Your claim can be filed electronically on KCC's website at https://epoc.kecllc.net/Tricida.

Iaim #205 Date Filed: 5/20/2024

Fill in this information to identify the case:

Debtor Tricida, Inc.

United States Bankruptcy Court for the District of Delaware

Case number  23-10024

%’* RE@EWE@ @Zz:zzphone +995 595520522 Zz::thone
F 1 MAY 20 20%

Official Form 410
Proof of Claim 04122

Read the instructions before filling out this form. This form is for making a claim for payment in a bankruptcy case. Other than a claim under

11 U.S.C. § 503(b)(9), this form should not be used to make a claim for an administrative expense arising after the commencement of the case. L

Filers must leave out or redact information that is entitled to privacy on this form or on any attached documents. Attach redacted copies or any
documents that support the claim, such as promissory notes, purchase orders, invoices, itemized statements of running accounts, contracts, judgments,
mortgages, and security agreements. Do not send original documents; they may be destroyed after scanning. If the documents are not available,
explain in an attachment.

A person who files a fraudulent claim could be fined up to $500,000, imprisoned for up to 5 years, or both. 18 U.S.C. §§ 152, 157, and 3571.

Eill in all the information about the claim as of the date the case was filed.

Identify the Claim

1. ‘g:gig:,')‘e current Georgian Clinics JSC
i Name of the current creditor (the person or entity to be paid for this claim)

Evex Medical Corporation JSC _ Evex Hospitals JSC

Other names the creditor used with the debtor

2. Has this claim been m No
acquired from

someone else? O Yes. Fromwhom?
3. Where should Where should notices to the creditor be sent? Where should payments to the creditor be sent? (if

notices and ' different)

payments to the ; ]

creditor be sent? Georgian Clinics JSC

- Name Name

142 A. Beliashvili

Eediral I?“"?Dd dure Number Street Number Street

ankruptcy Procedur e

City State ZIP Code City State ZIP Code
Georgia

Contact email agabunia@clinics.ge Contact smail t.tevzadze@vian.health

Uniform claim identifier for electronic payments in chapter 13 (if you use one):

4. Does this claim m No
amend one already
filed? D Yes. Claim number on court claims registry (if known) Filed on

|/ DD [ YYYY

5. Do you know if A no
anyone else has filed

a proof of claim for O ves. Who made the eariier filing?
this claim?

Official Form 410 Proof of Claim
page 1
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Claim #205  Date Filed: 5/20/2024


Give Information About the Claim as of the Date the Case Was Filed

6. Doyou have any number
you use to identify the
debtor?

EZNO

D Yes. Last 4 digits of the debtor's account or any number you use to identifythedebtor: ___

7. How much is the claim?

$ 7’770 . Does this amount include interest or other charges?

MNO

m Yes. Attach statement itemizing interest, fees, expenses, or other

charges required by Bankruptcy Rule 3001(c)(2)(A).

8. What is the basis of the
claim?

Examples: Goods sold, money loaned, lease, services performed, personal injury or wrongful death, or credit card.

Attach redacted copies of any documents supporting the claim required by Bankruptcy Rule 3001(c).

Limit disclosing information that is entitled to privacy, such as health care information.

Services performed

9. Is all or part of the claim
secured?

No
D Yes. The claim is secured by a lien on property.

Nature of property:

D Real estate: If the claim is secured by the debtor’s principal residence, file a Mortgage Proof of
Claim Attachment (Official Form 410-A) with this Proof of Claim.

D Motor vehicle
[0 other. Descrie:

Basis for perfection:

Attach redacted copies of documents, if any, that show evidence of perfection of a security interest (for

example, a mortgage, lien, certificate of title, financing statement, or other document that shows the lien

has been filed or recorded.)

Value of property: $
Amount of the claim that is secured: $
Amount of the claim that is unsecured: § (The sum of the secured and unsecured
amount should match the amount in fine 7.)
L"i;? RE@E&\FE - g‘ Amount necessary to cure any default as of the date of the petition:  §
¢ MAY 2 0 2[]2&- Annual Interest Rate (when case was filed) %

O rixed

KURTZMA0! CARSON CONSULTARTS -~ [T variavee

10. Is this claim based on a m No
lease?
D Yes. Amount necessary to cure any default as of the date of the petition. $

11. Is this claim subject to a
right of setoff?

L1 No
D Yes. Identify the property:

Official Form 410

Proof of Claim
page 2




s

12. is all or part of the claim
entitled to priority under
11 U.S.C. § 507(a)?

A claim may be partly
priority and partly
nonpriority. For example,
in some categories, the
law limits the amount
entitled to priority.

EZNO

[0 VYes. Check ali that apply: Amount entitled to priority

D Domestic support obligations (including alimony and child support) under
11 U.S.C. § 507(a)(1)(A) or (a)(1)(B). $

D Up to $3,350* of depoéits toward purchase, lease, or rental of property or
services for personal, family, or household use. 11 U.S.C. § 507(a)(7). $

D Wages, salaries, or commissions (up to $15,150*) earned within 180
days before the bankruptcy petition is filed or the debtor’s business ends, $
whichever is earlier. 11 U.S.C. § 507(a)(4).

D Taxes or penalties owed to governmental units. 11 U.S.C. § 507(a)(8). $
D Contributions to an employee benefit plan. 11 U.S.C. § 507(a)(5). 3.
D Other. Specify subsection of 11 U.S.C. § 507(a)(_) that applies. $

* Amounts are subject to adjustment on 4/01/25 and every 3 years after that for cases begun on or after the date of adjustment.

13. Is all or part of the claim
pursuant to 11 U.S.C.

No

O~

=
E=

§ 503(b)(9)? Yes. Indicate the amount of your claim arising from the value of any goods received by the debtor within 20
days before the date of commencement of the above case, in which the goods have been sold to the Debtor in
the ordinary course of such Debtor's business. Attach documentation supporting such claim.
$

Sign Below

The person completing
this proof of claim must
sign and date it.

FRBP 9011(b).

If you file this claim
electronically, FRBP
5005(a)(2) authorizes courts
to establish local rules
specifying what a signature
is.

A person who files a
fraudulent claim could be
fined up to $500,000,
imprisoned for up to 5
years, or both.

18 U.S.C. §§ 152, 157, and
3571.

Check the appropriate box:

[ 1 am the creditor.

D 1 am the creditor’s attorney or authorized agent.

D | am the trustee, or the debtor, or their authorized agent. Bankruptcy Rule 3004.

D ] am a guarantor, surety, endorser, or other codebtor. Bankruptcy Rule 3005.

I understand that an authorized signature on this Proof of Claim serves as an acknowledgement that when calculating
the amount of the claim, the creditor gave the debtor credit for any payments received toward the debt.

1 have examined the information in this Proof of Claim and have reasonable belief that the information is true and correct.

| declare under penalty of perjury that the foregoing is true and correct.

05/14/2024

“MM / DD 7 YYYY

M

Signature

Executed on date

Print the name of the person who is completing and signing this claim:

Mo Irakli ' Khoshtaria
First name Middle name Last name
Tite Deputy CEO
Company Georgian Clinics JSC
|dentify the corporate servicer as the company if the authorized agent is a servicer.
RE@HVE@ ' pdress 142 A. Beliashvili
Number Street
MAY 2 0 2024 Thilisi 0159 Georgia
City State ZIP Code Country
STZMTAD CARSON CONSULTARTS Corectrone +995 595520522 Emai agabunia@clinics.ge

Official Form 410

Proof of Claim
page 3




INVESTIGATIVE SITE AGREEMENT
#WCT-RUS/ TRCA-303/2201/1S

THIS AGREEMENT is made as: of the date of last
| signatire below (the “Effective Date”) by and among
JSC “Evex Medical Corporation"; located at 125
| Bagrationi Str; 6010, Batumi, Georgia, represented by

Ekaterina Kavtaradze, Representative on the basis. of
PoA EVEX-M-18-0728-01 d.d. 28 Jul 2018

(“Investigative Site”),

and

Tricida, lnc., a Delaware company located at 7000

Shoreline Court, ‘Suite 201, South ‘San Francisco, CA

94080 (“SPONSOR” or “Sponsor”),

and. ‘Worldwide Clinical Trials Russia, LLC, a
California limited liability company located at 401 North
Maple;Drive,;,Bevcrly\/ﬂills* CA 90210, USA (“CRO™),
that are collectively: referred to as the “Parties” and at
times throughout this Agreement individually as a

| “Party”.

WHEREAS, Worldwide Clinical Trials, Inc., has been
contracted to imanage fhe Study on behalf of ‘Sponsor;
wheréas Sponsor and Investigative Site acknowledge

that Worldwide:Clinical Trials, Inc. may-act through its.

