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CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreernent [Hereinafter refened to as "Agreemeut"] is entered into on 4'h day of
July 20i2 anrong

Raptim Research Pvt, Ltd a company originally incorporated in the year 2005 and registered under

Conrpanies act, 1956 as having one of its oftice is located at A-242, TTC Industrial Area, Near

Mahape Depot, Mahape MIDC, Navi Munibai-400710, Maharashtra, India, [Hereinaftel rei'ened to

as "CRO"I of the first part.

And

Dr Kishan Ninama, Professor, Department of Skin & VD, Sumandeep Vidyapeeth Deemed to

be University & Dhiraj Hospital, At & Po Piparia, Ta. Waghodia, Vadodara 391760, India.

[Hereinafter refened to as "Principal Investigator"] of the Second part

And

Sumandeep Vidyapeeth Deemed to b€ University, At & Po Piparia, Ta. Waghodia, Vadodara

391760 India through its "Registrar, Dr Chandramani B. More [Hereinafler ref'erled to as

""Institute"l of the third Part.

WHEREAS Sponsor, "Intas Pharmaceuticals Ltd" having its registered oftice at Corporate House,

Neal Sola Bridge, S. G. Highway, Thaltej, Ahnredabad - 380054. Gujalat. India. Hereinafler

referred to as "Sponsor"] wishes to conduct clinical trial entitled "A Multicenter, Prospective,

Randomized, Open Label, Two-Arm, Parallel-Group, Phase III, Active Controlled, Non-inferiority,

Comparative Study to Assess Efficacy and Safety of Tofacitinib Oinhrrent 2%o w/w to Pimecrolimus

Cream lo/o w/w in Patients. with Mild to Modcraie Atopic Dermatitis (AD)" (Study Number:

CTl22/02 [Hereafter referred to as "Study"] has engaged CRO to conduct this study.

AND WHEREAS CRO has already identified thc Plincipal Investigator based on his/hel experience

and expertise and also Principal Investigator has sought pelrnission flom the Instihrtion to conduct

this study in the plemises ofthe Institution. Hence CI{O is desirous of engaging the said Principal

Investigator and Institute for carrying out the Study.

NOW, THEREFORE. in consrderalion of lhe prenrises and the covenants. enter into this

Agreement and do hereby agree with each othcl to the following: I

l) Statement of work
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t.2)

1.3)

1.1) "Study" shall be deemed to be "Clinical Tlial" as defined in rule-122 DAB ofthe Drugs

and Cosmetics Rule, 1945 (including all amendments from time to time till present).

Priricipal Investigator and Institute will be lesponsible to conduct this study with strict

compliance to approved Plotocol, ICH-GCP and applicable laws and regulations

prevailing ili the country where clinical trial is conducted giving utmost impoftance to

protect rights, safety and well-being ofclinical trials subject.

CRO shall provide Principal lnvestigator witli a suilicient quantity of study supplies to

conduct the Study at invcstigational site in timely manncr. lnstitute and Principal

Investigator shall use Snrdy Supplies in clinrcal tlial subjects only for the purpose to

conduct the Study in accotdance with thc Protocol. All these study supplies includes such

as Investigational Product (IP) and related devices/instruments, equipment, or other trial

supplies like laboratory kits fol biological sample collection if supplied through central

laboratory, dialy cards, paper CRF, blank infonned consent forms or logs shall remain

the sole property of CRO, unless otherwise designated. The Institute and Principal

lnvestigator will be responsible lbr the retum of excess, unused study supplies to the

CRO or at CRO's option towards completion of study or earliel teflnination or may

infbn,r in writing for destruction by Institute and provide destruction certificate. In either

case expense will be paid by CRO.

Study Timelines: Study Timelines for the purpose of this Agreement will be in

accordance with Protocol and as conveyed by CRO from time to time.

2) Responsibilities And Obligations ofthe Principal Investigator

2.1) The Principal Investigator will conduct the study in the Institute in accordance with

approved protocol, New Drug And Clinical Trial Rules 2019 (including amendments

from tirne to time) and Indian Council of Medical Research (ICMR) Guidelines along

with Declaration of Helsinki and Tlle International Conference on Harmonization of

Tecllrical Requiremeuts fol Registration of Pharmaceuticals for Human Use (ICH)

Guidelines fbr international studies and all applicable laws and legulations plevailing rr.r

country during conduct ofclinical trial.

2.2) Principal Investigator will have trained and experience staff as a part of his/her team

L4)



delegation of his responsibilities to his/lrer team members who too will strict cornply with

obligations of Principal Investigator mentioned in this section.

2.3) Principal Investigator will start performing study related activities only after fully

execution of this Agreement by all parties who are signatory in this Agreement and atler

having IEC (Institute Ethics Conrmittee) and Regulatory approval are in place.

2.4) The Principal Investigator will dnsure enrolment of trial participants after obtaining

signed informed consent including audiovisual recording wherever applicable and also

infomring the provisions of adequate tleatment and compensation for Serious Advcrse

Event (SAE) as per New Dnrg And Clinical Tlial Rules 2019 including amendments

from time to time. In case of amendment to informed consent form, prompt consenting

will be obtained by Principal Investigator on approved version of amended consent form

with liberty to trial subjects to decide orr further continuation in the study.

2.5) Principal Investigator will recruit only those trial participants into study who meet all

Inclusion criteria and No Exclnsion criteria for the study provided in the approved

Protocol.

