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1. SMO CLINICAL RESEARCH (1) PNT LTD .(S;\l()—lndn-l) a Conmsies
f India. having 1is Register

Oreanization company incorporated under the laws o o ceota Indi;
. . ! alore-560080, Karnataxa. India,
¢ y

#461. 11th Main. Sadashiva Nagar, RMV Extension, Bang
(hereinafier referred to as “the CRO™)

iddhartha Medical College and

2. Dr. Kiran Kallaih with his principal office located at Sri S .
a (here in after

Research Centre, B H Road Agalkote, Tumkur, 572107, Karnataka, Indi
referred to as “Principal Investigator™)

3. Sri Siddhartha Medical College and Research Centre having its Registered office at, B
H Road Agalkote, Tumkur, 572107, Kamataka, India (hereinafter referred to as “‘the
Institution”)

JC ORTHOHEAL PROJECT:

This Clinical Study Agreement ("Agreement") is executed on 23% day of July, 2021 (“Effective
Date™) among SMO CLINICAL RESEARCH (I) PVT LTD , a Contracted Research
Organization company incorporated under the laws of India, having its Registered Office at #461,
11th Main, Sadashiva Nagar, RMV Extension, Bangalore-360080, Karnataka, India Dr. Kiran
Kallaih at Sri Siddhartha Medical College and Research Centre, B H Road Agalkote.
Tumkur, Karnataka 572107 For the study entitled Protocol: FlexiOH®: A Prospective,
Openlabel, Randomized, Clinical Trial Of Light Cured Limb Orthosis - FlexiOH® as Definitive
Cast For Immobilization Of Forearm Fractures In Emergency Settings related to the device
known as FlexiOH® —Short Arm Cast (“Study Device”) in accordance with the Protocol 1D
“OH/SMO/01/2021" (“Protocol”) belonging to “JC OrthoHeal Pvt Ltd ™ (*SPONSOR™). (Here
in after referred to as “the study”).

THE PARTIES AGREE AS FOLLOWS:

1. The Sponsor would like to test the FlexiOH® —Short Arm cast namely Investigational
Medical Device which will be used in patients with displaced fracture of distal end
of radius and/or ulna. The SPONSOR/ CRO hereby declares that all the necessary
permissions and licenses required under the provisions of relevant Acts and Rules
namely Medical Device Rules 2017, Declaration of Helsinki, the Indian Guidelines on
Good Clinical Practices, ISO 14155 and applicable laws, rules and regulations will be
obtaincd before the start of the study.

2. The SPONSOR/CRO have approached the Investigator as they desire to perform the
study in regards to the said device in accordance with the Declaration of Helsinki, the
Indian Guidelines on Good Clinical Practices and Local Regulations and have
accordingly finalized the Clinical Trial Protocol.

Protocol No: OH/SM0/01/2021
CTA/SMO-INDIA_23July, 2021
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Funding: The conduct of the study will not impose any financial burden on the Principal
Investigator or the Institution. The SPONSOR /CRO declare 0 bear all the expensces
pertaining to the conduct of the study.

5.1 Financial Support for Clinical Trial: The details of the financial support 1o

mvestigators and the budget shect are attached in Annexure A hereunder:

6. Protocol: Investigator will conduct the Study in accordance with the Protocol, Indian GCP

guidelines, I1SO 14155 and applicable rules and regulations in India.

6.1 Amendments: The Protocol may be modified only by a written Amendment, signed
by both the SPONSOR/CRO and the Principal Investigator
6.2 Emergency _Amendments: 1f i is necessary to change
cmergency basis for the safety of the subjects, Investigator will notify the
SPONSOR ,CRO and the responsible Jndependent Ethics Committee or Institutional
Review Board (as applicable) as soon as practicable but, in any event, not later than
five working days after the change is implemcmcd. Any cmergency change to the

Protocol must be followed by execution of a written Amendment within 30 days.

the Protocol on an

7. Subjcct Enrolment: Investigator has agrecd agrees 10 enrol the subjects in the study as

may be defined and decided by the SPONSOR/CRO from time to time. A qualified subject
1 criteria such as inclusion & exclusion criteria and agrees to

is one who meets all Protoco
participate in the study through informed consent in writing.

7.1 Excess Enrolment: If Investigator cnrols {he maximum number of qualified
subjects, the SPONSOR/CRO may or may not invite Investigator to enrol additional
subjects. However, {he Principal Investigator shall not enrol more than maximum
number without prior approval by the SPONSOR.

