,ipplicable Law.

13. Eltire Agreement. This Agreement contains the complete understanding of the parties and will, as
of the Effective Date, supersede all other agreements between the Parties co'ncerning tfre specifrc rriaf.
This Agreement may only be extended, renewed or otherwise amended in writing, uy"the mitual consent
of the Parties. No waiver of any term, provision or condition of this ag.ee;.ni or U..urr, thereof,
whether by conduct or otherwise, in any one or more instances will be deemed to be or construed as a
further or continuing waiver of any such term, provision or condition, or any prior, contemporaneous
or subsequent breach thereof, of any other term, provision or condition of this ,tgreement wirether of a
same or different nature.
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14' Notices' All notices required-under this Agreement will be in writing and be deemed to have beengiven when hand delivered, sent by ovemightiourier or certified mail, as follows, provided that all

urgent matters, such as safety reports, will be promptly communicated via telephone, and confirmed inwriting:

With a copy to:
Ardent Clinical Research Services,
Office:318, Level-3,
Connaught place, Bund
Garden Road, pune-4l 1001,
Maharashtra, India
Landline: 020-48603277 Ext. No.3477
Email ID: pranjal@x dent-cro,com

Institution:
Mahatma Gandhi Mission,s Medical College and Hospital,
N-6, CIDCO, Aurangabad, Maharashtr a,431 003
Attention: Dean
Telephone : 0240 -248 I 437
Email : mgmmca@themgmgroup.com

Principal Investigator:
Dr. Syed Umar Qudari
Associate Professor,
Dept of Medicine,
Mahatma Gandhi Mission,s
Medical College and Hospital,
N-6, CIDCO, Aurangabad,
Maharashtra,43l 003

Telephone: 7558404702
Em ai I : unar azrned@gmail. com
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ATTACHMENT A

PAYMENT TERMS

l. A :yT of 15,000 per patient (pl/co-I, cRC) (Fifteen Thousand Rupees only) shall be
paid for completed patient.

2. Ethics Committee fees will be paid if required.
3. CRO will be the responsible parfy for all lab payment.
4. INR 750 per scheduled visit (post discharge) wiil be paid payee details:

Payee Name: MGM Medical College

Payee Bank Account Details:
Bank Name: IDBI Bank
Bank Address: Bank Address: Surve_y No.2}Z92,Ratnaprabha Building, kesarsingpura, Opp.
LIC Building, Adalat Road, aurangabad-431001
Bank Account Number: 0376 I 040000001 07
IFSC Code: IBKL0000376

In case of changes in the Payee's bank account details, Payee is obliged to inform CRO in writing,
but no amendment to this Agreement shall be required.

PI: Dr' Syed Umar Qudari: MGM_Hospital, Aurangabadl CSIR-Indian Institute of htegrative MedicinelCoVlD
1 9/AYUSH-ICMR 2O2OlAdjunct protocol
Doc Name: Tripartite crA Ardent clinical Research servicesl Doc Final: p.4lJune/20201

\o



Confidential

053/ACRS/June/20

ISTGNATURE PAGE FOLLOWS]

In the event that the Parties 
lxeclrte this Agreement by exchange of electronically signed copies or

facsimile 
:igngd copies, the Parties agree that, upon bling signia by all parties, ti,i.It;;;'.nt will

become effective and binding and that facsimile copies analo'r electronic signatures wiil constitute
evidence^of a binding agreement with the expectation that original documents may later be exchanged
in good faith.

Agreed to and accepted:

CRO

Signature

Mr. Chandu Devanpally

INSTITUTI.N p.*

Printed Name

Founder and Managing director

Signature

Dean
Title

Ll -Tvn 2-o2.c:
Date DEAN

MGM'S MEDICAL COLLEGE
AURANGABAD

Dr Syed Umar Quadari
Printed Name

Principal Investigator
Title

n--'a2.y' Jti^ )DLD
Date

DT. SYED UMAR QUADRI
M.B.B.S. M.D. (MED.)
Asst, prof. of Medicine

MGM Medical Cotlege & Hospital A'bad.
REG. N0. 2005102/0904

Title

?r. Rc^k..d".- O,.tO,-.t.
Printed N,qgle
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