- affiliates, -including CRO listed above, in accordance

with the terms of thie Master Services Agreement entered
into. between Worldwide Clinical ‘Trials, Inc. and
Sponsor;

WHEREAS, Sporisor has requested that Investigative

Site conduet “A Phase 3b, Randomized, Double-blind,

Blécebb;—controlléitl Study to Evaluate the Efficacy

and Safety of TRC101 in Delaying Chronic Kidney

Disease Progression in Subjects with Metabolic
Acidosis™ (herein referred to -as the “Study”) in
accordance. with the provisions. of Study Protocol

pumber TRCA-303; and'any amendments thereto.(herein

referred to as the “Protocol”) at Investigative Site's
facilit‘ies-through,‘_t'ﬁe'mves;igatos:(as--de'_ﬁ‘ned‘below);‘,and

WHEREAS, Investigative Site and Investigator are.

equipped to undertake the Study, and Investigative Site

.. gt
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has agreed to and are qualified to petform the Study-on

| the terms and conditions .as hereinafter set forth; and

‘WHEREAS, the parties have agreed with the following
assumptions:
o. there will be no less than 5 patients enrolled at
the Investxgatxve Site;
starting date is estimated to be 11. 03.2019; and
study completion date is estimated to be 28
February 2023;

NOW,; THEREFORE, in consideration of the mutual
promlses ‘expressed: herem, each bargained for and given

in.éxchange for:the other, the parties agree as follows:

| 1. PERFORMANCE OF THE STUDY

The mvesuga‘nve Slte and Investlgator shall conduct the
persons provxdmg any manner of Service related to the
Study; including the Investigator and submvestlgators
(collectwely “Study-Staff”) shall conduct the Study, in
strict accordance with: this - Agreement, the Protocol,
International Conference on Harmonization for Good
Clinical Practice guldelmcs (“ICH GCP™), applicable.
Georgian laws all applicable laws, regulations, and
guidelines. relative to. the conduct- of clinical studies;

;mcludmg those related to the privacy of patient

information, as any- of the foregomg ‘may be amended
(collectlvely “Legal Requnrements”), and conditions
imposed: by -the Legal Entity of Public Law — State
Regulation Agency for. Medical Activities subordinated
to the Ministry of Intérnally Displaced Persons from the
Occupled Temtorles, Labour, Health and Social Affalrs-

: (“ ") or s1mllar commlttee fonnally des1gnated by the 1
_Investxgatwe Site to review biomedical research, and the

written. instructions of CRO' and/or-Sponsor regardmg

 the Study.
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Sponsor, or CRO as its designated party, shall perform
‘monitoring and coordination of the Study. The
Investigative Site shall regularly transmit to Sponsor or
its designated party completed Case Report Forms for
each Subject (as defined below) in a timely manner.

The Investigative Site shall obtain approval of the
[ Agency, as well as from the IRB (if applicable) in
accordarice with the Protocol and shall provide evidence
of: such approval to the Spensor and CRO or their
designees. Further, Investigative Site agrees to promptly
notify the Sponsor and CRO if the Agency or IRB
| withdraws or alters its: approval of the Study or the
part1c1pat10n of the Investigator. The. Investlgatlve Site
 shall ‘ensure that a sxgned informed consent form,
conforming in all ‘material respects to the informed
consent form templale which has:béen approved by the
Spohsor for use is' received from each patient who is
ehglble to. participate and decides to participate in the
Study in accordance with the Protocol (“Informed
Consent Form”); Such Informed Consent Form shall
- informi each Study subject of the nature, risks and scope

of the Study priorto their partlclpatlon in the Study and’

their right to refuse participation in the Study at its any
stage. Informed Consent Form shall provide all other
necessary information in accordance with the Protocol
and.Legal Requirements, including naming Sponsor and
its:designeesin the Informed Consent Formn as parties to
-whom: personal datarelating to the Study subjects will be
disclosed in connection with the Study and that such
consent will permit Sponsor and its designees access-to
Study: subject’s personal data, as this term is defined in
Legal -Requirements, insofar as pemutted by Legal
Réquirements, mcludmg data privacy laws, as
appropnate for momtormg and, auditing the Study and
-receiving-and using the Study data and documentation,.
The Investlgatlve Site:agrees- ‘that such Informed Consent

Form shall include written consent from each Study |

subject allowmg for the transfer of said sub_]ect’
personal data and information outside of Georgia, in
accordance with this. Agreement. Investigative Site. shall
comply. ‘with all apphcable laws and regulations
regarding the security, processing, and transfer of
‘personal data: Invcstlgatlve Site agrees. that only those
Subjects shall be enrolled in the Study who are eligible
for participation pursuant to the Protocol and who have
given their informed consent to-such participation via-a
signed Informed Consent Form (each a “Subject”), in
accordance with the Investigative Site's informed
consent policy, which shall comply with ICH GCP.
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Investxgatlve Site represents that it has duly fulfilled all
tequirements of the Law of Georgia on Personal Data

‘Protection;, mcludmg but not limited to obligations |
| related to-processing of personal data and ‘submissioi of
{ the: reporl: to'the. Personal Data Protéction Inspector, and

has obtained from the Sub_]ect all types of permits,
consents and approvals that are necessary for full

performance of all requirements under the Law: of |

Georgia on Personal Data ‘Protection.

| Investigative Site represents that it, including the
| Investigator, has reviewed the Protocol (which is
'mcorporated into this: Agreement by this reference) and

‘understands it and agrees to conduct the Study in
accordance with:the standards ‘and procedures set
forth above. Investlgauve Site further represerits that the
Investigator is-an employee of Investlgatlve Site, and as
such, Investxgatlve Site agrees that it shall remain fully
responmble and liable for the compliance by Tnvestigator
with the: terms of this Agreement, including the

{ fulfillment by Investigator of all obligations of’
"“Investlgato as set forth in'this Agreement, and further v
| agrees with all representations and warranties of

“Investigator” as set forth herein.

Investigative Site and Sponsor agreed to assign Salome

_Glonti to serve as principal investigator of the Study at
| Investigative Site (“Investigator”). If Dr Salome Glonti

to servé as Investigator under this Agreement,

'Investlgatwe Site. shall immediately’ notify CRO and
1 shall’ use best efforts to’ find a replacement investigator.
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| If Investigative Site is unable to replace the Investigator
| to. Sponsor’s reasonable satisfaction within thirty (30)

‘days thereof, Sponsor may terminate ‘this Agreement
upon written notice to Investigative Site.

| contribute enough time to ensure the accurate and precise

performance of the Study in strict accordance with the

| Protocol and this Agreement, The Investigative Site shall

“in “addition. provide the services of all Study Staff

_ necessary to condiict- the; Study in accordance with the
termé.of this: Agreement for- the: duration of the Study.

| Investigative: Site shall ensure that all Study Staff have

and ‘maintain all training, information, licenses,
approyvals and certifications necessary to safely,
adequately and lawfully: perform the Study- throughout

| the term:of this Agreement. The cost'of the Study Staff

shall be included in the sum payable to the Investigative
Site as set forth in Exhibit B. It shall be the responsibility

| of the Investigative Site: to assure: that the Study Staff

involved adheres to Study relevant agreements,
including without limitation, the applicable terms of this
Agreement; as far as these pettain to their duties. If for
any‘reason, any oné of the Study Staff is unwilling o
unable fo-continue to work for the Investigative Site,-and
a successor acceptable to both the Investigative Site.and
the Sponsor is not available within one calendar ‘month,
and the Study:is materially prejudiced thereby, Sponsor
may- terminate this Agreement upon ten (10) working
days” written notice.

‘The Investigative Site and Investigator shall ensure: the
recruitment of patients eligible for the Study in
accordance with the Protocol. Sponsor may notify- the
Investigator- that it wishes. to tenminate or discontinue

{:treatment in Subjects: who are found to be Protocol

violators/mot eligible for the Study. The Investigative

‘Site and Investigator cothmit to informing the patient

The Investigative Site, ‘including the Tnvestigator, shall |

Byohob® agh Jofnegdae ogbgds ob: 8BSk Hgda,

BlisdsBolise

ooyl Gnd Jacomlb B Andi6es

B@@ob* BrdobBogho obsaaHnaYEm0 o€

3500070030, Brigye eog9 8
agbOenbogol” v

aswaonds  aBeeost @b ,B33mags6as  obicos

@000 GIBOHI @oggBydeeog:
330l ‘Bgbsbyd CRO-L s 439096560

833¢0300b  RobabaEaEIdErIC: od 3

mﬁbeeﬁmbab

33@H3000 aabptol dogh L3BlmeOL
(0538540 @0gbols 80bBo> B33Eg3saL.

@obodghs 306 Aribgbbrogds mpwssmn (80) o

55080, U3eBLGD Bynderos B3faoemt FoBsiegReny o
| boerBganoegds

. 3swgeon 6gHoHa orgols
BoGommemdioon Bdymdobidob gspbsghol bsdzewgdeo:

330030008 aobHas, Bscr Beraoly B3agaseas
bogdshobo O @Bos ool »33009300"
bapE@dIEnE @ dwdnfagboo Bbivegamgdols.
oGBIynast snddob” b 33 byerBo3® rgdob*

Bav0 30300 r3aTRoTs GOBOE0S" abiggg

©:3sphPon s obmBzgwmyml. 6000 533300 |

Gmdgmog  LsJodms  ,33anggel” BsbshaOgdes
fobsogistg  bowrBoaturgdel.  3ohOBgh

ofhmdgdol |
‘ 330300 BoBabafgmdob |
aBB350nB580. 33330000 GIBOGO" FsEEgBROs

@ dogfingbsc 4I0TS Bfigbobao, 06
cogaBPoGy;  Bodsdoggeo. @ Lohbesagsdgta
TR ogfiobog,  EuEBOIRE @
gbmboghag: Rsbasmodeuse 8 borrBgataEoRel
Borgemo 35O BAIEEBB0.  HIBLIROL BHOOL’
badxgdo Bl wyies ogbsls
cobhobogol®  gaabobegey  onbbsde;  GORNAG
Ampgdnmoes  ©BGmB: B. 3300030000 aoBdso"

popawe  ofigs  pdGobagwynb .aawaeel |

ool Gogh  a33wgadliond’ (03353906500
bergahoemgbaBol, 350 Bob Bybregol a6yt o0
bowBpabinmgdol’  Bmddgcen  Sofimdgdaly ©5(33%
08gbs; m38gbssg b 8303 SeagacmgeadigBly gbgds. 08
Bg@ombggasdo o BoobBogho Bobbod -