2.6) The Principal Investigator will be responsible for submission of study documents from

CRO to IEC to obtain approval for conduct ofstudy and forwarding IEC communications

to CROs within a week of receipt of response which may either be comments for the need

of any change in protocol or Patient Infonnation Sheet (PIS) or approval to conduct said

study in the Lrstitute.

2.7) The Principal Iuvestigator will be responsible for administration of Investigational

Product (IP) only to assigned subjects enrcilled in the trial as per Protocol and also

responsible for proper account ofreceipt; utilization and return ofunused IP to CRO and

' prevent its use for any other purpose apart from Protoco-.

2.8) The Principal Investigator shall report all serious and unexpected adverse events and/ or

death to the Licensing Authority, CRO, and IEC as per Table V of New Drug And

Clinical Trial Rules 2019 (including amendment from time to time).

2.9) The Principal Investigator shall forward its repoft on Serious Adverse Event of Death

after due analysis of all fa'ctors with his opinion to Chairman of IEC, Head of the Institute

and the Licensing authority as per Table V ofNew Drug And Clinical Trial Rules 2019

(including amendments from time to tilne).

SOP/CLT/OO9Confidential
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2.10) During and following a Clinical Trial Subject's participation in Siudy. the Principal

lnvestigator shall ensure that prompt diagnosis and adequate medical care is provided to

the participant (Clinical Tlial Subject) ibr any adverse events.

2.ll) The Principal Investigator will be responsible fol keeping the source of subject up to

date, fbr proper and prompt illling of Case Report Fomr (CRF), preservation of

investigation reports and recordings and resolution of any query generated from data

being submitted. Whele requested by CRO; Principal lnvestigator shall provide scan

copy of source and other documents afler masking subject's personal information.

2.12) The Principal Investigator will make necessaly arrangement for inspection of study

related documents including signed informed cousent fotm and Investigational Product

(lP) etc. by CRO's monitor, official of regulatory agency or Institutional Ethics

Comrnittee (IEC) nominee.

2.13) ln case of auy deviatiou or non-compliance/violation to approved Protocol, Principal

luvestigator will promptly document and uotity to CRO aDd IEC.

2.14) The Principal Investigator will be responsible for obtaining IEC and CROs pennission in

writing tbr storage ot'blood or tissue sarnples fbr future use.

2.15) The Principal Investigator shall not conduct additional research or obtain any additional

biological samples (includes blood or tissue samples) apart frorn those specified in the

Protocol from participating subjects unless it is approved in writing frorn CRO and

applicable regulations plus in terms of subject safety. Once received, Principal

Investigator will obtaiu necessary approval and pennission for storage of these samples

for' futrrre use.

2.16) The Principal lnvestigator will be responsible for providing progress report and any non-

' compliance report to Institutional Ethics Committee (lEC) and a copy to CRO within a

wcek ofoccurrence or due date.

2.17) The Principal lnvestigator shall bc rcsponsible for obtaining CRO's pennission before

publication or conference preselttation ofany data.

2. l8) Principal Investigator (PI) shall complete the Clinical Trial under his supervision as per

the agreement and the Statutory provisions, but if for any reason he/she is unable to carry

over the study it shall be his/her responsibility to hand over the study to either his/her Co-

Principal Investigator (Co-PI) or to any of the Faculty members ofthe Instirute as decided

Confidential soP/cLT/O09 Page 4 of 24



by the Head of Department of the PI or Director of Institute

approval of the Ethics Committee and the CRO.

uni obtain necessary

3) Obligation and Responsibilities ofthe Institute:

3.1) To ensure sudy shall be conducted in compliance with the Protocol, Standard Operating

Procedure (SOP) and applicable regulatory requirements.

3.2) Ensuring that the rights, safety and well-being ofClinical Trials Subject are protected.

3.3) Fulfillment of necessary obligations by Institutional Ethics Committee (lEC), Principal

Investigator' (PD and supporting staff condr.rcting said study.

3.4) Protection of confidentiality, r'ights, safety and wellbeing ofclinical trial participants.

3.5) Plovide necessary infrastructure support to PI to conduct study as required by Protocol.

3.6) Communicating with IEC and obtaining approval for the Clinical Trial Protocol, wlitten

informed consent and other trial related study documents. Ensure Principal lnvestigator

conrmunicates with IEC to obtain approval fol the Clinical Trial Protocol, written

infonned consent and other trial related study documents including amendneuts.

3.7) Approval of study from EC within 6-8 weeks of receipt of Investigator's brochure,

protocol including Patient Information Sheet (PIS) & Case Report Form (CM),

regulatory approvals, draft Clinical Trial Agrcement (CTA), Insurance policy and IEC

fee from CRO.

3.8) Approval ofamendments ifany ofleceipt ofdocuments.

3.9) The confidentiality ofrecord that could identiiy Clinical Trial subject should be protected

an{ rnaintained.

3.10) Ensuring accuracy, completeness, legibility and timelines of the Data being reported to

' the CRO in Case Report Forms (CRFs) and in all required reports.

3.ll) Safety repofting as per New Drug And Clinical Trial Rules 2019 (including anrendments

frorn time to time) and/or CRO policy.

3.12) Provide adequate treatment and compensation for Serious Adverse Event (SAE) to trial

subjects as per New Drugs And Clinical Trial Rules 2019 and ensure compensation

received from CRO are priid to these subjects.

