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STAMP DUT

DATED

ABIOGENESIS CLINPHARM PRIVATE LIMITED
8-2-596A & B/1, Road No. 10, Banjara Hills,
Hyderabad, Telangana State — 500034
(AS THE CONTRACT RESEARCH ORGANIZATION AS (“CRO”)

AND

Dr. Syed Umar Quadri Syed Abdul Jabbar ,
Associate Professor,
Mahatma Gandhi Mission Medical College & Hospital, Gate No. 2, CIDC,

Aurangabad, Maharashtra-431003, India
(AS THE INVESTIGATOR)

AND
Mahatma Gandhi Mission Medical College & Hospital, Gate No. 2, CIDCO,
Aurangabad, Maharashtra-431003, India
(AS THE SITE)

...............................................................................

AND
Ardent Clinical Research Services,
Office No. 318, 3rd Floor, Next to Frankfin Institute, Connaught Place,

Bund Garden Road, Pune-01, MH, India.
(AS THE SITE MANAGEMENT ORGANISATION “SMO”)

CLINICAL TRIAL AGREEMENT
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THIS CLINICAL TRIAL AGREEMENT (“Agreement”), effective on the day
(“Effective Date"), is made by and between

BETWEEN:

Abiogenesis Clinpharm, a Contract Research Organization with its prinCiPa'TOfIﬂC: :gg
place of business at 8-2-596A & B/1, Road No 10, Banjara Hills, Hyderabad, Telang
India- 500034 (hereinafter referred to as the ‘Abiogenesis Clinpharm”)

And

Dr. Syed Umar Quadri Syed Abdul Jabbar working as a Associate Professor, Mahatma
Gandhi Mission Medical College & Hospital having his residence at Gate No. 2, CIDCO,
Aurangabad, Maharashtra-431003, India

(hereinafter referred to as the “Investigator”).

And

Mah_a@ma Gandhi Mission Medical College & Hospital a hospital registered under the
provisions of [Indian Companies Act, 1956 OR any other relevant law], having its registered
ofﬁce at Gate No. 2, CID O, Aurangabad, Maharashtra-431003, India being authorized to
sign this Agreement (hereinafter referred to as the “Site” which expression shall mean and
include unless repugnant to the context, its successors and permitted assigns).

And

Ardent Clinical Research Services (Site management service provider) having its
registered office at Office No. 318, 3rd Floor, Next to Frankfin Institute, Connaught
Place, Bund Garden Road, Pune-01, Maharashtra, India, being authorized to sign this
Agreement (hereinafter referred to as the “SMO” which expression shall mean and include
unless repugnant to the context, its successors and permitted assigns).

Abiogenesis Clinpharm, the Investigator, the Site and the SMO are collectively referred to as
“Parties” and also individually referred to as “Party” where the context so necessitates.

WHEREAS,

A. Abiogenesis Clinpharm is a Contract Research Organization (CRO) and is in the
business of providing Clinical Trial Monitoring Services and Clinical Data
Management Services .

B. The Site is engaged in treatment of patients & conducting clinical trials and the
Investigator is Dr. Syed Umar Quadri Syed Abdul Jabbar, Associate
Professor, Faculty of Medicine at the Site.

C. M.J.Biopharm Private Limited is the Sponsor, desires to conduct a clinical trial
titled- ‘A Prospective, Multi-center, Phase IV Study to Assess the Safety,
Efficacy and Immunogenicity of BIOSULIN® 30:70 (Insulin Injection,
Biphasic Isophane 100 IU/ml of M.J.Biopharm Private Limited) in Treatment
of Patients Diagnosed with Type 2 Diabetes Mellitus ’ and has authorized

Confidential
Version : 1.0




Abiogenesis Cli
dier ?he Sist|es \S'I:gphharm to enter the agreements on its behalf with the Investigator
ave represented willingness to participate in the Clinical Trial.

. The i i i
SMO is erTgaged in the business of providing support to Investigator in
recruitment, subject retention & completion of study.

E. In view of the above the Parties hereto have agreed to conduct Clinical Trials on
such terms and conditions as stated below.

NOW THEREFORE, in consideration of the mutual promises and conditions stated herein,
and .other good and valuable consideration, the receipt of which is hereby acknowledged, the
parties agree as follows:

1. Definitions and Interpretations

1:1 In this Agreement:

“Adverse Event’ shall mean adverse event(s) as provided in the Protocol or any
Clinical Trial Document, which may occur to a Subject during the Clinical Trial.

“Applicable Laws” shall mean any applicable statute, law ordnance, regulation, rule,
guideline, order, bylaw, administrative interpretation, writ, injunction, directive,
judgment, or decree or other instrument which has the force of law in India.

“Budget” shall mean the budget agreed by the Parties in respect of conducting the
Clinical Trial as more specifically described in Schedule B.

“Case Report Form” shall mean the case record form in electronic format for each
Subject in the form and manner provided by the Sponsor.

“Clinical Trial” shall mean a clinical trial conducted as per the Protocol.

“Clinical Trial Documents” shall mean and include all documentation received from
the Sponsor in respect of a Project, including but not limited to (I) Protocol; (ii)
Information Brochure, (iii) Informed Consent Form; (iv) Case Report Form; (v)
Questionnaires; (vi) Patient Diaries and (vii) any other document as the Sponsor

may, from time to time, provide.

“Disability” shall mean an event where either Party may be delayed or hindered in or
prevented from the performance of any act required hereunder by reasons of strike,
lockouts, labor troubles, inability to procure materials or services, failure of power or
restrictive government or judicial orders, or decrees, riots, insurrection, war, acts of

god, inclement weather or other reason or cause beyond that Party’s reasonable

control.

“Dispute Notice” shall mean a written notice issued by an aggrieved Party to the
other Party in relation to any controversy, conflict or dispute of any nature arising out
of or relating to or in connection with the provisions of this Agreement.
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Drug” or “Clinical Trial Drug" shall mean the chemical compound invented by the
Sponsor, excluding a Vehicle, in respect of which the Clinical Trial is being conducted.

s and Cosmetics Act, 1945 and rules made there

“Drugs Act’ shall mean the Drug . .
may be in force in India.

under or any other enactment that

execution of this Agreement on which date it

Effective Date’ shall mean the date of
t the start of the Agreement).

shall come into effect’ (execution date is stated a

mittee formed by the Site and in

nd approve all types of research
h a view to safeguard the

| and potential research

“Ethics Committee” shall mean the ethics com
accordance with the Applicable Laws to review a
proposals involving human participants on the Site wit
dignity, rights, safety and wellbeing of all such actua
participants.