396 9Bl A33LIZONO | Goliogo »

aobe ,.ﬁat'iﬁlsm’t?jolid)soh‘*; " gfmo
popotawe  ogob  giede b ofighy
byendolisfaemdodscmgob Sobsggbo delio BndeaEowa

©> 8om 3GLIBODO “asbo 05908 »3BIBNY | -

FoBsaopdsmy  ~DowBIIhrEgRs” Fobedwgdgepes
Bguagdoe oghsl L3nBlnGol" Bogh 500, (10) bsBzgdser:
©pol  g@sBe  fghogmdomo .
bog)d30EbY-

ofeBREynb sogool” BgbsbsBobsy sIiegaoueael
Srlisghobo  35ooBBmol”  dyaibs.  L3nBlnGas”
Bgbodgnms: sEBmdML. ,033wgaHL" H®d Bl Leb

Bofugodmb 36 36 peophdgmmb od 3530050d0b*

BSymdoBYBOL |

3gebwmds, fimdergdog

AT TN A B AR RS e ans PUOTESIEs




'of ‘th

i carefully and thoroughly about the aim, benefit and risks
, tudy ‘prior to the each patient’s enrollment:into
‘the Study. Only after-all. of the patient’s- questions have

| been-answered and he/she: has signed the Informed

| Consent Form, can’ the patient be tecruited into, the
‘Stu_ The Investigator.and Investigative Site confirms

“acitizenofa forexgn country is enrolled by Investigative
Site mto the Study, the insurance. prowded by Sponsor
will not pay, anid the' Sponsor shall have:no obhgatlon to

| _ ,'pay, for injury. to that patient (including any mjunes that

arise or result from that patient’s ‘participation in the
:Study), and. Investigative Site shall be solely liable.
Investigative: Site, through the Investigator, shall inform
patients about:

(a) The Study Drug and Clinical Supphes (as

(b) Reasonably expected benefits of the Study
Drug and the degree of risk or inconvenience
for patients;

(c) That participation in the Study is voluntary
and that the patient may withdraw consent to
partmpate 1in the Study at any time;

(d) Patient’s actions in the event of unforeseen
effects of the Study Drug on the patient’s.
health; and

(¢) Othier terms and conditions provided. to
patient in the patient information
packet/Informed Consent Form.

[ 500mPBbg6

that it is able and will make'its best- efforts to-recruit the
| numbet of patients specified in the preliminary statement
| of this Agreement.
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| Investigative. Site shall:

(a). maintain adequatc, accurate and confidential
records of ‘Subject. identification, clinical
observations, laboratory tests, and the Study
Drug and Clinical Supplies receipt,
disposition, storage and destruction;

(b) complete CRFs within three days of each
Subject visit;

(c) deliverall unused supplies, including all the

packagmg, all CRFs; SAE reports and any
other related. Study information to. Sponsor,
as requested and in a timely manner;

() acknowledge receipt of the. samples of the
Study Prug, Clinical Supplies, related
documents and:materials, all as specified in
this -Agreement or the Protocol, from: the
Sponsor’s representative atall times under a
power of attorney and under a transfer-
acceptance act, and their storage according
to the ferms and conditions set foith in the
Protocol;

strictly for the Study in strict accordance
with the Protocol and keep careful
documientation of drug. accountability (such
accountabxhty to be verified by a Sponsor
representative); and

(f) maintain the Study Drug and Clinical

Supplies  under suitable containment
conditions, methods of accountability and
dispensing.

As used herein, the investigational study drug TRC101,

| formulated as- described .in the Protocol is the “Study

Drug”. ‘The Protogol may require that a placebo, other
drugor medxcatmn be. administered. Such placebo, other

Study Drug, Clinical Supplies, used

(e) use. the Study Drug and Clinical Supplies’
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drugs or medications is referred to herein.as “Clinical

‘Supplies™.

,;Iﬁ'.appli‘gﬁab_lfe',_ ‘Investigative Site- shall ensure that all

| 'Study * Staff shall provide complete disclosure. of
| financial interést information to the: Sponsor or its

designee,; lf any; asrequired by applicable Georgian law
or as otherwise requested by Sponsor. Additionally, the

| Investigative Site shall ensure that all Study Staff shall
| vpda '

iancial intérest ififormation as necessary during

_ ement-terri aiid for one year thereafter, if their
financial interest. changes. In addition, prior: to the
. cominenceément of the Study; the Tnvestigator shall have.
compleied, signed and delivered to CRO a Statement of
Investigatorin a form acceptable to Sponsor.

the Agr

Should a patient be injured during the Study undertaken
hereunder (including death), including, but not limited to
the cases when such injury is attributed to the
-administration of the Study Drug; the Investigative Site
will potify the CRO and Sponsor thereof promptly
(within 24 hours) and commits to promptly provide any
other ‘docuinents.in confirmation of the connection of
injury with the use of Study Drug: ”

| In performing the Study, Investigative Site and.

InvéSt_ig;i'to;,will at all times exercise their own g’_‘qod
medical judgment as to the compatibility and safety of

| each Subject within the Study requirements and Protocol.

2. RECORD-KEEPING/RETENTION

The Investigative Site agrees to maintain complete,
accurate and up-to-daté Study records during the Study,
including but not limited to Informed Consent Forms,
Adverse Event Forms, Gaqu}@pgrwt,F,ths(f‘CRFS"f),‘the

| Study Drug and Clinical Supplies supply and

accountability logs, and-an Investigative Site file, which

linclades all Study-related correspondence. The

Investigative:Site-agrees to ensure that the Investigator
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data contained therein is an accurate accounting of the
"Subject’s treatment. and ‘care, and of the. events
surrounding the-Subject’s involvement in the Study: .

The Investigative: Site warrants - that it ensure that all

| Study:record and reportmg obligations set- out in ICH-

GCPare: comphed with, mcludmg without lumtatwn and
in particular (but not limited to):

(a) Ensunng that the.data entered on 'the CRFs
is entered within. the timeframe set: forth.
herein in #ccordance with ICH-GCP
guidelines and 1is monitored and verified
against source documents for completeness,.
accuracy and consistency. All data related
‘to the: Study shall ‘be made- available: to
Sponsor in a timely manner and
Investigative Site and Investigator each-
acknowledges and agrees that such data is
owned excluswely by  Sponsor.
Investlganve Site and. Investigator agree to’
allow direct access to hospital records, etc..
for ‘the purpose of source document;
venﬁcatton (“SDV”) by the Sponsor: Data
entry is onlyto be performed by authorized.
Study: Staff;: speclﬁed by name to Sponsor.,
Investigative Site and Investigator will grant.
Sponsor access to CRFs, Subject clinical
notes and other relevant Subject information
to ensure the completeness, accuracy and
consistency of the CRFs. Investigative Site
-and Investx;wator agree to timely provide any
missing information in the CRFs, correct.
any data errors and ‘complete hospital
'records ‘to-enstre: full ‘consistency. with: the
data entered into the CRFs. No later than ten.
days afier completion or termination of the
Study, Investigative Site. and Investigator
shall. prowde to Sponsor original CREFs for'

conclusions of treatment provided to such
Subject ifi accordance with the Protocol and
shall transfer. to-Sponsor all Study data.

each Subject detailing the results and |
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lup and investi

(b) Authorizing the Sponsor to examine and

inspect ‘the: Investigative Site’s relevant.

facilities and records for performance of the

Study and general compliance and. provide
adequate. time: during any such visit or
inspection to resolve any questions;

© Informing the Sponsor in atimely manner of

any regulatory ‘authotity inspection. and

provide Sponsor adequate notice o be.
resent at such ingpections with the right to |

provide, review and ‘comment on any

responses that may be required, as provided.

in Section 3; and

(d) Informing: the Sponsorimmediately of ‘all
Serious: Adverse Events (SAEs) that occur
during‘ath’e;s_tudy.

| Investigator shall promptly advise all requisite parties of

any adverse reactions-or side effects occurring during the
conduet of the Study that become known to him/her, and
shall comply with the procedures set forth in the Protocol
regarding adverse reactions-or side effects. . Investigator

shall notify such required parties. within a maximuim of

24 hours (whenever possible immediately by telephone,
fax of E-mail) of any serious and unexpected adverse
events (SAE or unexpected AE), i.e., those. which are

‘fatal, life threatening; require prolonged hospitalization,
| result in persistent or significant disability, are. a

congenital anomaly or birth defect. Investigator will also

| report. ariy unexpected .adverse events, the nature or

severity of which are-not consistent with information

| specified in the Protocol, Investigator Brochure or other
, -.product_sjafet’y'infox'fmatiiqn_‘suppli‘gdb These- ‘eyent_siShould}
| be noted on the appropriate form in the CRF, followed

: igated further when necessary. In
accordance with the Serious Adverse Event Reporting

Guidelines, a SAE Report form should be completed and

sent by faxfelectronically within 24 hours to'the Sponsor
and CRO or their designees.
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‘The Invest{gatlve Slte shall retam all records for this

'Study Di'ug, provxded however,; that no such records
shall be destroyed w1thout the prior wiitten consent of
. To avoid any possible errors, the

."or imme 1ate1y in the event of accldental loss or

destructlon of any Study records.