3.13) Review of progress report, Data aird Safety Monitoring Board (DSMB) report & Serious

Adverse Event (SAE) frorn other centers and accordingly provide decision on tennination

ofstudy or its extensiou beyond approved period.

confidential f soP/clT/oo9
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3.14) Review of SAE occurling at site and SAE lepolt t'r'om other sites to take necessary action

within the time frame decided by legulatory agencies. Review of SAE and ensure all

)teccssaly requirements inclucling those ol prevailing regulatory guidelines are fulfilled

by Institute itself, Principal lnvestigator and IEC.

3.15) ln case EC recornntends of termination of snrdy in view of safety and benefit ofclinical

trial subjects, Institute will ensurc study is properly terminated by Principal Investigator

as per CRO instructions whilc ensuring no risk to trial subjects,.

3.16) Provide adequatc storage facility fol biological sarnples including blood and tissue of
clinical trial subjects rn case Protocol requires it to be stored for.future use.

3.17) lnstitutional clearance for samples to be sent abroad non-pharmacokinetic studies.

Institutional clearance for samples to be serlt abroad for analysis where required studies.

3.18) Facilitate visit of CRO's nronitor or its representative or representative of regulatory

agencies.

3.19) Upon request of the mollitor, auditor, Institutional Ethics Committee or applicable

legulatory authority, Institute should nrake available for direct access all requested trial

relaled records including signed informed consent form.

3.20) Safeguarding Intellectual property rights (lPR) ofCRO.

3.21) Archiving of data for l5 years afier complction of all planned regulatory activities as per

prevailing laws and regulations ofthat country (ies) for which study was conducted or as

mentioned in the Protocol or fbr longer period if required by CRO/Regulatory agency).

3.22) ln case Principal Investigator (Pl) is unable to continue this study for any reason (which

m4y include transf'er, retirement etc), it shall be sole responsibility of Institute to provide

alternate Principal lnvestigator (Pl) in a tirnely manner with transitioning of
' responsibilities fol smooth conduct ofstudy.

3.23) Audited statententofutilization of Funds.

4) Responsibilities and Obligation of the CRO

Confidential .f\ SOP/CLT/009u l ,' .
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4.1) To provide investigator's brochure, Protocol, Case Report Form (Cil.F) draft Clinical

Trial Agreement (CTA), Insurance policy from an Indian Insurance conpany and

regulatory approvals including other study related documents and supplies.

4.2) To provide required devices/instrumeuts and/or equipments to support Principal

Investigator to conduct said study.

4.3) To provide adequate supplies of Investigational Product (lP) and comparator prepared

under proper quality control as per regulatory norms.

4.4) To plovide Insurance cover for treatment and compensation of Serious Adverse Event

(SAE) including any diagnostic procedure pelformed and an undertaking to supplement

any amount not covered by the Insurance Company. CRO will also provide copy of

Policy to the Principal Investigator.

4.5) To train investigator & his/her teanr on study conduct, support site in EC submission,

have an oversight during the study conduct, review, clean and validate the data that ls

generated by the investigator

4.6) Assist Principal Investigator for storage of biological samples drawn as per Protocol for

future study ifrequested by Principle lnvestigator.

4.7) Provide a copy of Clinical Study Report (CSR)isummary report at the end of study or at

termination of the study to Principal Investigator and to IEC.

4 8) To subrnit a status report on the Clinical Trial to the Licensing Authority at the presclibed

Periodicity;

49) Appropriately acknowledge Principal hrvestigator for his/her contribution in the study in

any publication as deemed suitable by CRO. '

4. l0) To define and follow plocedure for premature termination.

5) Debarment

Principal Investigator and Institution ceftifies that they and any of their facility or person

attached to such facility whose services are used for conduct of study like laboratory ale not

debaned by Indian law or US law or by law ofany country where submissions are planned to

be made. Principal Invesdgator and Institution will promptly infonn CRO of any such

debarment being aware during the course of study until one year post completion of this

:,T3#l::: fi '":,".TJi1""'ffi 
:::: H'-ti 
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6) Indemnification:

CRO agrees to hold hamless Plincipal lnvestigator, his/her staff involved in clinical trial,

Institution at which the study is conducted and the IEC that approved the study. CRO

indemnifies thern ofany claim filed by subject or his/her legal representative or the nominee

for any adverse event to subject due to participatiou in the study provided approved protocol

was followed excluding negligence or nriscouduct by Principal Iuvestigator, his/her staff or

Institution or IEC . Principal Investigator will promptly inform CRO ofany such notice and

will extend full coopelation to CRO.

7) FinancialCompensation

7.1) CRO on behalf of Sponsor agrees that any injury or death or injury to child in-utero of

the clinical trial subject occurring in clinical trial due to fbllowing reasons shall be

considered as clinical trial related injury or death or injury to a child in-utero and the

subject or his nominee, as the case rnay be, will be entitled to receive from the Sponsor

financial compensation for such injury or dcath or injury to a child in utero as per the

notification decided by of the Drug Conh'oller General of India (DCGI) issued fronr time

to tirnc.

a) Advclse effect of lnvestigational Product(s);

b) Failule of Investigational Pl'oduct to provide intended therapeutic effect;

c) Fot injury to a child in utelo becar,rse of the participation of parent in clinical trial

provided adequate method of contraception as specified in Protocol was used

. throughout the duration l)relltiotred in the Protocol;

, 
d) Any clinical trial procedures involved in the Study.

8) Undertaking and Representation of Principal Investigator:

Plincipal Investigator hereby represents that he/she has fumished an undertaking to

Lrcensing Autholity in the fonnat given in the Table 4 of Third Schedule of New Drug And

Clinical Trial Rules 2019 includine amendments from time to time.