“Fee” shall mean the fees, expenses and pass-through costs incurred in performing
the Services payable by the Sponsor, or if so authorized by Abiogenesis Clinpharm in
respect of each Project and/or Clinical Trial as provided in Schedule B, herein.

“ICH GCP Guidelines” shall mean the International Conference on Harmonization-
Good Clinical Practice issued by Helsinki Declaration in June 1964 with applicable
updates and amendments thereof.

“ICH’T shall mean International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for Human Use.

“Indian GCP” shall mean Good Clinical Practice guidelines, issued by the Indian
Council of Medical Research.

“Information Brochure” shall mean the information brochure of the Sponsor.

“Informed Consent Form” or “ICF” shall mean a written consent form provided by the
Sponsor which is duly approved by the appropriate authorities and the Ethics
Committee in respect of a Clinical Trial, which is required to be signed and

acknowledged by the Subject.

“Investigational Products” shall mean the chemical compound invented by the
Sponsor, including a placebo the Vehicle, in respect of which the Clinical Trial is
conducted or any medical device, etc. developed by the Sponsor.

“Invoice” shall mean an invoice issued in respect of the services performed by the
Investigator and/or the Site, in accordance with this Agreement.

“Subject” shall mean the patient upon whom the Clinical Trial is being conducted by
the Investigator and/or the Site.
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Version : 1.0 b
s




Payment'MiIestone” shall mean payment milestones for payment of the Fees as
more specifically described in Schedule B.

“SProtocol" shall mean Protocol No. PHIB/MJBPL/PHASE 1V/2019 as provided by the
ponsor.

“Payment” shall mean the approved payment rates detailed in the budget proposal
attached hereto as Schedule ‘C’ and in accordance with the milestones mentioned
therein (the “Payment Schedule”). The Payment shall include the consideration for
purchase of any equipment or hiring of any manpower, required if any, in connection
with the Clinical Trial.

“Screen Failure” shall mean the screen failure as defined in the Protocol.

“Serious Adverse Event” or an “SAE” includes all adverse experience(s) which are
defined as serious in accordance with the Protocol, ICH guidelines and/or any other

Applicable Laws.
«“Services” shall mean the services detailed in Schedule ‘A’.
«Site Indemnitee” shall mean the Site and its employees and its associated staff.

Sponsor” shall mean M.J.Biopharm Private Limited having its office at 113, Jolly
Makers Chambers No. 2,Nariman Point, Mumbai-400021,India

“Sponsor Property” shall mean all data and information generated or derived by
Abiogenesis Clinpharm arising out of any Services performed by Abiogenesis

Clinpharm.

“Standard Operating Procedures” or “SOP” shall mean the written code specifying
the standard operating procedures in respect of the Clinical Trial of the relevant Party.

2. Statement of Work

2.1. The Investigator and Site agree to conduct the study in accordance with protocol
number PHIB/MJBPL/PHASE 1V/2019 (the “Protocol’) titled “A Prospective, Multi-
center, Phase IV Study to Assess the Safety, Efficacy and Immunogenicity of
BIOSULIN® 30:70 (Insulin Injection, Biphasic Isophane 100 IU/ml of
M.J.Biopharm Private Limited) in Treatment of Patients Diagnosed with Type 2
Diabetes Mellitus.” (Study). The Investigator and Site agree to conduct the Study
and perform the work under this agreement in cooperation with Abiogenesis
Clinpharm and all other agents of the Sponsor.

22 The Protocol shall be considered final after it has been signed by each of Sponsor
and Investigator, and approved by the Institutional Review Board/Independent Ethics
Committee (“IRB/IEC”). Any amendments to the Protocol shall be made only upon
the prior written consent of the Sponsor and subsequent approval of the IRB/IEC.

2.3, Prior to commencing the enrolment of subjects in the Study, Investigator shall submit
the following to Abiogenesis Clinpharm: executed signed Clinical Trial Research
Agreement, executed signature page of the Protocol, current curriculum vitae of the
Investigator, all sub- investigators and other personnel involved with the conduct of
the Study, copies of current medical licenses of participating investigators,
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mposition
conduct the Study, co '
o sent, Financial Disclosure

IRB/IEC approv
Study documents required

subject informed con
investigators, other

Investigator Undertaking form,
of the IRB/IEC, IRB/IEC approved
forms for the Investigator and all sub-
by Sponsor prior to enrolment.

3. Consideration '  the terms and

31. In consideration of the performance by .Site.and Investlgj;orto"paIy Rty
conditions of this Agreement, Abiogenesis Clinpharm agrtij > ic am Sehedule
itemized in and as outlined in the Payment Schedule, attache

4. Conduct of the Study | o
41. Investigator and/or Site shall be responsible for the following: |
per month for the Study till

4.1.1. Investigator agrees to randomize minimum 5-10 subjfacts ; : St =
the randomization of 30 subjects is achieved at the site or till Abiogenesis Clinpharm

/Sponsor notifies Investigator to cease further recruitment.

Upon the request, Investigator shall inform Abiogenesis Clinpharm of the recruitment
status of the Study. Abiogenesis Clinpharm may, in its sole discretion, extend'the
enrolment period at any time by delivering a notice of extension. If an insufficient
number of subjects have been enrolled at the Investigator's Institution three (3)
months from the date of initiation, based on the number of subjects for recruitment as
agreed to between the parties and as outlined in Section 4.1, Abiogenesis Clinpharm
may notify Investigator to terminate further recruitment of subjects at the Site.

Abiogenesis Clinpharm /Sponsor may elect to either terminate the Study or the Site
or both at any time for safety reasons, or if no patients have been enrolled. In the
event of termination, Site and Investigator shall follow the guidance of the
Abiogenesis Clinpharm /Sponsor with respect to completing participation of subjects
enrolled on the date of such notice.

4.3. The parties agree that in respect of a multi-centre Study, enrolment shall be on a
competitive basis in relation to each Study centre. Once the goal of competitive
enrolment for the entire multi- centre Study has been reached, Abiogenesis
Clinpharm /Sponsor reserves the right to notify Investigator to cease further
recruitment. In such event, Site and Investigator shall conduct the Study with the

subjects enrolled on the date of the notice.

42.

4.4. Investigator shall exercise independent medical judgment as to the compatibility of
each subject with Protocol requirements. Prior to the screening and treatment
phases of the Study, Investigator shall ensure a medical professional competent to
answer questions concerning the Study obtains from each subject an informed
consent, approved by the IRB/IEC. The informed consent shall be signed by the
subject or a legal representative and the signature of the subject or legal
representative witnessed.