1 3. RIGHT OF INSPECTION

CRO, Sponsor and their respective designees may: callon
‘the Investlgatxve Site perlodleally at mutually convenient
times: to- monitor and/or audit ‘the. Study and answer
procedural questlons The Investigative Site ‘agrees to,
and shall ensure that Investigator shall, promptly make
all Study documents and Study patients' medlcal records,
ag ‘defined: in the Protocol, available for comparison
A‘and/or copymg if requested by CRO, Sponsor or their

| designee and to. allow: the Sponsor; CRO and their |

:respectlve designee access to. the. facilities where the

| Study is being: conducted, and to take whatever action is

reasonably necessaty for the proper monitoring.of the
Study as required by Legal Requirements. Investigative
Site also acknowledges that it may be audited by
regulatory-agencies,. mcludmg the Agency. In the event
‘of an. inspection related to this. Study by the Agency or
any other regulatory"ageney, the Investigative Site also

‘CRO and Sponsor immediately; (b)

-other egulatory egeocy, {©) provide access to.the above-

| described Study' records to representatives of the
| Agency; but only to the extent required, the Agency or

“such: other- regulatory ageney; and d) promptly report:to
CRO-and’ ‘Sponsor. any findings during such -audit and

| provxde any information obtained from such regulatory |
sto Sponsor and CRO. Sponsor shall have the.
| right to have its representafive present: at any such

inspecti
Emspectmns, and shall have the opportunity to provide,

'.’reqmred and all Sponsor comménts-shall be considered

should contaet Sponsor and CRO at.

tatives of the Agency or such:

: mﬁbaﬁmb 8036;

review and ‘comment on -any respofises. that may ‘be
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in good faith for-incorporation ‘into such responses by

Investlgatlve Site.

‘In the event that Sponsor’ or CRO or any of their

compliance with this Agreement, the Protocol, written
instructions of Sponsor-or CRO or Legal Requu‘ements

| Study Drug and Study supplies and end the Investigative |

Site’s- participatiosi’ in the Study, effective on written

| notice to Investlgatlve Site. At the: request of Sponsor or

Aits- destgnee, Investigative Site and. Investxgator shall
'promptly correct-any. €rrors or omissions in records and
reports,. and will promptly provide any additional data,

4. CONFIDENTIALITY

As part of the Study, Investigative Site, Investigator and
other Study Staff ‘will have access: to confidential
business, techmcal data and other information
: (“Conﬁdentlal Information™) of Sponsor. Confidential.
-Information: shall ‘include confidential information and
materials: provided by or on behalf of the Sponsor
(mcludmg by the CRO) and all information-generated-or

| Bbgogl  oBL3gdomgdst @3

respectlvc representatives discover that there is a lack of

Sponsor is entitled to secure compliance at the:
Investigative: Site’s expense or discontinue shipments of

‘access or assistance: reasonably: requested by Sponsor or’
| its designee in connection with the: Study.

observed- by the Investigative Site, Investigator and/or-
1 Study Staff in. connection with ‘the Study, including
without hmttatlon, the Protocol, Study data, results and |
reports from all sites conductmg the Study-and from the-
":Investlgatlve Site.. All Conﬁdenhal Informatlon and all
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-information denved from such Confidential Information
remains the exclusive ‘property of Sponsor, but may be
tised by Investlgatlve Site: and/or Investigator as
'reasonably necessary for the sole purpose of fulfilling its
' ‘obhgatlons under this Agreement. All Confidential
,Informatlon is subject to the following terms: &)
Investigative Site and Investigator shall not, and the
Investigative Site shall ensure that-the Study Staff shall
not, disclose the Confidential. Information to any third
party‘ without the prior written permission of the
Sponsor, and then only subject to such third party being
{ bound "in writing by confidentiality and non-use
obhgatxons at least as restrictive as those set forth here,
and | _Invcstlgatxve Site and Investigator shall not, and
Investlgatwe Site shall ensure that Study Staff shall not,
use the Confidential Information for any purpose other
than the conduct of the- Study. Investigative Site and
Investxgator shall each use precautions no less rigorous
than those it/he/she uses to protect its/his/her own
' conﬁdentxal information of a similar nature, which shall
‘be at minimum areasonable standard of care. However,
Confidential Information may be disclosed to the extent
that Sponsor agrees in writing to release of information
orit,is required by applicable Legal Requirements to be
disclosed to the relevant EC/IRB, regulatory agencies or
'legal authiority; (i) the Sponsor will be promptly notified
in writing of such required disclosure prior to such
-,dlsclosure beinig-made, to allow-Sponsor the reasonable
opporturity to oppose: the requirement or seek an'
appropriate protective order, (ii) ‘the Investigative Site.
shall disclose only such portion of the Confidential
Information as.is requlred by Legal Requirements to be
so disélosed, and (iii) in any event, the Investigative Site
shall otherwise continue to maintain the confidentiality
of, and comply. with its obligations of non-use with
| respect to, such Confidential Information. Where the

order to-treat an injury or illness of a Study-subject that
‘reasonably: suspccted to be due, to the Study Drug or a
Study procedure in the:reasonable medical judgment of
the Investxgator, thie Investigative Site may make such a
limited disclosure, provided that such disclosure is on a
| “need-to-know” basis to those medical professionals
,dlrectly ‘involved in providing such emergency care, and
only to the'extent reasonably necessary and required to
treat such injury or illness, and provided that the
Invest1gat1ve Site will inform those medical
profws:onals that the information being provided is
confidential. to ‘Sponsor. Any confidential information.
thus disclosed must remain. confidential with respect to
| anly other third parties. Sponsor shall be notified
promptly in writing of any disclosures under this
| paragraphi. Unless required by law or for other regulatory
purposes to  retain Confidential  Information,

Investigative Site and Investigator shall either destroy or
promptly return to Sponsor orits designee, as directed by
Spofisororits designee, all tangible and electronic forms
of Confidential Information; provided that as regards to

‘-,,smﬁgncgaﬁeoamﬁo 0bpm®asges”

disclosure. of Confidential Information is necessary in.
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| retention ., Investigat
, -Invgﬁigqt_’q}r}’vs;_orj‘xgbjfng;compl’ian’r;‘_é‘*with"t_heijx_ldn-usc and
conﬁdermahty obligations set forth-in this Section 4.

| :any Confidential Information: retained by Investigative

Investigator pursuant to this Section 4, such
is. subject fo Investigative Site’s and

Notwitbstanding the foregoing, Confidential Information
shall not include information that: (a) s publicly known:
as of the date 6f disclosure; (b) becomes publicly known

after thedate of disclosure: through no wrongful act of

| the party receiving such information; (¢) was known by
the party receiving such information prior to disclosure
by the disclosing party, as demonstrated by written

evidence; (d) s independently developed by employees
of the: party: receiving such: information. ‘who ‘are not

working under this Agreement and had nlo access to the

Confidential Information; or () was disclosed to the

party recéiving: such information by a third party fiot
‘under any obligationof confidentiality to the dis¢losing:
| party. Investigative: Site- may disclose Confidential

Information to the extent such disclosure is required by
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[Taw to be disclosed, provided that Investigative Site

notifies ‘Sponsor in ‘writing prior to such disclosure,
discloses only what is required to be disclosed, and uses
‘reasonable efforts to cooperate with Sponsor to allow
assertion of whatever exclusions or ‘exemptions may be
available-under applicable law.

The confidentiality and non-use obligations set forth in
this Section 4 shall survive the termination or expiration
of this:Agreement for a period of ten (10) years after such
termination or expiration. ‘

| 5. USE OF NAME / PUBLICITY / SCIENTIFIC
| PUBLICATIONS

Investigative Site and Investigator shall not use in
advertising, publicity, or otherwise, the name, trademark,
16g0; syimbol, of othet image of CRO or-Sponsor without

Cdse may be. Investigafive: Site: consents to Sponsor’s

Investigative. Site'and Investigator as part of ‘regulatory
submissions-and as may be otherwise required by Legal

‘Investigative: Site. and. ‘contact ‘information associated
|:therewith. as part of a list-of Sponsor’s Study sites, and
‘Sporisor maydistribute-or publish that list as it deems
appropriate:for the operation of its business. In addition,
‘Sponsor shall have the right to name Investigative Site
-and Investigator as participants in the Study in press
‘releases or similar public statements made by Sponsor.
The Investigative Site and Investigator shall not issue or

seminate any press release or'statement, or initiate any
| communication of information regarding the Study,
| whether:written of-oral, to the communications media or
any third party without the prior written consent of CRO
| :and Sponsor.

the prior writtel ‘consent of CRO or SPONSOR, as the:

disclosure of this Agreement and the use of the name of*

‘Requitements, and to Sponsor’s use of the- name of
@3 2337030000 3gBEH0L" ©5 ,833EIGIOO
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The first publication of the results of the Study shall be
made in conjunction with the results from other

| investigators at the other Study centers worldwide. The

‘mantier in which the publication will be generated will

Investigator and said other Study investigators (a

the right:to make the final decision regarding the Multi-
Center Publication. However, after such Multi-Center

licationhas not been submitted for publication within
“eighte (18) mhonths after conclusion of the Study at all
Study centers (“conclusion” shall be defined as the
locking of the clinical database), Investigative Site may
publish site-specific results of the Study in compliance
‘with the following:

At least sixty (60) days prior to submission for
publication or presentation to
Investigative. Site or Investigator, as the case may be,
shall provide the Sponsor with a copy of the proposed
publication or presentation for review. The Sponsor will
respond to such subi ission within thirty (30) days with
any changes or dele jons in such publication or
presentation to preserve;the Sponsor’s confidential and
proprietary information and Investigative Site agrees 10,
| and shall ensure that the Investigator shall, make such
changes * and deletions prior to publication or
présentation.  Under no circumstances shall the
Investigative Site or Investigator publish or disclose the
Sponsor's Confidential Information, as defined in
Section 4 hereof, without the Sponsor's prior written
approval. In the event that the Sponsor has identified
Confidential '

Information (excluding Study data and
résults generated by the Investigative Site) that would be
disclosed by the. publication or presentation, the
Tnivestigator and the Investigative Site shall promptly
remove such Confidential Information from the proposed
publication or presentation. Expedited reviews for
abstracts or poster presentations may be arranged if
| mutually agreeable to the Sponsor and the Investigative
Site or Investigator. If requested by the Sponsor, the
Investigative Site will withhold submission of a
publication or presentation for an additional ninety (90)
days from the date of the Investigative Site’s receipt of
natice from the: Sponsor or its: designee, to allow the
Sponsor to file a patent application or take such other
measures as the Sponsor deems, appropriate to establish
and preserve its proprietary rights.