7.2 Failure to Enrol: If Investigator fails to enrol subjects at a rat
the enrolment requirement, (he SPONSOR/CRO shall be frec to terminate the Study

carly (sce Scction 23, Termination).

e adequate to meet

. Study Conduct: Investigator will conduct Study in accordance with the Protocol, the
Sponsor's written instructions, Indian Good Clinical Practices (Indian GCP) guidelines and
all applicable governmental 1aws, rules, and regulations.

8.1 No Charge for Investigational Device or Reimbursed Services: Investigator will
not charge a Study subject or third-party payer for Investigational Device (sce
Clause 13.1, Investigational Device) or for any services reimbursed by the
SPONSOR under this Agreement.

Independent Lithics Committee/Institutional Review Board: Before the Study 1s
initiated, Investigator will ensure that both the Study and the informed consent form are
approved by an Independent Ethics Committee or Institutional Review Board (as
applicable) (both referred to as 2 TRBY that complics with all applicable laws and

=

- - o N
R i 2. o S Y . L PP D Gy’ % =

T

Protocol No: OH/SM0/01/2021

CTA/SMO-IND]A_23“' July, 2021
Page 3

& —

N Ty =
T I T T

IR

(% scanned with OKEN Scanner




T et ——

i 1 i b s St LT

110ns

Investigator wall further ensure that the Study s subject to continuing oversight

he the TR thvavitabiayt o ~rvraed e e
bv the IRB throughout its conduct

10. Study Disam)m\:\l: if, through no fault of Investigator, the Study is disapproved by the
IRB. this \g ement will immediately terminate with no penalty to the Investigator, as
provided in Section _3. 1.1. Disapproval by IRB. below

11. Data Protection: Data collected in Study may include personal data and sensitive
information which 1s subject to specific legislation relating to the processing, storage,
ransfer and use of such data or information. The Investigator will comply with all relevant
laws relating to the protection and use of personal data and data privacy in its conduct and

reporung of the Study. The Investigator shall take all technical and organizational measures

to prevent unauthorized or unlawful processing or accidental loss or destruction of, or
damage 10, or disclosure of such data THE SPONSOR/CRO will take appropriate
measures to protect the confidentiality and security of all personal data that it receives {rom

Investigator in connection with the Study. Personal data relating to the Investigator shall be

processed and used for the purposes of administration of this agreement and in connection

with the Study and will be held on one or more databases for the purposes of detecrmining
the Investigator's involvement in future research and in order to comply with any
regulatory requirements.

12. Informed Consent and Authorization to Use and Disclose Health Information:
12.1 Informed Consent: Investigator will obtain a written informed consent from each
Study subject and will maintain a signed original of that consent in the subject's
record. Investigator will allow the SPONSOR/CRO to inspect signed informed

consent forms or photocopies thereof during monitoring visits or audits (see
Monitoring and Audits, Section 16).

13. Adverse Events: Investigator will report adverse events experienced by Study subjects in
accordance with instructions in the Protocol and applicable regulations. This includes

where r q iired, prompt reporting by telephone, ¢-mail or facsimile. The Investigator shall,
so far as is lawful, have full responsibility for the reporting of all serious and unexpected
adverse cvents and/ or deaths to local regulatory authorities as per prevailing regulations.

The SPO .SOI’ /CRO has and will maintain during the Study, an insurance policy adcquale

to cover adverse events or injury to Study Subject(s) as a direct result of participation in the
Study

13.1 Investigational Device: The SPONSOR will provide Investigator with sufficient

quantities of the investigational device(s) needed to conduct the Study.
13.2 Custody_and Dispensing:

The Principal Investigator will maintain appropriate
control of supplies of Investigational Device and will not provide it to anyone else
except sub-investigators or research staff. The Principal Investig

+1

ator shall maintain
the records of inventory of the Inves tigational device.

SM0/01/2021
HINDIA_273~ fuly, 2021
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secified i : Protocol
as specified in the

13.3 Use: Investigator will use lnvestigational Deviee only as 8] e et of this
Anv other use of Investigational Device constitutes matert

Agreement. . -
: Investigational deviee remains the property

3. rship of sstivational device:
13.4 Ownership of Ty estigational CCLIEL | in the Protocol, the

of the Sponsor except for, and limited to, the use speciliec : o EBE
<A intellectual property rights
Sponsor/CRO grants Investgator no express or implicd intellcctua PrS)}’O\JlSOZR'
g & . e h S

m Investigational device or in any methods of making or using the

DEVICLE.

14. Confidential Information: During the course of the Study, Investigator may receive or
generate information that is confidential to the SPONSOR/CRO. Any information marked
by the SPONSOR/CRO as confidential and provided to the investigator 1 year before the
exceution of this agreement will also be treated as confidential information.