4.5.  Investigator or appropriately qualified designee shall review and sign all informed
consents. Investigator shall review and sign all Study related forms and Case Report
Forms (CRFs) to ensure their accuracy and completeness and provide these forms
and any other Study data or samples to Sponsor in the format and manner agreed by
the parties. Site and Investigator shall use their reasonable efforts to meet the time
schedules set forth in the Protocol and this Agreement. Investigator agrees to
resolve any discrepancies or errors in the informed consents and CRFs and
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46.

47.

4.8.

49.

4.10.
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::gs;zrsatz t\)ngtrl;t;he monitor and any audit requirements pertaining to original case
o the‘ CRre ry reports and othgr raw data sources underlying the data recorded
ot , as may. be required by Abiogenesis Clinpharm/Sponsor, Drugs
o roller General of India (“DCGI"), or other regulatory authorities, as the case may

|mm§diately after it comes to the attention of Investigator, Investigator shall adhere to
timelines of initial and follow-up SAE reporting, analyzed, narrative after due analysis,
to DCGI and EC as per the New Drugs and Clinical Trials Rules 2019 & GCP
guidelines. The Investigator shall be responsible for making available all other safety
information, as directed by Abiogenesis Clinpharm and/or the Sponsor, in
accordance with regulatory standards and the Clinical Trial Documents

Abiogenesis Clinpharm/Sponsor shall inform Investigator of any new developments
and information pertaining to the drug under Study. Investigator shall inform all
subjects of such new developments and information immediately after receipt of such
information from Abiogenesis Clinpharm/Sponsor. Abiogenesis Clinpharm/Sponsor
shall not be liable for the failure of Investigator to inform subjects of new
developments and information, particularly with respect to developments and
information concerning health and safety of the Study drug.

Investigator will ensure that all Study personnel are appropriately qualified and
educated on the Study conduct as outlined in the Protocol.

Regulatory Agency Audit: The Investigator and the Site shall inform Abiogenesis
Clinpharm within twenty-four (24) hours of being notified of a regulatory agency audit
(if notice is given by any applicable regulatory agency) or within twenty-four (24)
hours of the beginning of any applicable regulatory agency audit (if no notice is given
by the applicable regulatory agency). The Investigator and the Site shall provide
Abiogenesis Clinpharm with a copy of all Clinical Trial specific observations made
during a regulatory audit at the Investigator and/or the Site’s facilities, immediately
upon receipt of such information. The Investigator shall cooperate fully with
Abiogenesis Clinpharm in any such investigation, and in the implementation of
appropriate action plans for such observations. In discharge of its respective
obligations under this Agreement, each Party shall also carry out all the statutory
obligations which it is otherwise required to carry out under the provisions of

applicable law, in force.

SMO will be responsible for following:

a) Provide Clinical research coordinator throughout the study

b) Assist the Investigator at the site

c) Scheduling patient visits and study procedure as per protocol

d) Patient screening and recruitment

) Managing the day-to-day activities of a study

f) Completing and ensuring the quality of case report forms

g) Drug dispensing and accountability

h) Ensuring proper documentation in the Source Document

i) Tracking the status of all study activities

j) Serving as the primary contact with sponsor / CRO / Lab / Vendor
k) Preparation, Attendance and Follow up of SIV, IMV, COV and Audits
) Any other duties as assigned by the Investigator




43.

, ide for
o i ospital or outside
m)Communicate and coordinate with other clinicians from hosp

atient referrals .
n) (p:oordination with site nurses for visits and treatment st GllicORE strips, lancets
0) Maintaining accountability of supplies such as gluco ,

etc. and reporting it every month

Abiogenesis Clinpharm shall be responsible for the following:

ini ini i upplies
Clinical Trial Supplies: Providing all the Clinical and Non- Clmlgalrilgai‘rll gdsgnce
including the Investigational Products, lab kits, subject and study dia
or on time to the Investigator and/or the Site on behalf of Sponsor.

i. Other Duties: Training on Study Protocol with related procedures, Site Monitoring,

Central Laboratory Management, Medical Monitoring, Clinical Data Managame{)':i
including electronic data capture, Statistical Programming, Clinical Study Rep
preparation & IP

5. Representations, Warranties and Covenants
51.

5.2.
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Abiogenesis Clinpharm represents, warrants and covenants to the Site and
Investigator as follows:

(a) Formation/Power and Authority: Abiogenesis Clinpharm is duly formed and validly
existing under the laws of India and has all requisite power and authority, to own and
operate its business and properties and to carry on its business as such business is
now being conducted and to execute and deliver this Agreement and to perform its
obligations hereunder.

(b)Compliance with Applicable Law: Abiogenesis Clinpharm represents and warrants

- that it is in full compliance always and shall continue to comply always with all

Applicable Laws of India.

(c)Ereedom to Use: Abiogenesis Clinpharm hereby represents and warrants that the
Sponsor may freely use, practice, reproduce, distribute, make and sell all intellectual
property rights and any other advice, data, information, inventions, works of
authorship or know-how, including the Sponsor Property and any deliverables, that
Abiogenesis Clinpharm conveys or provides hereunder without restriction and without
infringing or misappropriating any third party's (e.g., a university’s or corporation’s)
intellectual property or other rights.

(d)Debar: Abiogenesis Clinpharm certifies that it has not been debarred under any
Applicable Laws and that it will not employ any person or entity that has been so
debarred in respect of any Clinical Trial. Abiogenesis Clinpharm agrees that it will

promptly notify the other Parties in the event of any such debarment, conviction,
threat or indictment occurring during the Term.

The Site represents, warrants and covenants to Abiogenesis Clinpharm and the
Sponsor as follows:

(a) Formation/Power and Authority: The i
laws of India and has all re
business and properties and
conducted and to execute a
hereunder.

(b) Compliance with Applicable Law: Th

compliance always and shall contin
India.

s duly formed and validly existing under the
quisite power and authority, to own and operate its
to carry on its business as such business is now being
nd deliver this Agreement and to perform its obligations

e Site represents and warrants that it is in full
ue to comply always with all Applicable Laws of
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c) Ethi e ,
(©) Ethics Committee: The Site represents that it is duly authorized by the Ethics

C i :
; :l:;;tte%e of the Sute to_ do so, agrees to enr_ol Supjects up to such higher numbers
: upon with Abiogenesis Clinpharm in writing from time to time to meet the

subjec_t selection criteria described in the Protocol.

(rg) Ability to‘conduct the Trial: Thg. Site hereby represents and warrants that it has
an power, infrastructure, and facilities necessary for the conduct of the Trial as per

the Protocol, New Drugs and Clinical Trials Rules, 2019 and GCP guidelines.