‘be-coordinated by the Sponsor in consultation with the:

-“Multi-Cénter Publication”). The ‘Sponsor shall have

ion has been published or if such a Multi-Center’

the Sponsor, the
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6. TERMINATION OF AGREEMENT OR

OF' A PARTY'S

St d: at the Investlgatlve Site.and: Investlgator has

' 'isubmltt, d all CRFs and other documents required by the
. Protocol to Sponsor or its-designee and. Sponsor or its
-designee has accepted all such CRFs and documéits,

unless’ othervmse terminated as follows:

(a) Sponsormay terminate this Agreement, upon
immediate prior notice:

a. if the authorization and approval to
perform. the Study is withdrawn by
the applicable competent: authonty,
or

b. If the emergence of any adverse:

reaction or side effect with the Study

Drug is of such magmtude or
incidence ‘in. the reasonable opinion

of either the Sponsor or the
Investigative Site to support.

termination.

(b) Sponsor ot Investxg’atwe Site may terminate
this Agreement if the: other party materially
‘breaches: the terms of the Agreeinent and
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from the other party specifying the nature of
the breach in detail:

leas
_'Investlgatlve Site, to terminate this
Agreemeut for any reason, and further,
Sponsorshall have the right to terminate this
Agreement 1mmedlately if it determines that
safety coricérns warrant the discontinuation
of thie Study.

In the everit this Agreement is termiriated pursuant to one

termmatlon, the: Investxgatlve Site and Investlgator shall;

By (a) cease to enroll patients and to treat Subjects. with

Study Drug, ‘to the extent medically penmssxble and

1 S
Study rtecords from. the Investigative Site available to

desigriee; use reasonable efforts to facilitate the transfer
of the Investxgatlve Site's. obhgatlons 1o-another party or
other parties in order that the progress of the Study not
1'be 1nt¢rrupted Further; upon such early termination, the
| Tnvestigative Site: and Investigator will be notified .and
given any necessary instructions concerning the final
examinations and final reporting that are required under
the circumstances and Investigative Site and Investlgator
shall comply with such instructions, If this -Agreement is:
,termmated prior to completion of the Study for any

| reason of upon completion of the Study at the

Investigative Site, the Sponsor shall be under no

Upon any termination of this Agreeinent, Investigative-

| Site.and. Investigator shall return or destroy any Study

Drug and Clinical ‘Supplies as instructed by CRO and/or
Spon§or iy wntmg Sponsor shall be obligated to pay
Investigative Site solely for those items set forth on

(¢) Sponsor has the right at any time, with at |
h"'rty (30) days prior written notice to |

of the. conditions above, upon the éffective date of such |

j.-appropnate, except if the Investxgatlve Site is otherwise. |
stivicted by ‘CRO or-Sponsot in writing; (b) make all

CRO, Sponsor, or such other party as CRO or Sponsor |
may instract; and (¢) if requested by the Sponsor orits |

| obligation to provide a contitined supply of the Study
| Drug or Clinical Supplies. ‘
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“intere:

~connection.

‘intellectual property ri

Information. The’ ree :
‘hereby: assigns; to ‘Sponsor- all of its right, title ‘and
{ in ,
| Information, and :agrees to promptly notify the Sponsor ’
of ‘any Inventions and. to reasonably cooperate: with

| Exhibit B that have been incurred prior to the date of-

1, Investigative Site shall promptly refund to
CRO all advance payments made by Sponsor
RO under this Agreement, less the payments due

P“ suant ,ﬁﬂ;g;fdregciing_sgentenge. Sponsor is entitled to
’| empower: CRO to perforin -any and all payments to
| Investigative Site pursuant to this Agreement.

Sections 1, 2 (}aStparaggaph)i«S'_ﬂung’h 12 shall survive

any:termination or expiration of this Agreement, as will

any ofhier provisions'which by their-nature are intended

, t’_d_,lk{aiwe effect following:such terminationor expitation.

7. INVENTIONS AND DATA

estigative Site dgrees that all right, title and
-and to any and all Inventions shall be solely

and exclusively-owned by Sponsor. For purposes of this

Agreement, “Inventions” shall mean any discovery,

| technology, result, data, material, improvement or idea,

whether or not patentable, conceived or reduced to

practice as a 1'6511“ .of .conducting the Study or in

ection with'the Study, or made using the Study Drug
Confidential Information; together with any

| ghts relating thereto. Investigative

or
Site further agrees: t“h,a:t',all data, results, reports, materials,
documents and information generated during the
performance of this Agreement (“Study Information”)

‘ QSi;éile?i‘fthe sole and exchisive property of the: Sponsor,
| and the:Sponsor shall have the right fo:make whatever

usé it deems desirable of such Inventions and Study

nvestigative Site agrees to assign, ard

st in and to all such Ihventions and Study

Sponsor to perfect such Inventions and assignment.
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paten
the j

reasonably necessary. documents.

“reports;
nalysis, technical
ithorship and
and miotes, eman

property.

Agreem

[The Investigative Site will keep, and have its officers, 3303000 gbGM0" @ Bolo y3ges oby
’emplgyéqg; ‘representatives and agents keep, signed, | §s6dr0spgbengdo @ pgBhgRo- Fnobabsggh 4
e ani dated writien rosords of all such | oo ,gpdogoghgbob” byebofyfon, @ORRRET |
Tnventions ‘and will furnish- the Sponsor promptly with | @ oronOOgdam RIBIPRY ©F @MY
| complete information in respect thereof, and will 4o all | gomriopgBg o3BG LG ABGI
‘things necessary to protect the interest of the Sponsor Borggsbowo: ggoes JoHad a3orgsinalifoBaBaos -
‘therein at the Spons 's request and. reasonable expense. 6-3556(06V600@0505 333@0‘80@\’» 655 - ‘
sect to. patent applications filed by the Sponsor, | 13mBlm@Gol 0Bt oligBols  (oslnGsgie w39 3000 |
jthe’ ‘atiVe.,Site;agrecs_to;;and,ghallaensur'é that the (396{56180"" »bé‘;@iﬁls}?iéidb“ T N o G
| Investigator shall, ~ execite and  have executed | Do N,
5as§ighméﬁts=-th¢rcdf to the:Sponsor-and any papers that 4
| the Sponsor may consider necessary or helpful it such
prosecution, or ‘which may relate to any ‘litigation or
‘ .vinfg;ﬁfeiqugc‘eﬁand_[cji‘rpdnt,rdversyin ¢onnection therewith. BT,
1Tt re control, prosecution, and conduct of any 35!“’@3@"’“ 3 Bmggdacre:
lication filed by the Sponsor shall be outside | >
he jurisdiction of and without expense to the |
| Investigative  Site and its officers, employees, , 2gOOD: RRNERGOImaTes T

representatives and agents. The Trvestigative. Site dgbsdenms  gbgdrgogl  BgdolBagh Uslssi

cooperation to. Sponsor, including the execution of | gdbaeabondio :gg@{jb,) 3531’55(‘53(9 X
a3engasbont”  @o3saB0mgtmo. Sx0Bibob Bgbsbgd |

designs, -data, laboratory' protocols, results of | Y392 Bobsbo,  dBgtodgdo, 3GAYIHIO0,:
rical information, original works: of EsdHIGmGoos  «fdgdo, sBaghatol  Bgwgagdos
11l other information, except for. drafts. | Hgdb03 G0 OORMMTFO?, 60306560 1958
ar ating from the performance of the Study | 6532)833GPO Q> yaiemd Wbgs. obgmds ‘_
‘hereunder. Any-additional services subsequently agreed | Bsglogsb: 38rdeobofy BrdbsEdEero Ls3
upon shall be reported to the Sponsor and become its sole | ggblogBol  cos - BebfaBgdoly pdfcos.  BgBrogmddo:

Boobogholstght @
amBogbawo babxoo. LinBlnaol’ Sogh 3dgbal
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| acknowledges and agrees that the Sponsor has the | 3HmEgbYb Rotigasl  oafsb  of  Gogpdow
exclusive right to file patent applications in connection 3306i0b306gdsb. Ummo JnBbmeuo, Lbidibon |
with the Study provided herein and with respect to any | @ug0> @ 3596G0b Bgbsbgd  L3mBlakol® 8o
Tnventions. The Investigative Site warrants that neither | 83bg0e Bgdoldngo  gBEbdQe whos  ogab:
it nor its employees, agents or representatives will onkobogeool _856‘:10911:"33@330@6'-eaﬁejjﬁmbmaob“ ©¥
| prevent the Sponsor in any way from filing patent | dobo @aﬁaﬁ@mﬂ_@{jwbd)aob,f'ﬁS@%apwgangaﬁdbmgou,
‘applications or frofm applying the results of the research | s spBi@gdobiogol  bafixoli AY8). ,33EIZ000
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of the Sponsor any trade secrets of another party‘in the
18 performance of this Agreemernt.

