Claim #93 Date Filed: 2/27/2023

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

Fill in this information to identify the case: 1 . .

Debtor . Tricida, Ine. %’\Jlate Stamped Copy Returned
0 self addressed stamped envelope
United States Bankruptcy Court for the District of Delaware D NO COpy tO H etur n

Case number  23-10024

Official Form 410
Proof of Claim 04/22

Read the instructions before filling out this form. This form is for making a claim for payment ina 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 arlsmg after the commencement of the case.

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.

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

Identify the Claim

1. Who is the current COMAC Medical Ltd.

creditor?

Name of the cumrent creditor (the person or entity to be paid for this claim)

Other names the creditor used with the debtor

2. Has this claim been No
acquired from : m

someone else? [ Yes. Fromwhom?
3. Where should Where should notices to the creditor be sent? Where should payments to the creditor be sent? (if
notices and * TJeffrey M. Greilsheimer differentSlav Sachinski
payments to the ' o
creditor be sent? Eox Horan & Camerini LLP Comac Medical Ltd.
Name Name
885 Third Avenue 69 Bulgarla Blvd.
EzgﬁleRcl;llggce dure Number Street Number Street
(FRBP) 2002(g) New York NY 10022 Sofia 1404 Sofia
) City State ZIP Code City State ZIP Code
USA Bulgaria
Country Country §
Contactphone _212-480-4800 Contactphone _+359.2.892.1000
Contactemai _jmgreilsheimer@foxlex.com Contactemail vladimir.goranov@comac-medical.com

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

4. ' Does this claim K1 No
amend one already
filed? D Yes. Claim number on court claims registry (if known) Filed on
MM / DD / YYYY
5. Do you know if X nNo

anyone else has filed

a proof of claim for [J Yes. Who made the earlier filing?
this claim?

Official Form 410 Proof of Claim ( —
|
‘ ~2310024230227000000000004



Claim #93  Date Filed: 2/27/2023


i

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

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

No

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

7. How much is the claim?

Please see attached Schedule A

. Does this amount include interest or other charges?

ENO

[0 Yes. Attach statement itemizing interest, fees, expenses, or other
charges required by Bankruptcy Rule 3001(c)(2)(A).

8. Whatis 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 supportirig the claim required by Bankruptcy Rule 3001(c).

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

Please see attached Schedule A.

9. lIs all or part of the claim
secured?

RECEVED

FEB 2 72023

7 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 Morigage Proof of
¢ Claim Attachment (Official Form 410-A) with this Proof of Claim.

D 'Motor vehicle
D Other. Describe:

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 line 7.)

Amount necessary to cure any defauit as of the date of the petition:  $

Annual Interest Rate (when case was filed) %
O Fixed
WORVZMAICARSORCONSIATATS. [ veriebee
10. is this clairﬁ based on.a ' E No
lease?
D Yes. Amount necessary to cure any default as of the date of the petition. $

‘| 11. s this claim subject to a
right of setoff?

m No

D Yes. ldentify the property:

Official Form 410

Proof of Claim
page 2




12. Is all or part of the claim
entitled to priority under No

11 U.S.C. § 507(a)? D Yes. Check all that apply: Amount entitled to priority
A claim may be partly [ bomestic support obligations (including alimony and child support) under

priority and partly 11 U.S.C. § 507(a)(1)(A) or (a)(1)(B). $

nonpriority. For example,

in some categories, the [ up to $3,350* of deposits toward purchase, lease, or rental of property or

law limits the amount services for personal, family, or household use. 11 U.S.C. § 507(a)(7). $

entitied to priority. .
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). $
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 X no
pursuant to 11 U.S.C.
§ 503(b)(9)? D 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 pusiness. Attach documentation supporting such claim.

$
Sign Below
The person completing Check the appropriate box:
this proof of claim must
sign and date it. D | am the creditor.
FRBP 9011(b).

. . E | am the creditor’s attorney or authorized agent.
If you file this claim

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

5005(a)(2) authorizes courts

to establish local rules | am a guarantor, surety, endorser, or other codebtor. Bankruptcy Rule 3005.

specifying what a signature o

IS | understand that an authorized signature on this Proof of Claim serves as an acknowledgement that when calculating

A person who files a the amount of the claim, the creditor gave the debtor credit for any payments received toward the debt.

fraudulent claim could be . . A . . . I

fined up to $500,000, | have examined the information in this Proof of Claim and have reasonable belief that the information is true and correct.

imprisoned forupto 5 1 declare under penalty of perjury that the foregoing is true and correct.
years, or both.