9) Undertaking and Representation of Institute:

soP/cLT/009Confidential
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Instirute hereby represeDts that: - It has constituted the Ethics Committee (EC) as per the

guidelines given in the Gazette oflndia & it has been registered with the Drug Controller

General oflndia (DCGI) vide letter No: ECR/ 152llnstiGJ/2013/RR- l9 dated, 19103/2019.

9.1) EC SOP is in compliance with Good Clinical Practice (GCP) guidelines and applicable

regulations;

9.2) It will ensure that EC will fulfill its responsibilities as per New Drug And Clinical Trial

Rules 2019 including amendments from time to time.

l0) Undertaking and Representation of CRO:

CRO hereby understands and represents that: - It has fumished an undertaking on behalf of

Sponsor along with the application for Clinical Trial Permission to the Licensing Authority

to provide compensation in the case ofclinical trial related injury or death for which subjects

will be entitled to compensationi as per provisions of nrle 122 DAB (b) of Rules (Drug and

Cosmetics Rules. I 945).

I l) Administration:

I l . l ) Overall responsibilities to conduct this study at the Institutc will lest with Principal

Investigator.

I 1.2) The following study plan will apply to the Study:

a) Institute's Enrollment Minimum (i.e. Total number of enrolled subjects expected fi'om

site) shall be as mentioned in annexure-A of this agreement. However, if the Institute

and Principal Investigator are unable to enroll first patients for the Study within 2

months of Site initiation CRO will be having the authority to change the hstitute's

, Enrolhnent Minimurn in a unilateral manner or close the site.

b) Subject to applicable law: CRO and Instihrte without any flirther obligation mutually

lray agree in wliting to nrodify Institute's Enrollurent Minimum at any stage.

c) All subject visits will be conducted as proposed in the Protocol. The CRO will be

informed ifa subject visit exceeds visit window period along with reason ofdelay.

d) Case Report Forms ('jCRFs") infonnation associated with a subject's visit must be

satisfactorily cornpleted within 3 working days after the subject's visit or, if
applicable, receipt ofthe subject's test results.

Confidential 'Page 9 of 24



All Data Queries from CRO or Sponsor o[ from Data Management group as

applicable must be completed and retumed to CRO within a time frame mutually

negotiated.

Any intentional changes of inclusior/exclusion criteria by the Principal Investigator

or Study tean without approval frorn CRO will not be the liability of CRO.

l2) Trial Drug; Materials Transferl Records Retention;

l2.l ) lnvestigational Product (lP)/device (irrstrunrent) or equipment:

a) Institute and Principal Investigator acknowledge that the investigational product or.

device (instrunent) or eqr,ripment is owned or controlled by CRO on behalf of the

sponsor and that neither the tems of this Agreement nor the Protocol, nor any

activities conducted by Institute or Principal Investigator, shall be construed to grant

to either Institute or Principal Investigator any rights in or to the Compound/

Investigational Product (lP).

b) CRO will provide the Investigational Product (IP) which includes test drug or

ref-erence drug to be administered to tlial subjects as palt of the Trial with no cost to

Institute for adn,inistering or dispensing solely by or under the supervision of
Principal Investigator or sub-investigator to trial subjects at the trial site in Strict

compliance with tlre Protocol.

c) lnstitute and Principal Investigator slrall store and use Investigational Product (IP)

solely to conduct the Tlial in strict cornpliance with the Protocol and for no other

. purpose, and shall not transfer the hrvesiigational Product (IP) to any third parties.

Institute and Principal lnvestigator shall handle, store, ship and dispose of the

' Investigational Product (lP) as directed by CRO and in compliance with all applicable

lar.vs, rules and regulations.

d) lnstitute and Plincipal Invcstigator will ensure empty and partially used

Investigational Product (IP) container and any unused Investigational product (Ip)

remaining at the trial close-out visit at the trial Site or upon early termination of this

Agreement are eithel"disposed ofor retumed to CRO in accordance with the Protocol

or at CRO'S option as directed by CRO at the time of site closure..

soP/cLT/o09
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e) Neither Principal Investigator nor Institute will impose any obligation, express or

implied, on CRO/Sponsor to purchase, prescribe, provide favorable formulary status

for or otherwise to support trial product.

Unless specified in the Protocol, Principal Investigator will not modify the

lnvestigational Product (IP) or its container. lf the Institute policy requires any

modification to the Investigational Product (lP) container, such modification must be

approved in advance in writing by Sponsor'.

Records Maintenance and Rctcntion:

Principal Investigator and Institute will maintain clinical h'ial related recor.ds r.elating

to Investigational Product (IP) and other trial subject documents including but not

limited to, signed consent form and audiovisual documents if applicable, medical

records, charts pertaining to individual trial subjects, "Case Report Forms ("CRF")

accounting records, notes, laboratory r'eports, and data. Institution will permit

Principal Investigator to retain these docunienls for a period of at least 5 yrs or louger

as mentioned in below Section-23, Record Keeping, atler con'rpletion ofall regulatory

activity as per applicable laws and legulations fbr the country (ies) tbr which study

was conducted or in accordance with Protocol or earlier termination of the trial or till

the time CRO notifies to Principal lnvestigator in writing for retum or destruction

study documents.

12.2)

a)

13) Representation and Warranties

l3.l). Principal Investigator and Institute repiesents and warrants that it has the legal

authority to enter into this Agreement and that the terms of this Agreement are not in

' conflict with any other agreements to which it is legally bound. lnstitute shall ensure

that Principal lnvestigator will not enter into any agreement or engage in any

activities that would materially inrpail his /her ability to complete the trial in

accordance with this Agreement and the Plotocol.