14.1 Definition: Except as specified in Section 14.2, Exclusions, below, "Confidential
Information" includes

14.1.1 the Protocol,
14.1.2 the Investigator Brochure,
14.1.3 Study Data (as defined in Section 15, Study Data, and Study Records,
below), subject o
14.1.4 Investigator's right (o publish the results of the Study (as described in
Scction 18, Publications, below),
14.2 Exclusions: Confidential Information does not include information that

14.2.1 is known or open to the public or otherwise in the public domain at the
time of disclosure,

14.2.2 becomes part of the public domain during the term of this confidentiality

obligation by any means other than breach of this Agreement by
Investigator,

14.2.3 is alrcady known to Investigator at the time of disclosure and is free of
any obligations of confidentiality, or

14.2.4 Is obtained by Investigator, frec of any obligations of confidentiality,
from a third party that has a lawful right to disclose it.

14.3 Obligations _of Confidentiality: Unless the SPONSOR/CRO provides prior
written consent, Investigator may mnot use Confidential Information for any
purpose other than that authorized in this Agreement, nor may Investigator
disclose Confidential Information to any third party except as authorized in this
Agreement or as required by law.

14.3.1 Required disclosure of Confidential Information to the IRB or to
regulatory representatives is specifically authorized.

14.3.2 Publication of the results of the Study based on Study Data collected or
generated by Investigator s specifically authorized, subject to the
provisions of Section 18, Publications, of this Agreement.

Protocol No: OH/SM0/01/2021
CTA/SMO-INDIA_237 July, 2021
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LY Continies o maintan the confidentiahity ol thiv  Contidential
nformation with tespect w all other third parties

LA Tndividually Tdentitinble Health Taformations 1 in connecton with ths Study

woperformance o this Apreement, the Sponsor/CRO comes mto contact with

u\\h\uhl Wiy identifimble healtdy information telating o subjects who are not Study
subjects, the SI' ONSOR/CRO aprees toomaintan the confidentiality of such
mformation and not o useat forany purposce,

14,0 Survival of Obligations: These oblipations of conlidentinlity survive ternmnation
of this Agrecment and continue fora penod of five years after completion of the
study and marketing of the DEVICT.

4.7 Return of Confidentinl_Information: 1l requested by the Sponsor/CRO n
writing, Investipator will return all € onfidential Information except that required
ta be retained at the Study site by law. However, Investigator may ret: un a sinple
archival copy of the Confidential Information for the sole purpose ol determining

the seope of obligations incurred under this Agreement.

15. Study Data and Study Records:
15,1 Study Data: During the course of the Study, Investigator will colleet and submit

certain data to the Sponsor/CRO, as specified in the Protocol. This may include
case repart forms or their equivalent ("Case Report Forms"), or other types of
medical images, N=RAY, ot other types of tracings or printouts, data summaries,
ot any combination ol these (collectively, "Study Data"). Investipator will ensure
accurate and timely collection, recording, and  submission of Study  Data.
Investigator will deliver Study Data to the Sponsor /CRO within the reasonable
time period.

15.1.1 Ownership of Study Data: Subject to Investigator's right to publish the
results of the Study (see Section 18, Publications), the Sponsor/CRO is
the exclusive owner of all Study Data.

15.1.2 Non-exclusive License: The Sponsor/CRO prants Investigator no right
to use study data for any purpose including internal research and/or
cducation purpose.

15.1.3 Data Management and statistical Analysis: The Sponsor /CRO shall
carry out  the data management  and - statistical analysis. The

Protocol Noo OH/SMO/0 /2080
C l A/SMO-INDIA 23+ July, 2021
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Annexure A

Budget Sheet and other eXpenses:

’,/____,__,,_,_
-
T T Study Details R
Investigntional device | Flexi OH-Short AmCast "
SwdyID__lowsMoni202l e Cured
. i Licht Curec
A Prospective, Openlabel, Randomized. Clinical Trial 0///.15 2 o
. , 5 S ! Zalton Ly
Study Title: Limb Orthosis - FlexiOH" as Definitive Cust For Dmmobiiizdlic 4
Forearm Fractures In Emergency Settings J
Indication Patients with Displaced Fracture of distal end of -adius and/or ulna
I’hase: Clinical Evaluation !
Project Manager R J
'CRA - |
Pl Name Dr. Kiran Kallaih 1
Site Name & Address Sri Siddhartha Medical College and Research Centre, B H Road
Agalkote, Tumkur-572107, Karnataka, India

The Budget and Payment Schedule will be the basis for caleulating and reimbursing all Study-
related costs. It is agreed that reimbursement will be prorated according to the actual work
completed according to the Budget and Payment Schedule. Therefore, costs incurred for all

qualified patients will be paid according to the Budget and Payment Schedule and actual work
performed.