(e) Freedom to Use: The Site hereby represents and warrants that Abiogenesis

Cllnpharm/Sponsor may freely use, practice, reproduce, distribute, make and sell all

intellectual property rights and any other advice, data, information, inventions, works

of authorship or know-how, including the Sponsor Property and any deliverables, that

thg Site conveys or provides hereunder without restriction and without infringing or

misappropriating any third party’s (e.g., a university’s or corporation’s) intellectual

property or other rights.

(e) Debar: The Site represents that it has never been, and its employees, and

investigators, who will be rendering their services in respect of the Clinical Trial have

never been debarred or convicted of a crime for which a person can be debarred

under the provisions of the Drugs Act or any other Applicable Laws.

The Site agrees that it shall promptly notify Abiogenesis Clinpharm in the event of
any such debarment, conviction, threat or indictment occurring during the Term, or
the three (3) year period following the termination or expiration of this Agreement.

The Site agrees not to employ or otherwise engage during the Term any individual
who will be rendering services to the Investigator and/or the Site in respect of the
Clinical Trial who has been (l) debarred or (ii) convicted of a crime for which a person
can be debarred.

Upon Abiogenesis Clinpharm request from time to time, the Site shall certify in
writing, the Site's compliance with the foregoing provisions of this paragraph.

5.3. The Investigator represents, warrants and covenants to Abiogenesis Clinpharm as
follows:

Power and Authority: The Investigator hereby represents that it is duly registered in
accordance with the Applicable Laws, and it has all power and authority (legal, corporate
or other) to execute and deliver this Agreement and to perform its obligations hereunder
in accordance with the terms and conditions hereof.

Ethics Committee: The Investigator representing that he is duly authorized by the Ethics
Committee of the Site to do so, agrees to enrol Subjects up to such higher numbers till
the study recruitment target is achieved as agreed upon with Abiogenesis Clinpharm in
writing from time to time to meet the subject selection criteria described in the Protocol.

Freedom to Use: The Investigator hereby represents and warrants that Abiogenesis
Clinpharm/Sponsor may freely use, practice, reproduce, distribute, make and sell all
intellectual property rights and any other advice, data, information, inventions, works of
authorship or know-how, including the Sponsor Property and any deliverables, that the
Investigator conveys or provides hereunder without restriction and without infringing or
misappropriating any third party’s (e.g., a university's or corporation’s) intellectual
property or other rights.

Debar: The Investigator represents that it has never been debarred or convicted of a
crime for which a person can be debarred under the provisions of the Drugs Act or any
other Applicable Laws.
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Ablogenesis Clinpharm in the event
ment occurring during the Term, or
his Agreement.

mptly notify
at or Indict
piration of t

The Investigator agrees that it shall pror
of any such debarment, conviction, thre
three (3) year period following the termination or ex

m time to time, Investigator shall certify in

Upon Abiogenesis Clinpharm request fro provisions of this paragraph.

writing, the Investigator compliance with the foregoing

is/her knowledge that none
forming the Study is under
all notify Abiogenesis
f any proceeding

5.4. Site and Investigator each represents to the best of its/h
of Site, Investigator or any of their/his/her personnel per
investigation by DCGI or any other regulatory authority, sh
Clinpharm immediately upon any inquiry or the commencement o
concerning any such person(s).

5.5. Investigator and Site shall properly perform and direct the Study in accordance with
the Protocol, good clinical practices (GCP) and all applicable regulatory
requirements. Site or Investigator shall notify Abiogenesis Clinpharm and the
IRB/IEC of any failure to comply with or deviations from the Protocol immediately
after it comes to the attention of Site or Investigator.

Records, Audits and Storage

6.1. Investigator and Site shall comply with all reporting requirements contained in the
Protocol. Investigator shall ensure the accuracy, completeness, legibility and
timeliness of the data reported to Abiogenesis Clinpharm /Sponsor in the CRFs and
all required reports. Site or Investigator shall provide Sponsor or Designee,
Abiogenesis Clinpharm with direct access to source data and documents for
monitoring, audits, IRB/IEC reviews and regulatory inspections upon reasonable
notice and during business hours, and provide copies of all reports provided to the
IRB/IEC listing the title of the Protocol, any Protocol revision date and the date of

approval.

6.2. Upon termination of the Study by any party for any reason whatsoever, or on
completion of the Study, Site and Investigator shall furnish a Final Report acceptable

to Sponsor.

6.3. Investigator and Site shall maintain accurate and complete records in accordance
with good clinical practices and all applicable laws and regulations.

6.4. Abiogenesis Clinpharm / Sponsor may monitor and audit the Site and the
Investigator's performance of the Clinical Trial. Such audits may, as Abiogenesis
Clinpharm /Sponsor so elect, comprise: (a) inspection of the Investigator's and/or the
Site’s facilities and records relating to the rendering of services to or for the Clinical
Trial including adherence to Protocol; (b) review of the Investigator and/or the Site's
compliance with licensures and certifications as per the Applicable Laws; and (c) the
Investigator's adherence to Applicable Laws, including, but without limitation, Indian

GCP and ICH GCP Guidelines

6.5. The Site shall retain all records and documents pertaining to a Clinical Trial for a
period of 3-15 years, following the latest of the following dates: (a) the date on which
a marketing application for the particular Clinical Trial Drug is approved by the
appropriate government body and/or other applicable regulatory authorities and until
there are no pending or contemplated marketing applications in an ICH region (any
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6.6.

6.7.

Confidential
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other applicable regulation) (b) the date of completion of the Clinical Trial, or (c) if the

Clinical Trial is discontinued before completion, the date on which any applicable
regulatory authorities are so notified.

The Investigator and Site shall maintain stage of Investigational Product and data for
the minimum time of years required by DCGI (“Retention Period”). The cost for
storage of data and Investigational Product as required by DCGI or other regulatory
authorities is included in the payments made by Sponsor or Abiogenesis Clinpharm
pursuant to this Agreement, whether itemized as such or not. Following the
Retention Period, as instructed by Sponsor, the Investigator or Site will either forward
such records to Sponsor at Sponsor’s expense, retain such records for a reasonable

additional charge to be negotiated, or destroy the records, and send Sponsor proof of
such destruction.

In the event Sponsor requires storage of samples or data beyond the minimum
storage outlined in this section, Site and Investigator agree to continue to store the
data and samples until the parties have agreed on payment terms and conditions.

Time shall be of the essence in respect to coming to an agreement on further
storage.