13.2) Institute r€presents and wanants that the Plincipal Investigator is qualified as a

medical practitioner uhder applicable laws and regulations.

13.3) The CRO represents and warrants tlrat it has all the requisites approvals and

permissions, in compliance with Applicable Laws, to carry out this Snrdy as per the \ 0
Protocol, in India \Xtlk

Y/:2L
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l4) Conlidentiality

l4.l) Institute will (and will cause Plincipal hrvestigator and trial personnel appointed by
- Pl to) keep strictly contjdential and not disclose to third parties all infomration

provided by or on behalf of subject or of data that is generated, discovered, or

obtained by any of the Party signatory to this agreement as a result of the trial (other

than patient medical records), including the trial results, trial inventions and

information related thereto (Confidential Infbrmation). lnstitute and Investigator will

use, and will ensure trial personnel to use, Confidential Information only for purposes

of the tlial. The obligations of this Section will survive expiration or termination of

this Agreement and can be maintairred in good faith. Confidential lnformation will

not include information that:

a. ls or becomes publically available through no fault of Investigator or Institution.

b. Was klown to Principal lnvestigator or lustitute without obligation of confidentialiry

prior to leceiving it eithel directly or indrrectly from other sources Under this

Agreement, as denonstrated by written records predating the date it was leamed by

lnvestigator or lnstitute fbrm other source.

c. Is disclosed to Principal Investigator or Institution by a third party without violation

of law or any obligation of con fidentiality; or

d. Can be shown by written records of Principal Inv€stigator or Institution to have been

independently developed by Principal Investigator or Institution without reference to

or reliance upon any Confidential Intbrmation.

14.2). Notwithstanding any other provision of this Agreement, Institute and Principal

lnvestigator may disclose Confidential Information to the extent required.

' a) To comply with an applicable law, rulc regulation or government order, after prompt

notice to CRO provided that Investigator and Institute cooperate with CRO efforts to

Iinrit such disclosure by appropriate legal means:

b) To protect any trial subject's safety or provide appropriate medical care for any trial

subject, or to prevent a public health emergency with prompt notice to CRO

c) For purposes of insrirance or reimbursement by a third party or pay for medical

treatment of trial subject related to the procedures included in the Protocol.

Confidential
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l5) Return of Confidential Information:

Upon either (i) the completion of the Trial or termination of this Agreement; or (ii) CRO's

requBst in writing for any reason, Institute will immediately cease use of all Confidential

Information, and will promptly either retum to CRO or if instructed by CRO destroy all

Confidential Information, including any copies, extracts, summaries, or derivative works

thereot, and certii/ in writing to CRO the cornpletion of such retum and/or destruction,

provided, however, that Institute may retain one copy of Confidential Inforntatior.t in its legal

archives solely for the purpose of monitoling its surviving obligations under this Agreemeltt.

l6) Trial Results and Inventions:

l6.l) CRO, on behalf of the sponsor, owns all data generated liorn the trial, trial results,

Confidential information, Case Report Folms (CMs) and all othel infomiation

generated as a result of or in connection with the conduct of the trial, excluding

Institution's patient medical records and Principal Investigator's personal notes and

hereby grants to the lnstitute a nonexclusive, non-transferable, non-sub Iicensable

right to use the trial results solely for its own internal, non-comnrcrcial rcscarch,

patient care, and educational purposes.

16.2) All inventions, ideas, methods, works ofauthorship, know-how or discoveries that are

made, conceived, or reduced to practice by Institute, Principal Investigator or trial

personnel: (i) as a result of or in connection with the conduct of the tlial (ii) that

incorporate or use Confidential information: or (iii) that are directly related to the

compound and in each case together will all intellectual propelty rigbts relating

thereto (collectively, Trial Inventions"), will be the sole and exclusive property of

. CRO or its designee. Institute and Principal Investigator will promptly disclose all

trial Investigation! to CRO in writing and interest in all trial investigations to CRO or

its designee. At CRO's request and expense, Institute shall take and shall cause

Principal Investigator and trial personnel to take, all additional actions as it deenrs

necessary taking into considemtion interest of CRO and Sponsor in Trial

Investigations or to qbtain patents or othelwise plotect the interest of CRO or its

designee in Trial Investigations.
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l7) Payment:

l7.l) In consideration fbr conducting the study, cRo shall make payments as described in
' Annexure-A (Per Subject Cost For. Investigator Grant). CRO shall not make ftlrther

payments, towards study visits, procedures, or other work associated with a Study

subject if CRO detemrines that the clinical trial subject's data is not evaluable because

ofa violation ofthe Protocol by Principal Investigator or Study Staff.