’The Investigative Site will have written agreements with
-flts ofﬁcers, employees, representanves, contractors and

i riterésts and txtles to all Inventmns to Investlgatlve Site
so that Investxgapve Sxte can then aSS1gn such to Sponsor

’Noththstandmg the: foregomg, the Investigative Site:
:shall retain-owners
:'_'meth ds, ‘softwarte -programs; methods: of 4nalysis and
: mvestlgatlon ‘used by the: Investigative Site to perform |-
| the Study, which “were neither provided to the |

hlp rights in and to all its calculation

Investxgatxve Site by the. Sponsor. or its designee, nor

: :constltutevor is baséd on'or uses Sponsor’s Confidential |
" Information,’ Study Information or Inventions.

8. INDEMNIFICATION

a. Inveshgatwe Site and Investigator agree to
,mdemmfy, defend and hold ‘CRO" and the

SPONSOR, and their respective. affiliates, |

‘officers, directors, employees ‘and. -agents,

‘harmless from all claims, demands, losses, costs, |
‘expenses obl1gat10ns, liabilities, damages; |

Tecoveries. and deficiencies, mcludmg interest,
penalties;. attorneys’ fees arid costs, incurred
(collectively “Losses™) as a result of: (i) a
breach by Investlgatlve Site or Investlgator,
respectWely, of any representanon or promise
‘contained-in. this: Agreement, (ii) the failure of
Investxg ive Site, Investigator, or 1ts/h1s/her
tespective conlractom or agents or any ‘Study-
Staff ‘member to comply with any Legal
Requirements: or. to adheré to the terms of the

Protocel -or ‘this Agreement, or (i) the

neghgence or -willful -misconduct of
Investigative Site, Investigator or an. officer;
contractor; agent ‘or employee thereof, or any
Study Staff member.

b. Subject to: Investigative Site's indemnity’
obhgatlons pursuant to paragraph 8.a above, the
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7o N 7

' Sponsor shall mdemmfy and hold harmlessv
Invest_xgatlve Site and Investigator from any
Losses from third paity claims and suits

o . tesulting from: -

(i) personal injury to a Subject which is dlrectly
_-caused. by ‘or dlrectly attributable to: (i) the
e Study Drug dispensed or administered in
 accordance with: the Protocol, or (i) any Study

_ procedure requlred solely by thie Protocol (which
, \woul not have been performed but for Subject’s

 parti pation. in the Study), which is performed
“ifi "accordance with ‘the provisions of this
Agreement, appllcable governmental
“requirements and the Protocol,

Notw1thstandmg the foregoing, Sponsor shall
have no. mdemmﬂcatxon obligation or liability in
relation to any Losses resulting from any of the
following;

) The. failure of Investigative Site, |-

Investigator; or its/his/her respective

contractors or agents or any Study Staff'|

‘member to- comply -with any. Legal
‘Req_,_ mcnts oF to adhcrc to the terms.of the

(D) The. negligence or willful misconduct of |

Invcstlgatlve Site, Investigator or an officer,
contractor, agent or employce thereof, or any
vStudy ‘Staff member.

c.. The: SPONSOR’S obhgatlon to indemnify,
defend and hold harmless is subject to the
: followmg conditions:

’(1) that the. SPONSOR:is promptly provided with

wntten ‘notice by Investlgatlve Site of any '

claim .or lawsuit for which indeémnification is
sought pursuant to Sccuon 8.b.-above;

(n) that the SPONSOR retains the right to defend
the 1awsu1t il any -manner it deems

. appropriate; including the nght to reétain the.
counsel of its choice; and if the SPONSOR
does so, Investxgatxve Site. agrees to,.and shall
ensure that the Investigator shall, cooperate

: 'fully in the defense and/or settlement of ‘the
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| Subj

- 'sime (mcludmg by providing access to
pemnent records and documents and provision
of relevant testimony); and

} .(m) that the SPONSOR has the sole right to settlé
~ the'claim at its expense.

d.. Except with réspect to breaches of
. conﬁdentlahty oblxgatlons in Section 4 and
-intellectual property obligations under Section 7,
iification obligations under Article-8, or

_ mi onduct, ho patty to this. Agreement shall be
liable to any’ other, for any reason, for any

‘ consequentlal, incidental, special or indirect.

- damages (mcludmg loss of profits or business
opportumtles) regardless of whether such party
has been advised of or is aware that such
damages have been or may be incurred.

o -Wlthout limitation. of the foregoing provisions of this
o Sectlon 8

the. . SPONSOR will reimburse the
VES lgatlve Site and 'Investlgator, as'the case may be,
¢ osts. of extra unanticipated tests,
‘and hospxtahzatwns of Subjects which are

tion of ‘the Study Drug in
: Protocol (an  “Injury”).
»tlve Sxte and Investxgator will obtain. promptly,
Sporisor, all records of such extra tests and
Votw1thstandmg the foregoing or anything.
e contrary, the Sponsor will not have any
gatlon to reimburse for those: costs covered by the

- miedical -or hosp;tal insurance .or by
tal:ﬂprograms providing such coverage, or for:
~which is dftributable to the Investigative
he, Investxgator s or a Study Staff member’s

|ne ol “ence or misconduet, or'which i attributable to the

ng lllness, whether prevxously

" ': v’,!nve ga o ‘or any Study Staff member,

cgardstoa party’s gross negligence or willful |
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tehns and
' ~Chn1cal Tnals:Llabllmes Insurance: Ne CTR3832/18;

jects'parucxpanng in the Study are insured by
‘lnsurance ‘Company GPIL Holdmg” Insurance
conditions are stafed in the Policy' on' the

nsmg ﬁ'om the Study) insurance coverage for

eondocnhg the Study

9. ASSIGNMENT

Sponsor may assngn its rights and duties under- this
: Agreement to the CRO ‘however, neither this Agreement
‘nor any duties or obhgatxons hereunder may be asmgncd

by Investlgatxve Site or Investigator without: the prior

written consent:of Sponsor Any attempted assignment

| ot transfer by Investigative Site.or Investigator without

‘the consent-of the Sponsor shall be void. Subject to the

. foregomg, this Agreement. shall be binding upon and

inure to;the benefit of the parties and their successors and
permitted assigns.

‘10. DEBARMENT

: :that it/he/she has never been, rior has : -any otherindividual
employed or 0therw15e retamed elther dlrectly or

‘ zdeb@rr or,mdlcted for-a crime or otherwxse engaged in
| conduét for which a person can be. debarred by any

regulatory ‘authority or any other applicable law or

| regulation, Investigative Site: and Investigator shall

‘promptly notify the: Sponsor in the event of any such

debannent, QonVlc“ on, or threat of mdlctment occumng

termmatlon of thls Agreement Upon the Sponsor s

The InVestlgatlve Slte w111 secure and mamtam in fullo,

witxg tcnmnanon of the. Study to cover any

tigative Site and Investigator individually represent
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[ requ

ues Invesn gative Site and Investlgator will certify in
iting'ci mplxance with.the provisions of this Section.

| 11. COMPLETION OF THE STUDY

' Upon completxon or termination -of the Study, the

Slte agrees to prowde written.

“with ; much-data as is avallahle under the cxrcumstances

all-money due. to. Investigative- Site and Investigator has
‘been received. In any event, acceptance of the payments

designated by CRO as final constitutes such
acknowledgement. -

| 12: MISCELLANEOUS

- This Agreement, and all- atters arising out of or relating

country’ ‘where the'services are performed.

The: Investlgahve Site is operating as an independent
contractor under: this Agreement and not as an agent or

| employee of CRO or the SPONSOR.

| The Investigative Site warrants and. represents that | «
| neither it, its agents, cmployecs or representatWes, Tior:
-} any’ of the 1mmed1ate family: (defined as'spouse and.
,Investxgatnve Site: or Investigator, or
|-its/his/her agents, employees, and representatives has

: chxldren) of ¢

any réal or' perceWed conflict of interest in the executlon
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whlch ’develop'randlor manufactireagents being tested in

Thls Agreement, including all Exhibits and attachments
,'ihereto and therefo or incorporated by reference therein,
< s the entire-agreement between the parties with

reépect;to the matter covered herein, ‘This Agreement |

supersedes any and all ‘agreements, Tepresentations,
promlses or understandxngs, cither ‘oral or written,
één the parties with regard to the-subject matter of

| and English languages. In case of any inconsistency
: between the Georglan and. English texts, the English |-

‘text shall prevail. All related documents,
correspondence and notices shall be in English.

The failure of any party hereto to enforce at any time any

| of the provisions or terms. of ‘this Agreement or any

rights.in respect thereof; or the exercise of.or failure to
-exercise by any party any rights or any of its elections
herein provided, shall in'no way be considered to be a
‘waiver of such provisions, terms, nghts orelections.orin
any way to affect the validity of this Agreement..

If any of the provisions of this Agreement are held
invalid or unenforceable, unléss such invalidity or

' unenforceabxhty substantially frastrates the underlying

intent and sense of the reminder of this ‘Agreement, such
invalidity or unenforceab:hty thall not affect the
remainder of this- Agreement and such provision shall be
enforced to the maximuim extent permitted by applicable
law and in compliance with the parties’ intent.