Clinical Data

All clinical data, including CRFs, underlying data and all scientific and technical
information generated as a result of the Study shall be promptly and fully provided to
Sponsor, subject to any regulatory requirements pertaining to patient privacy. Such
data is the sole and exclusive property of Sponsor and may be freely utilized by
Sponsor/ Abiogenesis Clinpharm. Site and Investigator agree to provide Sponsor or
a designate of access to the data to examine and make copies of such data

(excluding any personal identifying information of the Study subject) upon reasonable
notice and during normal business hours.

Inventions

In addition to the rights referred to in Section 7, any inventions or discoveries arising
out of the work performed under this Agreement will be disclosed promptly to
Sponsor and will become the property of Sponsor. Site and Investigator agree, and
agree on behalf of the personnel involved or affiliated with the Study, to execute,
acknowledge and deliver at Sponsor’'s expense all such papers and documents as
may be necessary, and to perform such other actions as Sponsor may reasonably
request, to secure, verify or reflect such ownership or to secure proprietary protection
in the name of Sponsor for such inventions or discoveries. Sponsor shall have full

power and authority to file and prosecute patent applications throughout the world on
such inventions or discoveries.

Publicity

Subject to Section 10, Site, Investigator and Sponsor agree to obtain prior written
permission from each other before using the name, symbols or marks of the other in
any form of disclosure in connection with the Study, unless required by law or to
carry out the purpose of this Agreement. No party shall, without the prior written
consent of the other, use the name of the other parties or any of the personnel

involved or affiliated with it, in any press release, advertising, promotional literature,
or any other publicity matters.
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10. Publication

paper nor make any

. . ; icle or .
The Investigator and the Site shall not publish any artic D e oF [EpersOF In

presentations, nor assist any other person in publishing any a
making any presentations, relating or referring to:
(a) the Study or any results, data or insights therefrom;
(b) the Services performed hereunder; or )
(c) any data, information or materials obtained or generated in the _performance o;
its obligations hereunder, in whole or in part, without the prior written consent 0
Abiogenesis Clinpharm and Sponsor, which consent may be granted or
withheld depending on the Study Sponsor’'s sole discretion.

11. Declaration

Site and Investigator warrant that this Study will be performed in compliance with
the Protocol, good clinical practice, requirements of the IRB/IEC, New clinical trials
regulations 2019 and all applicable DCGI and local laws, regulations, governmental
and institutional guidelines governing or pertaining to clinical trials and studies, and
any is thereto or any successor document thereof

12. Insurance

Sponsor/ Abiogenesis Clinpharm shall maintain all adequate human clinical trial
insurance covering the subjects, Sponsor/ Abiogenesis Clinpharm, the Investigator
and the Site during the Term.

Sponsor/ Abiogenesis Clinpharm shall deliver copies of the certificate evidencing the
insurance coverage in accordance with Clause 13 4.1 to the Site and the Investigator.

13. Indemnification

13.1. Indemnity: Abiogenesis Clinpharm on behalf of the Sponsor. shall indemnify, defend
and hold harmless the Site, the Investigator, SMO, the Site Indemnitees and any of
the associated staff against any liability, loss, damage or expense (including
reasonable attorneys’ fees and expenses of litigation) (“Loss”) incurred by or
imposed on the Site Indemnitees or the Site, or the Investigator, in connection with
any claims, suits, actions, demands or judgments made or instituted against Site, the
Investigator to the extent (I) they are the direct result of the administration of the
Study Drug to a Study Subject furnished by or on behalf of Sponsor or by a properly-
performed Study procedure, and (i) such activities were conducted in compliance
with the Agreement, the Protocol and Investigator's Brochure.

132, Exclusions from Indemnification: Abiogenesis Clinpharm obligation to indemnify in
accordance with Clause 13.1, expressly excludes any indemnity obligations to
indemnify, defend and hold harmless any Study Subject liability, damage, loss or
expense incurred by or imposed on the Investigator, the Site or the Site Indemnitees
or any one of them about any claim, suit, action, demand or judgment arising:
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i) from i ; ; ;
( ‘ _malpractlce. negligence, recklessness, intentional or willful misconduct or
omission of, or the br

; each of the Agreement and/or the Protocol on the part of the
Investigator , the Site or any Site Indemnitee; P

(i) from any activities contrary to or outside the scope of the Protocol or to other
mformat.lon provided to the Investigator, the Site or any Site Indemnitee in
C;Or)nectlo_rw with the Study or the Study Drug or the Clinical trial, including, but not
limited to information provided in the Investigator's Brochure;

(iii) from any unauthorized representations and/or warranties made by the Investigator,
the Site or any Site Indemnitee concerning the Study Drug or the Clinical trial;

(iv) ;2 any case in which a Study Subject did not sign and agree to an Informed Consent
orm;

(v) due to any failure on the part of the Investigator, the Site or a Site Indemnitee to
comply with any Applicable Laws, regulations or governmental requirements for
which the Investigator and the Site shall indemnify, defend and hold harmless

Sponsor and its employees, officers, directors, contractors, successors, assign,
representatives or agents;

(vi) due to an omission by any Site Indemnitee to inform Study Subjects, to

a. inform Investigator and/or Site of any new diseases or medical conditions
that have arisen during the Study;

b. immediately notify Investigator, and/or Site of a personal injury or other
damage that may be the consequence of the Study;

c. agree in writing to all reasonable measures (which may include a post-
mortem examination) the objective of which is to investigate the cause and
the extent of the damage suffered or to mitigate such damage.

13.3. The Site, the Investigator, the Site Indemnitees, (each Party referred to as
“Indemnified Party”) seeking indemnification under Clause 13 above, directly or due
to a third-party claim shall give written notice to Abiogenesis Clinpharm, against
whom such indemnification rights are claimed. Pursuant to Clause 13 after receiving
written notice of any such claim or legal proceeding against it or discovering the
liability, obligation, or facts giving rise to such claim for indemnification, describing the
claim, the amount thereof (if known and quantifiable), and the basis thereof in
reasonable detail; provided, however, that the failure to so notify Abiogenesis
Clinpharm /Sponsor shall not relieve Abiogenesis Clinpharm /Sponsor of its
obligations hereunder except to the extent such failure shall have materially
prejudiced Abiogenesis Clinpharm /Sponsor or its defences.

With respect to any claim by a third party with respect to which indemnification is
being sought by the Indemnified Party under Clause 13 above, the Indemnified Party
shall have the right, at its election and at the sole cost and expense, to proceed with
the defense (including settlement or compromise) of such claim or legal proceeding
on its own provided that:

(i) the Indemnified Party shall obtain the prior written consent of Abiogenesis
Clinpharm /Sponsor (which shall not be unreasonably withheld or delayed) before
entering into any settlement of a claim if
(A) pursuant to or as a result of such settlement, injunctive or other equitable
relief will be imposed against the Abiogenesis Clinpharm/Sponsor,
(B) such settlement does not expressly unconditionally release indemnified
party from all liabilities and obligations with respect to such claim or legal
proceeding and all other claims arising out of the same or similar facts and
circumstances, with prejudice; or
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13.4.