17.2) CRO shall pay on a per subject cost for each satisfactorily completed subject (as

defined below) in accordance with Annexure-A as aftached to this Agreement. Only

if a subject is discontinued for reason stipulated in the protocol shall be paid at

prorata basis for wor* completed

a) Per Subject Costs: Payments will be made on per completed subject basis, in

accordance with Annexure-A Tlie estimated total amount per clinical trial subject

listed in Annexure-A is calculated for a clinical trial subject that cornpletes all the

study visits. Payment for Screening Visit shall be paid tbr consented clinical trial

subjects on whon all screeri'g procedures are perfonned. All the visit cost as in

Annexure-A includes lnstitutional overhead, staff fees and applicable taxes from time

to time, excluding GST.

b) The Per Subject costs is a fixcd fee which includes all costs and honoraria for

conduct of all the shidy related activities such as conduct of visit assessment,

completion of source and CRF in a timely manner (within 3-4 working days of
subject visit) and efforts of pri'cipal Investigator/s and other Institute's study

. persomrel including all manpower cost iuvolved in the study conduct. This also

includes site coordi'ator / site Management o.ganization (SMo). For ftirther details

' refer point number 'd' ofAnnexure-A.

c) Subjected to the terms of Protocol, a completed and evaluable subject means:

i) who is enrolled for the Study acco'ding to inclusion and exclusion criteria and

has completed all study visits with the protocol specified p'ocedures/assessments.

ii) For whom all sources, CRF and other Study related documents are completed as

per protocol requitements

iii) For whom all Data are accurately and completely documented and transcribed in

CRF.

Confidential SOP/CLT/OO9 Page 14 of 24



iv) AII data queries generated were resolved cornpletely undei rnurually agreed

timely manner.

17.3) Screen Failures/ Drop-outs: For screen failure it will be according to details nrentioned in

Annexure-A and for drop-outs payment will be made by CRO on a prorata basis for the

number of completed visits and will be paid according to details mentioned in as per

Annexure-A.

17.4) lnstitutional Ethics Committee : Apart from the payrnent mentioned in Annexure-A, CRO

will pay for Institutional Ethics Conrmittee fees.

17.5) Alchival of study documents and alchival of resewed samples (if any) shall be for a

duration of 15 years after site closure and in accordance with the applicable charges as

mentioned in Annexure-A.

17.6) Hospitalization costs: Apart frorn study specific hospitalization, any hospitalization

chalges lelated to Serious Advelse Event (SAE) as per prevailing law sl,all be paid by

CRO on behalfof Sponsor to the clinical trial sttbject after providing supporting bills.

17.7) CRO will release the funds to Institute or Principal Investigator for each clinical trial

subject as per the study schedule tbr completed visits. However, it will be the obligation

ofPrincipal Investigator to pay the clinical trial subject reimbursement on a pro rata basis

study period wise.

17.8) Payment towards Achrals: Principal Investigator will be reimbursed for purchase of

medicines as a part of standard of care or concomitant medication as per Protocol along

with any ancillaries. Principal Investigatol to provide a copy itlvoice or other

do.cumentation cleady substantiating tliat the bxpenditures were actual and reasonable.

17.9) The Principal lnvestigator will not receive any dilect or indirecl payment tiom subject(s)

participating in the Study or third-pafty payers for any material, tleatlnent or service that

is required by the Protocol.

17. l0) Refund of Payrnent: In the event thel'e is a refund due to CRO at the time of termination

of this Agreement by any party, the Institute agt€es to remit the same to CRO wtthin

sixty (60) days of the effective termination date (definition of which is rnentioned in

Section 2l .5 below).

l7.ll) Tax deduction: All fees and amounts listed are inclusive of applicable tax (TDS- Tax

Deduction at Source) prevailing from time to tirne. Prevailing TDS rate will be deducted

from each payment disbursed to the Institute fbr the Study as per the applicable existing

soP/cLTl009Confidential
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tax laws in the couutry. Certificate fol tlre tax deducted at source will be provided at the

end of the t'rnancial year.

18) Use of other pafties' names:

The Principal Investigator and lustitute shall not use CRO/Sponsor name or the name ofany

party hereto in connectiou with auy advertisirtg or promotion of any product or service

without the prior writteu pemrission f'rom CRO/Sponsor.

| 9) No joint venture etc.

This Agreemerrt shall not collstitute, create, or in any way be intelpreted as, a joint veuture,

parhrership, or business orgauizatiotr o1'any kind.

20) Monitoring; Audit; Regulatory Inspection:

20.1) The Plincipal Investigator and Institute shall permit authorized personnel ofthe CRO/

CRO designate, ar,y Rcgulatoly Authority and EC to inspect thc facilities of the

Institution before, duling and afier the Study.

20.2) The Principal Investigator and Institute shall notifo to the CRO immediately by letter

ol mail if the Drugs Controller General-India, or any other governmental or

legulatory authority requests pelmission to or does inspect the Principal Investigator

and Institute's facilities or research records relating to this study wbenever and will

provide in writing to the inspecting authority copies of all materials, corespondence,

statements, lbmrs and records which the. Plincipal Illvestigator and Illstitute receives,
' 

obtains, or generates plu'suant to any sr.lch study.

, 20.3) The Principal Investigator and lnstitute will permit the CRO to; (a) Examine, inspect

and audit the work pcrforrncd as a part of the study and the facilities, systems,

instruments and equipment used rvith which the study related activities are conducted

under this Agrecment as a part of study. (b) Inspect and retrieve documents and

records related to such Study.

20.4) The Principal Investigator will prornptly resolve any discrepancies that are identified

in Study data or subject's nredical record during monitoring, audit or during

regulatory inspection.

Confidential
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20.5) The Principal Investigator will prornptly intimate to CRO about hndings generated

from audit or regulatory inspection and may take assistance ofCRO in respouding to

' the findings.

20.6) The obligations of this Section shall exist beyoncl the expiration or terminatiou of this

Agreement and can be maintained in good faith.

21) Term; Waiver; Severability (The trial on its time extended):

2l.l ) This Agreement will become effective and fully executed after by the last signatory

signs the agreement and shall continue in effect for the full duration of the study

according to the Protocol unless extended by consent of all parties to this Agl'eement

or sooner earlier terminated in accordance with the provisions of this Agreement.