Fees for Each Evaluable Patient:

SMO- INDIA agrees to pay the Investigator/Institution (known as the Payee), Rs. 10,500.00 as
outlined in the “Site Study Budget” below for each patient that fully completes (completes a|
study visits and procedures as required by the Protocol) the Study (FlexiOH*). This sum is
inclusive of all patient related costs as well as non-patient costs such as overhead expenses,
completion of case report forms, audits, administrative costs, , staff time, pharmacy and costs for
testing [for example X Ray as per protocol requirement] ,patient travel costs as per protocol. No

additional payments shall be made to the Investigator or Institution if they are not outlined in the

“Site Study Budget” below or preapproved by SMO - INDIA. The schedule of payments shall be

as follows:

Subject to the final quarterly (every three-month) payment and subject to final reconciliation as
provided below, payee shall receive one payment every three months to include remuneration for
the number of visits completed by enrolled patients for the preceding three-month period.
Payments will be calculated from SMO - INDIA’s receipt of the associated visits’ completed case

Protoco!l No: OH/SM0/01/2021

CTA/SMO-HeDIA_23~ July, 2021 LAU f (
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Ie filled out by the Investigator or N

“-Pur\ fornee. L REs must by ‘\L‘-;lll'.ll\‘.‘.\ and \l”ml‘\ch'.x
Institution stath prerio payment disbursement

YA 18T

The final payment will be subject to a final reconciliation, meaning after (1) all
wlnp\c}:d the Study, and the database has locked. (1) all study ;pcci

(mcluding data querices) have been satisfactorily resolved. (i) th: site close out visit has been
completed (including return of all study device). and (iv) Study records have been !

SMO - INDIA.

fic queries and 1ssues

SMO - INDIA will reimbuise Payee for local IRB/EC fees upon receipt of an invoice from the site
with the original IRB/EC invoice as supporting documentation.

yee by SMO - INDIA for any procedure or assessment that has not
antial adherence 0 this Agreement. the Protocol or ICH/FDA
regulations.  ©Of for which acceptable

itted to SMO - INDIA.

No payment g¢hall be made to P’a
been pcr\'ormcd according o subst
GCP  guidelines,  or applicable laws and
documcma\ion/npproml of work has not been subm

as onc who was followed for the duration of the Study (completes

+ A completed patient is defined
required by the Protocol).

£ a1l study Vvisits and procedures as
o promptly mmvoice SMO - INDIA for all services
reement. No payment shall be made on any invoices submitted (0 SMO -
aller all Study procedures ds required by the Protocol and or this
e up to eight (S) weeks from the date of receipt

Institution and lnvestigator are expected L
rendered under this Ag
INDIA more than 90 days
Agreement have been completed. Payment may tak
of the invoice by SMO - INDIA.

d to SMO Clinical Research (1) Pvt Ltd, #461, 1ith Main, RMV

All invoices shall be addresse
ngu\orc-S()OOS()

Extension, Sadashivanagar, Ba
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Site Study Budget

. ~_PerPatientGrant E—
DAY 0- DAY 7 +3 | DAY 42- l DAY 42-DAY 70 ‘
Scrccni.ng and Days Week 6 +3 | Week 6 to 10 ;
Rccrl{n'mcnl days (only in casc of |
visit ___d_el_gye(l healing) |

Investigator Rs-3000.00 | Rs-1500.00 | Rs-2000.00 Rs-1250.00
Charge N I

{ Study Co- | Rs-1000.00 | Rs-500.00 Rs-750.00 Rs-500.00
ordinator |
charge | e
Total Cost \ Rs-4000.00 | Rs-2000.00 | Rs-2750.00 Rs-1750.00

Rs 10,500.00 / Subject
Total Budget

Rs 6,30,000.00 (60 subjects) i/

% This Includes Principal Investigator , study co-ordinator charges and any other
Institutional Overhead Charges

Pass-through Cost
o Subject Travel Reimbursement Rs 500.00 per visit
e X-Ray-At Actuals

e [Cthics committee Fees —At Actuals

Pavee Details

”‘f |

Payce Namc: Dv &yidhanr - D K. |
W , ‘
Payee Address Sri® Sat Rc\'ngc\\ , ¢™Ma cross, ‘5\:\‘\(\\?’\, Hanamanthp upg
Tuam Kuy-
Bank Name: Siadle bamle of Tnda, Siva byanth:

Bank Account Number: 0o oce 6408056 576
Permanent Account Number (PAN) of Pafee: REOCPSHLSH D
GST Registration Number:

. —— -

Protocol Not OH/SMO/01/2021
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