13.5.

13.6.

14.

L ions against Abioge.neSI_s
£} invehies, eriminal, of e Sr'\lecgoa;ls?a?\t shgll not be required if
Clinpharm /Sponsor; provided, however, su O monetary damages and an
such settlement provides solely for the payment O Party with respect to such
unconditional release of liability of the Indemnified Party
ST i - amount of

(i) no such settlement or compromise shall be conclusive evﬂ%pcee(:‘;ts?se Clinpharm

Loss incurred by the Indemnified Party or p?yable bdyintghe 109

ISponsor in connection with such claim or legal proceeding; .

(iiiF)) Abiogenesis Clinpharm /Sponsor shall be entitled to participate in the qefetncf:et hO;

such action, lawsuit, proceeding, investigation or other claim giving rise

Indemnified Party's claim for indemnification, at its own expense; and ;

(iv) if the Indemnified Party abandons or fails to reasonably assume the defence o

any such claim or legal proceeding, Abiogenesis Clinpharm /Sponsor may assume

control of the defence of such claim or legal proceeding at its own expense; provided
that if Abiogenesis Clinpharm ISponsor shall control the defense of any such claim or
legal proceeding it shall select legal counsel reasonably acceptable to the

Indemnified Party, Abiogenesis Clinpharm /Sponsor shall obtain the prior written

consent of the Indemnified Party (which shall not be unreasonably withheld) before
entering into any settlement of a claim or ceasing to defend such claim

Site and Clinical Trial Insurance: Nothing herein contained shall be deemed to be a

waiver of the insurance obligations of the Investigator, the Site, the Clinical Trial and
Abiogenesis Clinpharm as contained in the Clinical Trial Agreement.

Entire Obligation

The foregoing terms constitute the

entire indemnification obligation of Abiogenesis
Clinpharm /Sponsor in relation to the Study.

Abiogenesis Clinpharm shall pay the cost of all reasonable and necessary medical
diagnoses and treatment of a

ny injury or illness sustained by a Subject arising out of
or reasonably attributable to the Clinical Trial Drug,

but only to the extent that said
Subject’s insurance or other third-party insurance is insufficient to cover said costs or
as per the regulatory requirement. Abiogenesis Clinpharm shall not be liable for
payments for a Subjects’ lost wages.

Independent Contractors

The parties to this Agreement agree that Site, SMO and Investigator are independent
contractors in relation to Sponsor or Abiogenesis Clinpharm and shall not be

construed for any purpose whatsoever as a partner, agent, employee, servant, joint
venturer or representative of Sponsor.

The employees or agents of Site, SMO or
Investigator shall not be considered to b

e the employees of Sponsor and neither Site
nor Investigator shall enter into any contract or agreement with a third party, other

than patients in accordance with this Agreement, which purports to obligate or bind
Sponsor/ Abiogenesis Clinpharm. Sponsor/ Abiogenesis Clinpharm shall not be
responsible for any fiscal (tax) implications of whatever sort or nature, which may
arise as a result of payments made pursuant to this Agreement.
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15.  Confilict of Interest

151, Investigator certifies that-

a) There is no conflict of interest between Investigator and any other party
that would inhibit or affect the performance of the work specified in this
Agreement;
b) The performance of the work specified in this Agreement does not violate
any other agreement Investigator may have with any other party; and
C) No gifts or other benefits have been offered to any family members.
15.2. Inv.estlgator further certifies that Investigator will promptly advise Sponsor or
Abapgenesis Clinpharm in writing in the event any conflict of interest that arises
during the Term of this Agreement.

16.  Survival

The provisions of sections 4, 6, 13, 19, 17, 24 & 25, shall survive termination of this
Agreement.

17. Governing Law

This Agreement shall be governed by and construed in accordance with the Indian
laws of courts of Hyderabad, India and will have exclusive jurisdiction over any
disputes under this agreement without giving effect to its conflict of laws.

18. Counterparts

This Agreement may be signed in any number of counterparts which, when taken
together will constitute one and the same Agreement. Counterparts may be
executed in either original or faxed form and the parties adopt any signatures
received by a receiving fax machine as original signatures of the parties, provided
that any party providing its signature in such manner shall promptly forward to the
other party an original of the signed copy of this Agreement, which was so faxed.

19. Entire Agreement

This Agreement, including all Schedules and any Addendums from time to time,
represents the entire understanding of the parties with respect to the matter
contained herein and supersedes all previous agreements and undertakings with
respect thereto. In the event of any discrepancies in respect of a particular matter
conflicts with a provision contained in this Agreement or the Protocol, the Agreement
shall prevail. Any change, amendment or modification to the Protocol or this
Agreement, including any Schedules hereto, requires and shall have the prior written
approval of Sponsor.

20. Assignment

No part of this Agreement may be assigned, delegated, or subcontracted by any
party to any other person or third party without the prior written approval of the other
parties.

21. Disclaimer

The Investigator and the Site shall carry out the Study in accordance with the
Protocol. However, neither the Investigator nor the Site promises success in
achieving any particular result. The Investigator and the Site make no
representations, conditions, or warranties, either express or implied, with respect to
the results of the Study.
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22. Force Majeure ) ent due to force
Noncompliance by any party with the obligations of this .ﬁg:rfr;notion, destruction
maijeure, (laws or regulations of any government, ;vaga(r:;\rlmlquake or storm, labour
of production facilities and materials, fire, flood, mon carriers) or

: L tiliti om
disturbances, shortage of materials, failure of public utilities c?ircgble i shall not
any other causes beyond the reasonable control of the app

xcused from
constitute breach of this Agreement and such party fSha"h b?evi:ntion.
performance hereunder to the extent and for the duration of such p

23.  Study Subject Information

23.1. If the identity of any Study subject participating in the Study is
Abiogenesis Clinpharm/Sponsor, its agents or employees,
Clinpharm/Sponsor shall:

disclosed to the
the Abiogenesis

23.1.1. ensure that such information is deleted or destroyed;
23.1.2. not disclose such information to any third parties; and
23.1.3. Notify the Site of such disclosure.

23.2. The Sponsor acknowledges that the Site is a public body subject to the provisions of
the Indian law and that the collection, use, disclosure and release of personal
information under this Agreement is governed thereby.