21.2) This Agreement will be in force for a period of the trial and its time extended from

the date of its signing. The tenn of tl, is Agreement may be extended by consent of all

parties to this Agreement.

21.3) Unless earlier terminated in accordance with the provisions of this Agreement, the

term ofthis Agreement shall commence on the Effective Date. The Date ofexecution

of this Agreenent shall be the Effective Date.

21.4) None of the obligations under this agreement will be assigned by Principal

Investigator and Institute to arrodrer wifiout prior written approval from CRO.

21.5) This Agreement may be termiuated by any party upon giving at least a $irty (30)

days advance written notice to that effect to the other parties. The day followittg the

. 30th day ofsuch notice shall be "EfTective Date ofTermination".

21.6) Any notice under this Agreement will be given in writing to:

' Raptinr Research Private Limited and to Plincipal lnvestigator at their address

provided in signatory

22) Effect of termination

This agreement will be terminated upon any ofthe following events:

l) By EC or Regulatory agenc! (DCGI).

2) Early termination of study by Sponsor or Principal Investigator or Instirute or by CRO.

22.1) Upon notice of termination of this Agreement by either Institute or CRO or Principal

Investigator, Principal Investigator shall cease enlollirrg clinical trial subjects into the

,r\9
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study, and shall proceed to discontinue ongoing subjects from study as soon as ls

medically practicable.

22.2) Upon notice of termination of this Agreement by Institute or CRO or Principal

Investigator, Instihrte and/or Principal Investigator shall use reasonable efforts to

revoke any financial obligations incurred and shall avoid incuring any additional

costs in connection with the study. Institute shall be compensated only for study-

related work actually pelfolnted or reimbursed only for expenses actually and

leasonably incurred through the effective date of termination which CRO has agreed

to pay as part of the study under rhis Agreement. If, upon the Effective Date of
Termination, CRO has advanced ftlnds which remain unutilized or surylus, Institute

shall repay such funds within sixty (60) days of the Effective Date of Termination. In

the event Institute fails to repay such funds in a timely manner, CRO may deduct an

equivalent amount from any payment then or later due from CRO to Institute under

this or any other arrangement between the parties.

22.3) Upon temlination of this Agreement, all unused Materials and all CRO Confidential

lnlbrmation (except tbr such records that Institute is required by law or regulation to

retain) in lnstitute's or Principal Iuvestigator's possession shall be pronptly delivered

to CRO at CRO's expense, or, at CRO's option, destroyed with the destruction

certified in writing.

23) Record keeping

Institute and Principal Investigator shall retain for archival of all records and documents

pertaining to the study under appropriate storage conditions so that they are preserve them for
' a period of l5 years after completion of all regulatory activity as per applicable laws and

regulations for the country (ies) fbr which study was conducted or in accordance with

Pt'otocol unless CRO provides in writing for return or destruction of records and documents

prior to retention period. At thc end of retention period if no lesponse is received fr.om CRO,

Irrstitule can folward all study related documents retained by Institute to CRO at CRO's

expense. CRO can request Institute to retain study related documents for longer period at

CRO's expense for which Agreement will be signed. Institute may choose to retain these

study related documents for longer time on request ofCRO at different location from earlier

one with written approval from CRO.
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24) Publication

The parties acknowledge that the Sponsor will retain ownership ofall original data generated

othe; than patient's medical records fiorn this study. Data generated in this clinical trial otner

than patient's medical records is the sole property of the Sponsor and CRO. Therefore,

P ncipal lnvestigator agrees not to publish or prcsent the results or any information derived

from the study without the prior written consent from the CRO but Sponsor may decide to

include his/her name in any publication either as author or as participant in the study

25) Miscellaneous

Parties to this Agreernent shall comply with the current provision of New Drugs and Clinical

Trial Rules 2019 and Drugs and Cosmetic Act 1940, Drugs and Cosmetic Rules 1945

including amendments from time to time and all Applicable Laws. For providing insurance to

Clinical Trial Subjects in case of injuries or death, the Sponsor/CRO to this Agreement have

tied up with insurance company This insurance shall be extended from time to time till the

expiry of Agreement.

26) Governing Law

The validity, interpretation, and perfonnauce of tlris Agreement shall be governed and

construed in accordance with the laws of INDIA.

27) Jurisdiction

The place of jurisdiction for any dispute or claim before a court or an arbitrator shall be

Mumbai notwithstanding any other provision to the contrary in any law in this regald.

28) Arbitration

All disputes or claims whatsoever arising out of or in respect of the terms and conditions of

this agreement or relating to the admissibility or liability or quantity of compensation or

damages payable to or by any of the paltics to this agreement to the trial subject or his/her

legal representative or the nominee or by one party against another shall be refened by the

aggrieved party or person t; the arbitlation of a sole arbitrator to be appointed by the

Chairman of the Instirutional Ethics Comlnittee of the Institute widrin 30 days of the receipt

of a written request by the aggrieved. The Indian Albitration and conciliation Act 1996 as

amended from time to time shall be applicable to such arbitration proceedings. sublect to the
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exceptiou that the trial subject or his/her legal representative or the nominee shall not be

liable to pay the cost of arbitration. The award of the arbitrator shall be final and binding on

all tire parties thereto.

29) Amendment

This Agreement may only be amended by the mutual written consent of the parties hereto.