This: Agreement. may be signed in two (2) or more
\counterparts, each of which, will be deerhed an original

‘of the Study- (e g, stock or other equity in companies.

hat partlclpatlon herein does not conflict
‘with any obligation to third parties.

] greement. Any ‘modification of this Agreement:
, shall be effective. only if it is in writing signed by both
parties: This Agreement is-executed in the Georglan'
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' butjali pf:‘yyhisih\tégjethérvwill consti'tﬁte:oné;andithe same |-

instrument.

Docuinentation related. to the Study must be filled in

e

properly and

aﬁ,, ;txme periods prowded for by the Protocol.

Notices given to Invcstlgatlve Site, Sponsor or CRO

shall be in writing and, Sent via certified or registered

| mail, return receipt requested, to the party at the address

.speclf »d at the beginning of this Agreement or at such
‘other address as the party’ shall specify in writing or sent
'v1a ele_ ronic mail. Sporisor email: Attn: Yuri Stasiv;

‘ ystasiv @tricidaicom; Facsimile number

. for the Investlgatlve “Site: +995577411010; e-mail:

ekavtardze@evex.ge; CRO: email address:
SM. sites. contracts_admin@worldwide.com, All
notices shall be deemed made upon receipt by the
.addressce as documented by the applicable written
receipt or in case of an electronic mail, by the. read
receipt.

Investigative Site hereby agrees to comply with all

| applicable: anti-cofruption laws, rules, regulations and

décrees. Investigative Site:agrees to fully cooperate-with
all. diligent efforts of CRO inquiring into the
Investigative Site’s business and operations. in order to

Foreign. Corrupt: Practices Act, as amended, the UK

OECD Convention Against Bribery of Foreign
"Government  Officials in International Business
Transactions, Investxgatxve Site represents, warrants and
covenants that it maintains adequate internal controls and
accurate books and records.

to réceive or accept, either directlyor indirectly, anything
of value; including any financial or other advantage, that
is mtended to or designed in any way to induce or reward

function or activity in connection with the Study.

| Furthermiore, Investigative Site.and its officers, directors,

,'employees and_agents shall not pay, give, offer or

English anid in conformity with the form
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omise to pay or grve, or authorize the payment, directly
or indirectly;-of any money or anything of value to any

+ | govemment ofﬁclal OF: employee inducing that person to.
-do.or omit doing any-act in violation of his or her lawful
diity, securing an Amproper advantage, or influencing

such official to use his influence with the government to
effe _nﬂuence the 'decision of such government, in

busmess

Amproper’ performancc of the present Agreement unless

litis proved that proper performance was prevented due.

to circumistances: beyond its reasonable control, i. e
extraordmary and unavoidable under the given
conditions circumstances (a “Force Majeure Event”).
The: performance of such act shall be excused for the
period of such Force Majeure Event.  These
circumstances will not include: violation of duties by the
obligor contractor, the absence in the market of goods
| necessary for performance, lack of money in the obligor,
etc, Each party agrees to give: the other party prompt

affected party will be unable, fully to perform. its
obllgauons hereunder. Each party further agrees to use

Aqulckly as: posmble and fo resume performance hereunder
‘promptly upon cessation of the Force Majeure Event.

13. PAYMENT OF FEES

In consrderatlon of the - proper performance of the Study
by -the Investigative Site under the terms of this
Agreement, ‘payment willbe made by CRO as Sponsor’s
desrgnee according to the schedule provided in Exhibit B

order to assist:CRO or’ Sponsor in obtaining or retaining

Force-Majeure The parties bear responsibility for

written: notice’ of the occurrence of any Force Majeure:
Event, the nature thereof; and- the. extent to which. the
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1 CRO pays: fhe mvestlgatlve Slte for the work performed

{,:'(Whlch constitutes an-integral part of this Agreement)

utlined in Exhibit B shall femain firm for the
the Study, unless otherwise agreed to in
' the: Sponsor via a written and executed
ént fo this Agreement,

| It is expected that for all items required under the
| Protocol for which the: Sponsor has ‘agreed to provide
- remuin ratxon pursuant to thlS Agreement as set forth in

:ivremuneratlon on behalf of the Sponsor and such
» 'remuneratlon shall be consxdered full cons1deratlon for

for; Subjects:in accordance with the terms.of the Protocol
and this. Agreement, and Exhibit B. The Parties
acknowledge that CRO is the payment agent for Sponsor

{ undi thls Agreement and payments depend on CRO'

ents contemplated herein. ‘Sponsor shall be liable:

fadequate funds are-not'made available by

_ ’_'Sponsor to.CRO.

Because, recruitment: into- the Study is'ona competitive
¢ can be no, guarantee that any individual Study
site ‘will have the full recruitmeiit period in which to
recruit patients or’ ‘have ‘a specific number of patients

{ allocated:

To be eligible for payment under this' Agréement, the'
Stu proeedures for the Subject must be performed in

with the Protocol and this Agreement
] hibit B) and the data submitted ust be
&, correct:and submitted ina timely manner.

When the Study data are reviewed by an on-site:
scheduled visit of a monitor or other Sponsor-designated

-:representatlve such as CRO, the Investigative.Site will.
Have all reasonably available data obtained up to the
;precedmg- day complete and ready for evaluation.
‘Sponsor reserves the right to delay payment for- data not
teceived by Sponsor or CRO from Investigative Site

within ten (10) da siafter the monitor’s or other Sponsor-

‘ demgnated repreésentative’s review.
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er’s attendance ‘is requested at an Investigators’
ting. or. other meeting: necessary to provide the
tor W1th information ‘régarding the Study or
rug;: Sponsor or its des1gnee shall re:mburse the

been speclﬁcally approved by CRO on behalf
onsor in-advance of travel. CRO or a desxgnee
shall make ‘such reimbursements on behalf of the

- Sponso within. thifty (30) days ‘of receiving acceptable

mentation of such expenses, provided that
1€ recexves such documentation within sixty (60) days
1 of the date that the expenses were incurred.

' Payments will be made to the Investigative Site account
spec1ﬁed below, None of Investlgatlve Site, Investigator
| or any member of the Study Staff shall be deemed an
-agent: or employee of ‘Sponsor; ‘and, as independent
: contractors, none of them shall be entitled to partlclpate

m Sponsor’s employee: benefit: plans-or to receive any
sation beyond that provided to Investigative Site,

' Investxgator and Study Staff.

;Invesngatlve Site acknowledges that there: will be a
separate agreement with the Investigator which sets
| forth, in part, the compensation to-be paxd to Investigator
for the performance of histher services: related to the
Study: hereunder

‘Bank: charges: related to payments made under: this
Agreement shall be paid by the beneficiary/payee.

The- Investigative Site/Investigator is liable and fully
responsxble for: the payment -of all taxes, fees; duties,
assessments and other governmental charges of any kind
, lmposed by _taxxng authority on the payiments received
ces performed under this Agreement in.
_.,jaccordance withrthe laws of the country, he/she is a tax

| In.addition, if the Investigator’s and other Study- Staff'
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n a currency other than U S Dollars, 1t shall

- _vfprecedmg the day of invoice,

"Other than the payments described in Exhibit B, neither

llty to. pay Tnvestigative Site any amount for its

, }'perfonnance of the Study..

' Investxgatlve Site covenants that it shall neither seek, nor

| cause-any other person or entity to seek, reimbursement
ifromf any government or private third-party payer for

lated costs, including Study Drug, that are

furthv_ rfdéscnbed in Exhlblt B

: Agreemcnt as of the Effective Date first above written.

V-Thew arties: consent to the terms of this Agreement by
i W, Ea h:party should retain one copy:of this

'By my signature below, I attest that I.am authorized to
represent’ the party:in a legally binding agreement,

| Participating Investigative Site account details:

‘Beneficiary: JSC "Evex Medical Corporation”
Beneﬁcxalfy- operating account # at the Bank:
‘GEI4B 000334309700

_ Bank'name "Bank of Georgla"

| SWIET # BAGAGE22.

CRO account. details:
naing: Worldwxdc Clinical Trials

ciary account: 167759809

Amounts diie ‘'will be denominated, calculated and
in US dollars i3 Investlgatxve Site and/or
- incur: ‘feimbursable expenses: under this

 onéomsdEg 3oL deignm qoneb. hitps:

e Sponsor shall have any further obhgatlon,

nf ¢ T€im 'ursed by the payments that CRO on
: ! | Bamob lsagemoge: Fsdeabogol

- IN WITNESS ‘WHEREOF, the undersigned by their

| duly’ ‘authorized: representatives have executed this. vll""“’"s"‘?"’@i '«'93‘1"35"6""""@0 '6
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—_—

Routir gNumber 122240861
ABA Number: 021001088

808ggdob: sBgaModob. 6m69t7>o 167759809
B3630L bsbgenfmeogds: HSBG Bank USA; NA

' Beverly Hills office -
25630l BobsBs@onn: 445 North Bedford Dnve,,i

Beverly Hills, CA. 90210

B3Bol gmo: 122240861

SWIFT: MRMDUS33

Siguatares/bo@0nfonPo:

| Signature/bgedefhe: n; A
. Date/ow@iogo: 11 ilf‘“ 3,4&0”"16

| FOR INVESTIGATOR/333eg3560

- Position/3mbogos:

FORINVESTIGATIVE SITE/33ma30m0 66300

Name/bsbganoy 2,3660 Ekatem{; ;

na ha
5’
Position/3mbogas: Representatwe

6&@6@185@3353@0 {393@3656@[&

.
SR

""\{:};\)
Murw

| Namefissbgeno, agsta:  Salome Glonti/ Lagoemdy QumbEo

* Signature/byendegcs:
Date/ors6og0s

. FOR’SPONSOW@W@O

de-Clinical Trials Russla, LLC on behalf of Sporisor)

‘ Name/bobgqro, #3360 Eduard Maximov

Signature/ogerBmfigor
Date/o3hiogio: ‘March___2019

‘FORCRO

‘Name/bisbgevo, ggb‘éﬁb;: Eduard Maximov
PoA September 12,2018

- Signature/bgendefhs:
Date/msthogo: March ___ 2019
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APPENDIX A
TO INVESTIGATIVE SITE
AGREEMENT
# WCT—RUSI TRCA-303/2201/IS
‘PROTOCOL

'TRCA-303

| “A. Phase 3b, Randomized, Double-blind, Placcbo-

jcontrolled,Study o ‘Evaluate the Efficacy and Safety of
b . 1o Delaymg Chronic Kidney Disease
‘.‘Progresswn in Subjects with Metabolic Acidosis”

The Protocol has been harided over.to the
Investigative Site.