24. Confidential Information

24.1. All information provided to Site and Investigator by Sponsor or Abiogenesis
Clinpharm during the course of the Study including, but not limited to, the Study
Protocol, preclinical data, formulae, manufacturing and toxicology information and
any other information on the Study drug, CRFs, all oral and written information and
information sent or stored electronically (the “Confidential Information”), will be kept
confidential and confined to the personnel affiliated with or involved in the Study.
Such Confidential Information shall be marked in writing as “Confidential” or if
disclosed orally or in other than documentary form shall be reduced to writing within
thirty (30) days thereafter. The obligation to maintain confidentiality shall survive the
completion or early termination of this Agreement and shall remain in effect for a
period of five (5) years following the completion or early termination of the Study

24.2. All reports and information, including all clinical data, about the Study or its progress
will also constitute Confidential Information of Sponsor/Abiogenesis Clinpharm and
will not be provided by either Site or Investigator to any party other than Sponsor/
Abiogenesis Clinpharm and, in confidence, the IRB/IEC, without the prior written
approval from Sponsor/ Abiogenesis Clinpharm except as otherwise permitted under
this Agreement.

24.3. Confidential Information shall exclude any information:

a) already possessed by the Investigator or Site prior to receipt from the
Abiogenesis Clinpharm/Sponsor, other than through prior disclosure by the
Sponsor, as evidenced by the Investigator's or Site’s business records;

b) thatis in or becomes part of the public domain through no act or failure to
act by the Site or Investigator and without breach of the Agreement;

c) obtained by the Investigator or Site from a third party with a valid right to
disclose it, provided that said third party is not under a confidentiality
obligation to the Sponsor; =

Confidential
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d) inde
lnvezfigg&) r;tlg)(r g?t\ée")ﬁed by employees, agents or consultants of the
information. ag o Who had no knowledge of or access to the Sponsor's

videnced by the Site’s or Investigator's business records;
25.

Term and Termination
251.

z:\ts‘ P;?br‘eement-shall‘ commence on the Effective Date and shall continue in effect
! logenesis  Clinpharm  satisfactorily receives all completed and corrected

CRFs, reports and other documentation required by the Protocol and final payment is
made (the “Term”)

252. Unless otherwise provided herein, Sponsor reserves the right to terminate this
Agreement without cause upon thirty (30) days’ written notice. In this event, any
amounts due to Site under this Agreement shall be limited to pro-rated fees based on
actual work performed pursuant to the Protocol and reasonable general and

administrative expenses and non-cancellable expenses related thereto, to the actual
date of termination.

253. Site or Investigator may terminate this Agreement at any time on thirty (30) days’
prior written notice to Sponsor or designee prior to the time subjects commence
taking the Study medication. During such thirty (30) day period, Site and Investigator
shall continue to perform those services reasonably requested by Sponsor and will
be entitled to payment therefore. In the event Site or Investigator wishes to terminate
the Study after subjects have commenced taking the Study medication, Investigator
agrees to either find a replacement Investigator or terminate recruitment. Site and
Investigator agree to cooperate fully with any replacement in respect of matters
pertaining to the Study. Site agrees not to substitute another investigator as
Investigator of this Study without the prior written consent of Sponsor or Designee.

25.4. All parties shall have the right to terminate the Study at any time for safety reasons
on notice to the other parties. In such instance, Site and Investigator shall ensure
that no Study subject receives the Study drug after receiving the notice of termination
from the Sponsor. Investigator shall ensure that subjects return all Study medication
and Study materials that they may have in their possession to Investigator.
Investigator shall continue to monitor subjects as required by the Protocol and

regulatory authorities and provide appropriate therapy and follow-up for subjects, for
health and safety reasons.
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IN WITNESS WHEREOF, this Agregn::(nt ha
their duly authorized officers on the da

D
ABIOGENESIS CLINPHARM PRIVA:I'E LT

M \r\d\

Per \“ / 2
Date: 24 n ,
Print Name: Pawan Bhusari

Print Title: CEO

Mahatma Gandhi Mission Medical College & Hospital

> p or & H.0.D.
Per: i Per: r _ coiogy
er. Departm¥nt of Pharma
YEDICAL oy, £or Date: MGM's Medical College_

Date EGeLate: )

1 #8R4eagsp 12 Augangabad
Print Name Dr.Rajendra B. Bohra  Print Name Dr. Deepak Bhosle
Print Title: Dean Print Title: Head-Pharmacology

Department

INVESTIGATOR
Per:
Date: [
Print Name: Dr. Syed Umar Quadri Syed Abdul Jabbar
Print Title:

Associate Professor

Ardent Clinica| Research Services

e %@\

Date: | e (
Print Name: Chandu Devanpally

Print Title: Head
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SCHEDULE A

PAYMENT
Fees & Payment Schedule SeHEDULE
The detaileq pPayment bregk-

u i o
p for per visit, activity or test etc is mentioned in Annexure |,

Abiogenesis Clinpharm for oI \:L‘:&i g;zfiobna\imce which will be shared in advance with

Institutional overheads of 30% shall be a

The same shall be ment pplicable only for the billing towards Investigator fees.
ntioned sepa : AU
Any extra billing towar parately in the invoice.

lseparately inidhe invoicefjs any additional visits, activities, tests etc shall be mentioned
Vr;;,i?lfil)?ga bs\:jt)hectSltﬁ/S"MO shall be done for the completed visits. For the purpose of invoicing, a
HiSh ares don ej ands all be deemed as co_mp|eted yvhep all activities and tests applicable for the
the oCRE complgte de!ta regarding the visits is entered into the EDC system through
I and the same is verified by the Abiogenesis Clinpharm monitor.

Any actlwt.y or.test done outside of the mandatory activities or tests during a visit by the subject
Shgll be invoiced along with its documentary evidence and the same is verified by the
Abiogenesis Clinpharm monitor

. The following costs incurred b

X 4 S y site, where applicable, would be reimbursed to site upon receipt
by Abiogenesis Clinpharm of original receipts/ bills:

i.  SAE management costs: The SAE management costs are applicable to all SAEs
only related to the Clinical Trial/ protocol/ Investigational Product. The costs would
be reimbursed to the site once the original bills/receipts are made available to
Abiogenesis Clinpharm i.e. bills pertaining to hospitalization, investigations &
procedures, medications for the SAE.

This Clinical Trial will not involve any monetary expenses. Subjects will be
reimbursed for all their expenses about this Clinical Trial on actual basis (e.q. travel
costs) by Abiogenesis Clinpharm. Subject travel re-imbursement will be paid up to
Rs. 500 per visit upon producing the vouchers for the same to Abiogenesis
Clinpharm. Any additional or exceptional travel reimbursement shall need approval
in advance, or will be considered on a case to case basis with prior approval.