The parties agree that this Agreement constitutes the sole, full and complete Agreement by

and between the parties and supersedes all other written and oral Agreements and

representation between the parties with respect to the said study. No amendments, changes,

additions, deletions, or modifications to or of this Agreement shall be valid unless reduced to

writing and signed by the parties.

Acceptance of Agreement:

All the below signatories confirm that they have read. and unilerctood all the clauses of this

Asreement:
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Principal Investigator Name & Address Of

PI:

Dr KiShan Ninama - Professor

Departnent of Skin & VD, Sumandeep

Vidyapeeth Deemed to be University &

Dhiraj Hospital, At & Po Piparia, Ta.

Waghodia, Vadodara 391760

Signature and date:

Institution Signatory Name, Address &
Designation:

Dr. Chandramani B. More- Registrar

Surnandeep Vidyapeeth Deemed to be

University, At & Po Piparia, Ta. Waghodia,

Vadodala 391 760

Signature and date:

Department of Detmatology
Olriraj HosPital, PiParlYa'
Reg. No. G'19345

Raptim Research Private Limited

Signatory Name, Address & Designation:

Dr. Chirag Shah, Head - Clinical Operations

Raptirn Research Pvt. Ltd.A-242, T'lC

Industrial Area, Near Mahape Depot, Mahape

MIDC, Navi Munbai-400710, Maharashtra,

India

Signature and date:

c+^-_ Resistrar lglfrl)+
Blfiili8eep viovapeeth 0eemed to 5i Urliveni$

At Post. Piparia. Taiuka ' Waghodia, District'Vadd q

Guiaral State, lN0lA, Pin code'391760

rB
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Payee Details:

All the payments shall be rlade to the following payee and address:
Payee Name: Research Cell Sumandeep Vidyapeeth

PAN No.: AAATK4485H

Payee Bank Name: Indian Overseas Bank

Account no.: 17880200000013 I

IFSC Codc: IOB000l78S

cWA
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ANNEXURE- A: PER SUBJECT COST FOR INVESTIGATOn Cnnnr

a) Total number ofenrolled subjects expected from site: 10 (refened as lnstitute's Enrollment
Minimum).

b) On completion of entire study as per Protocol, Rs. 25,0001(in words "Twenty four Thousand

Two Hundred Fifty Only") shall be paid. Pro-rata payment based on their completed visit
(i.e. all assessments as per Protocol) as shown in below table shall be paid for subjects who
dropout/withdraw from the study due to any reason or non-compliance reason provided

subject data is evaluable for the study.

c) Above Investigator Grant is inclusive of below charges and should be rdad with section-17

of this agreement

i) Site coordinator / Site Management Olganization (SMO) / Pharmacy charges /

Phlebotonrist.

ii) Required infra-stmcture to procule for conduct ofthis study.

' iii) Calibration/maintenance cost for study related equipment's.

iv) Storage ofany blood samples.

v) Miscellaneous cost like telephone, intemet, courier etc.

vi) Scarlrer charges towards ploviding clear scan copies of all the study related source

with its supporting documents for renlote nonitoring.

d) In addition to the above investigator Grant cost for conduct of below assessments as

specified in the Protocol shall be paid per visit

- Rs. 2,000/- for Hematology; Biochemistry; Urinalysis

- Rs 900 for Serology test which includes HlV, Hepatitis B and C

Crant Screening
(Visit-l)

Randomization
(Visit-2) Visit-3 Visit-4 Visit-5 Visit-6

PI 3600 2600 2600 2600 2600 3600

Institute

(2s%\ 900 650 650 650 650 900

Patient

Travel
s00 500 500 500 500 500

Total
5000 3750 3 750 3 750 37 50 5000

Final

Total
2s,000t-
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- Rs 150 for Urine Pregnancy test.

- Rs. 550f for Serunr Pregnancy test.

- Rs. 400 for X-ray

- Rs. 300 for 12 lead ECG

Note: Local laboratory investigations shall be conducted at accredited laboratory.

e) For every Screen Failure subject who could not proceed for Randomization into the Study

as pel the criteria ofthe Protocol, Rs 2,000 (in words "Four Thousand Only shall be paid as

Investigator Grant to a maxinum of 0l Screen Failure subjects for every l0 subjects

enlolled (i.e. l0:l ratio) in addition payment towards local labolatory investigations

conducted as per Protocol for screening visit shall be paid as per section-d of this annexure.

Also Patient Travel as per amount nrentioned in above table of section-b of this annexure

shall be paid.

f) Archival of study documents: Arclrival of study documents shall be for duration of 15

years. Post completion of study dependiug upon nrunber of subjects completing the study,

decision shall be taken on archival ofstudy documbnts which either can be at site or option

for extemal third party archival can be considered. Hence currently no archival charges are

considered in this agreement. If archival is at site then archival fees shall be paid as per the

SOP in addition to above mentioned Per Subject Cost for Investigator Grant.

g) No other paynents in addition to above mentioned payment shall be made to Investigator

and or Institution apad from Iustitutioual Ethics Committee Fees which shall be paid on

submission of invoice.

h) GST of l8% shall be additional to above nrentioned Per Subject fees.

i) Per Subject fees shall be paid once Data Management and Quality Assurance confirms that

' there is no query in thc CRF pages.

D 10% ofthe Per Subject fees shall be paid after data base lock but befole site closure.

k) Invoice must be submitted to CRO nronitor for all costs to be paid by CRO.

l) All undisputed invoices shall be paid within 45 days ofreceipt.

m) No screen failure charges shall be paid in the absence of a documented screening visit.

A
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