3303000 gBHOL byl ii;sbol* '
# WCT-RUS/ TRCA-303/2201/1S
«gfo
TRCA-303

30 gybol  Mbmdobgdeywo, mﬁpabao 66')83,

3Enoagdm 3mBEGOmmomgdsEs. -3 93.‘: 8

89 30MEIH0 5goEmPol O9mby :3560;
0066300l JBmbogmeo ‘
3hmymnlio®adols ‘Byd3emgdsdo
980JO0HMBobs @
dglsgsligdees@

000" 53@335 3300300 §oBGHEL

@bbqgﬁmbmgbohi R

A Sngnatutes/ba«:»ﬁmﬁaﬁa&o

 FOR INVESTIGATIVE SITE/saq»gaW (3350\‘;0%

Posxtxon/&m"bogob Represm;itahve on the-basis of P
Foandsepgbosen ngegddnli i
Signature/bgendmGg®a:

Datelmatrogoy

FOR INVESTIGATOR/333@33560

‘Naine/bsbgeno, ggs®oi. Salome Glonti/ Usgrmdg ermbdo

Position/3moiE0s:

Signature/ogenBeafiga:

Date/ostiogo:

Tnc.
ide Clinical Trials Russia, LLC on behalf of Sponsof)

. Namé/b.sbae::o, 333601 Eduard Maximov

Signature/bgeraeigs:

] .Datglmbﬁ)ogo:' March 2019

FOR CRO:
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APPENDIX B
TO INVESTIGATIVE SITE AGREEMENT
# WCT-RUS/ TRCA-303/2201/1S

PAYMENT SCHEDULE

UNIT/VISIT USD
Bl ' 990
52 $ 825
N  $ 875
‘A2 $ 655
DI $ 420
- fC 1.5 , 4 165
M3 , 495
1. IC45 - 1% 165:
NS, $ 775
1C.7.5 $ 165
| M9 $ 695
T TC 105 3 165
_Mi2 S 885
TC.13.5 $ 165
MI5 § 695
1C 165 [ 165
M8, $ 775
1C.19.5 $ 165
- M21 $ 695
~1C 225 $ 465
M24. $ 775
_TC 25.5 $ 165
M7 $ 695
- TC28.5 $ 165
M30 $ 775
1C31.5 3 165
M33 $ 695:
‘ M38 $ 775
. TC37.5 $. 165.
- CLT/ET $ 755
FIV $ 615
Total Per-Subject Fees

Subject's reimbursement is included to each visit at
Site” ot the amount of 40 USD (excepf Al and. D1
when 50 USD is included. due to additional meal
renmbursemenf)

@sbsHomo B |

3303000 GO bymbazhamodols
# WCT-RUS/. TRCA-303/2201/IS

3HEBEOY 3H3800

geogeo/ 583

30Po®0 QM0
S1 7% 990 1 b
52 $ 85|
Al $ 8751 |
A2 $ - 855
Dl . $ 420
1C 1.5 o 185
M3 - $ 695
1C 4.5 ' $ 165,
M6 $ 775
1C7.5 $ 165
M9 $
1C 10.5 3
M1 $
TC 13.5 $
MI15. 3
TC. 16.5 3
M18 $
TC 19.5 $
M21 3
TC 225 3
M24_ $
TC 25.5. $
M27 $
1C 285 $
M30 $
1C 31.5 $
‘M33 E3
M36 .
TC 37.5 (3
LT/ET
PTV

3530gBAoL oﬁb%cgbmﬁaaa ngmb PONHYIEO
30B0Bob @l ggihtdo 40 S8 waenstob
0gbedoo (ashos Al ‘o D1-obs; G@dgeiog
Bmogsab 50 03 oears@ls G300 33360\)-
sB5%usnGgdoliogol)

le upon:
Startup
| fone ﬂme) 3 500 Site Inifiation Visit.
Invoiceable upon
Pharmacy Sité Initiation Visit.
(inticil) 500

uticysdo

0 13500 | sEsbmsatgdseog ,60‘
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, PIT gbéiogrob a&%ggbﬂ@gaxqo
Completio ‘ I : F3bgds . :
: , Only payable per 03 250 1
nof PIT 250 . P 6 ) HOEH0
| Tracker submitted tracker. (afinxgtroe00)
_‘ '_(oh'e-fim'e)' _ \ |
N Invoiceable upon 56dogsgos/dgh AL
peraanalS |1 00g complefion of shgs 1000
| one—hm &) Closeout Visiti {GOORGIND0O)
o Invoiceable upon
[ Gomeot | g0 | compionr oot | 000
e Closeout Visit. (36X 630)
6250
[ Addiionai Fees | Amiount sl
~__usb .Comment
' ‘Flot fee,
ifespective of
: numbet of b RARARS
Presscreening procedures 3629&2‘1@25‘;?0
{persubject) performed b 208008
{Subject's 0bgE3em) .
400 reimbursement af 400
the amount of 40.
USD'isincluded to
visitfee).
5o en Failure Baﬁ:oﬁnﬁbobmanb ’
(per subject) BJBoGYOLmds
o _ Fittee. Grgodiens
Irespeciive o ‘dob, 1.000
1000 | number of visits oboaec) .
performed.
Only for subjects; 6bmqym@ 00.
‘who completed | -aeoaségaomou,,
| A3Visit (Subject's ,3()56 @N’b@'ﬂ@& .
A3 Visit reimbursemenit-at 3¢
R +{he-amoynt. of 40 ) »
635 | usDisincluded o A3 gobogo 635
visit fee).
Flat fee,
inrespectiveiof
number of
procedures
formed
Unscheduled pe
Visit (per vistt) ~(Subjects @3989:30
feimbursement at 30040
. the amount of 40 {3sgogbtob 700
700 | yspisincluded to aogagsf,’“m) -
visit fee).
amwbb@"do)




Non-for-cause:
- Audit (per.qudit) 1000 -

- Payable annualy
Annual ‘ ‘ on 3V

s : anniversary prior
Ph"";‘:;‘)’ {per 500 to Closeout Visit

Proiocol
Amendment 250 -
_(peramend.} '
“Endpoint
Package (per -
1 . package) 250
"SAEReport (per |

SAE} 250 -

-Additional
Telephone

) If needed/Per
Contact 165

Protocol

_DXA 3ub-3tudy Procedures

DXA ‘One 'nme'
‘ . payment /Per
» 400 Protocol
“nformed | ne ime
ormed One time:
Conserif (DXA) payment / Per
100 Protocol

| In case the study is continued after TC 37.5 the schema

of visits should be repeated from Month15 until TC 255
| The work donéby the Investigative Site within the Study
[is paid in amount equ:valent to: 16 045 USD per each
randomized. patient in the Study after completion and

acceptance of all documentation for each patient by
CRO.

CRO: ‘agrees to.reimburse 1000 USD for 1 (one) screen
failure:

Payments will be made quarterly, the first payment being
due three months’ followmg the recruitment of the first
Subject at the Investigative Site. A final payment of the
outstanding balance will be paid within 30 days of Study

| close out visit. at Investigative Site, Invoices will be

fsubmxttcd by the- Investigative Site using an invoice

format and ‘which contains information as specified by
the Sponsor.
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up to the pomt of exit from the Study
i _lude only those Subj ects: partlclpatmg m

Costs Or eXpenses, ot referenced hereiri, including but

fees, laboratory fees, are included in the above:

-

; fstatedaSubJect eompensatlon

hall be- effected by bank transfer to the
¢ Site.account specified above.

. _Payments will be performcd by CRO in USD by

Investigative Site’s invoice.

to, hospital overhead fees, staff costs; |
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| 353bgdo 33(2'330@5” o -abam
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'- Name/bobg@o,z.gaﬁo Salome Glonti/ byeomdy aeembo .

/3 bioE0s:

|| Signaturelooemanaes:

. ., ’ Date/maﬂmmo
* | FOR SPONSOR/b3cBluestio

¢ Clinical Trials Russia, LLIC on behalf of Sponsor)
By, 33560: Eduard Maximoy

Signature/bgednfghy: _

| Dlostoges Mo _20ts
| Forcro

'Name/bsbgano, 33560: Eduard Maximov'
| ‘ PoA September 12; 2018

| ‘Signature/gcelefigs:
Date/osGiogo: March 2019
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