Trial related tests: The tests required as per protocol shall be paid on actual basis,
upon receipt of the original bills and supporting rate list

The fees for a screen failure patient will be INR 1000 and applicable only for up to 1 screen-

failed patient per every 5 patients randomized. This screen failure payment includes all the
charges. However expense towards each screened subject will be paid/ reimbursed.

8.

Lab test required per protocol (Test name which will be performed) will be paid on actual
upon receipt of the supporting rate list.

9. Archival fee: The archival of study documents for the site would be done at

10. It is agreed that, a study grant of Rs.12,000/- (Rupees Twelve Thousand Only) per
completed patient as per the protocol will be paid to the investigator by ABIOGENESIS
CLINPHARM.

11. Initial advance payment of Rs 24000/- (Rupees Twenty four thousand Only) for
completed patient payment will be paid within forty five (45) days for start-up activities
after getting clearance of the IRB/IEC, a fully executed copy of this Agreement, receipt of
copies of all regulatory documents necessary to start the Study, and the initiation of the
Study at the Site. The advance payment will be adjusted against subsequent payment(s)
until the entire Advance amount is recovered.
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- q
i edures and visits performe
12. Subsequent payments will be made based upon actual proc'S e o 1 an amount

as evidenced by case report forms retrieved by AbpoeneS:
equivalent to 90% of the total budgeted amount described be ow. ser ol Vst
: i de according to the numbe _

13. In case of drop-outs/withdrawals, payment will be ma The budget for this
completed by the subject on production of required documents.. The
study will be paid as per Annexure 1 ;

14, INVgSTIGAT%R/SITE will reimburse Abiogenesis Clinpharm under the. fot:/';)Wl(g%
conditions: (1) if no Study participants are randomized into the Study W‘lthln. (0
months following receipt of the Study drug, INVESTIGATOR/SITE will relmpurse
Abiogenesis Clinpharm all money received from Abiogenesis Clinpharm or (2) if the
Study is closed out by Abiogenesis Clinpharm, INVESTIGATOR/SITE will reimburse all
money received from Abiogenesis Clinpharm in excess of the pro rata amount due for
actual Study participant visits performed as of closing of the Study. ,

15. All payments will be made by bank transfer/cheque only as per the company policy and
shall be subject to applicable tax deduction.

16. Taxes Goods and Service Tax or other government instituted tax or levy that may
become payable in respect of the services offered in this Agreement shall be to
Abiogenesis Clinpharm account. The payment shall be made after deducting all
deductions as per Applicable Law, including tax deducted at source and GST will be
included on each invoice.

17. Full and final payment will be made upon clarifying all data queries and after return of all
study drug and study documents to ABIOGENESIS CLINPHARM

18. Final Payment: Upon completion or termination of the study, the Investigator and/or the
Site shall provide a written notice to Abiogenesis Clinpharm that all work requested
under this Agreement has been completed and all monies due have been received.
Acceptance of the payments as “final” constitutes such acknowledgement

19. The payment shall be paid to below payee details after TDS deduction and GST as
applicable as per the law.
Payee details:

Instruction for Payment Payee Details

Payee Name ARDENT CSI_IIEI\IIRI\C/ZQIEI;ESEARCH
PAN No APQPD7081M
Bank Account Number 250545817447
Bank Name Indusind Bank
Bank Address Fatima Nagar, Pune
Bank Swift Code / IFSC Code INDB0000881
GST No 27APQPD7081M1Z9
Office No. 318, 3rd Floor, Next to Frankfin
Adess f Aot bty | e, Connatgt e, s
India

Final Payment: Upon completion or termination of the study, the Investigator and/or the Site
shall provide a written notice to Abiogenesis Clinpharm that all work requested under this
Agreement has been completed and all monies due have been received. Acceptance of the
payments as “final” constitutes such acknowledgement.

The Site/SMO will raise separate invoices to Abiogenesis Clinpharm for professional fees and
pass through expenses. Invoices will be raised as per the budget schedule given below and in
compliance with the Goods and Service Tax Act. Abiogenesis Clinpharm will release the
payment for the approved invoices within 45 days via bank transfer/ cheque as applicable '
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ree
Rupee (INR). gree that the currency of the payment is and shall remain India

All invoices shall be sent to the f i
Kind Attn: . ¢ following address:

Abiogenesis Clinpharm P;iva imi

te Limited
8-2-596A & B/1, Road No_ 1 0, Banjara Hills,
Hyderabad, Telangana , india— 500034 (INDIA)

Invoice shall bg sent in original as hard copy (PDF or fax copies are not acceptable) and
contain, as a minimum, the following information:

a. The Sitg’s‘Name/SMO and Address as it is written in the beginning of this Agreement
b. A description of the work activities associated with the invoice

c. The total invoice amount in INR, Payee Name, PAN & GSTIN of the site, as well as
the PAN & GSTIN of Abiogenesis Clinpharm

Signed & date by authorized signatory

a

Notes:

1. Along with the invoice the Site shall provide declaration that eCRF for the invoiced
activities are updated as applicable.
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Annexure 1

Mahatma Gandhi Mission Medical College & Hospital - Study Budget (Amount in INR)

T Visitz, :
Visit1/Screening Baseline  Visit3 Visit 4 Visit § Visit6/EOS | Total Charges
Investigator !
Payment 2000 . 2000 2000 2000 2000 | - 2000 1 12000
Administrative Institutional overhead on Pl fees S 30% 1

Clinical Research Coordinator fees per month (maximum of 2000
8 months or Site Closeout, whichever is earher) -
| 1 Tests to be done at Hospital Visit

EC submission fee (without TDS dedud) 60,000 :
EC annual review fee -  NA ECG. I [se0
EC amendment fees (without TDS) 25,000 ' Fasting Biood Sugar (based on actual bills) 1 10
All investigation charges as mentioned in the protocol will Yes Post prandial Blood Sugar (based on actual bills) | 100
be on actual at various visits _Supplies Required by Hospital | Yes |
" Patient travel reimbursement pelrﬁs‘uts w 7500 - Glucometer+ strips | Yes

Expenses for AE/SAE management will pebilledon  Yes Note 3 Glucometer + strips would be prowded by sponsor
actuals undformly across all sites for the study. Glucometer has to be
SAE compensations for related SAEs including tral related _returned at the closeout of the study

injury/Deaths o

Applicable Taxes Present GST rate (18%) are not included " Yes
in the pass through budget N
" Expected screen failure rate is not more than 1in 5 " Yes B
randomized subject
Archival of document post study not inciuded in the budget 15,000
(post study . for 3 years )
Central Lab expenses
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