;g.;‘:'s'c' §§152,157,and £, otedondate __02/22/2023
. MM / DD 1 YYYY

Signature

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

Name

First name Middle name Last name
. Contract Manager

Title

Company Comac Medical Ltd.
Identify the corporate servicer as the company if the authorized agent is a servicer.

69 Bulgaria Blvd., Tower B, 7th Floor
. Address
Number Street
FEB 9 7 200 Sofia 1404 Sofia Bulgaria

City State ZIP Code Country

Kﬂmgﬂ%@ﬁﬁmsmﬂms Contact phone +359.2.892.1000 Email slav.sachanski@coniac-medical.c(

Official Form 410 Proof of Claim
page 3



FoxX HORAN & CAMERINI LLP
885 THIRD AVENUE .
I7TH FLOOR:
NEW YORK. NEW YORK i0028
. ATTORNEYS AND COUNSELLORS - TELEFHONE: (212/ 480-4800. .
AT LAW TELECOPIERS: (212i 269-2383
; : i2121-709-0248"

February 24, 2023

By FedEx:

Tricida, Inc. Claims Processmg Center '
c/o KCC

222 N. Pacific Coast Hwy., Ste. 300

El Segundo, CA 90245

Re: jn re Tricida, Inc., Debtor, .Case No.23-10024,
' United States Bankruptcy Court for the District of Delaware

To Whom It- May Concein:

We represent Comac Medical Ltd. (“Comac’ ) and write to submit Comac’s claim in
" Tricida Inc.’s bankruptcy case pending in the United States Bankruptcy Court for the District
of Delaware Case No. 23-10024. : . :

Accordmgly, please find enclosed, a copy of Comac’s claim on Form 410 mcludmg a
rider with 10 exhibits. -

In addltlon we enclose a second copy.of Form 410 and self-addressed stamped
envelope. Please mark the Form 410 as received and return the marked copy to us in the
enclosed envelope.

Thank you in advance for your attention to this matter.
Sincerely,

‘:/s/ Jeffrey M. Greilsheimer
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Schedule A to Comac-Medical Ltd. Proof of Claim
Comac-Medical Ltd. (“Comac’f) has a longFtanding relationship supplying services to

Tricida, Inc. (“Tricida;? or the “Debtor”).: The details of Comac’s‘claim are stated below.. .

Summaﬂ of Clalm ,

Comac submlts the claim for €181,164.43, which has a value in Umted States Dollars of :

$194 235 07 when converted at rate of €l = $1 07215 on the Pet1t1on Date.! Comac S cla1m L

‘arises under the partles Master Serv1ces Agreement dated July 9 2018 (Exhlblt l), as

1mplemented through the orlgmal work order dated May 1, 201 8 (EXhlblt 2) and modlﬁed by the

five amendments to that Work Order (EXhlbltS 3-7, respectlvely) The amount of Comac’s claim

is documented on two invoices: 0y Invorce No. 8198, issued on January 11, 2023 (Exhibit 8)

and (2) Invoice No. 8199, issued on Jariuary 1 1, 2023 (Ex_hibit _9).

_ Continuing Claim:

In addition to the amounts stated above, the parties’ Master Services Agreement requires

~ Comac to continue providing services as requested by Tricida. Comac’s services, to the extent

provided after the Petition Date are classiﬁed as a post-petition administrativ'e expense pursuant
to 11 U.S.C. § 503(b)(1)(A) ‘Comac heréby submlts its claims for all such serv1ces that have

been, or w1ll be requested after the Petition Date |
i

Reservatio'n of Rights

Com_ac-expressly reserves all rights to amend, revise, supplement, eXpand, change or alter

in any way; this Proof of Claim to the extent that it or its counsel and other professionals become

! Support for the currency conversation rate is attached hereto as Exhibit 10.



[

aware of any additional or different information. Nothing in Comac’s Proof of Claim shall be
deem.ed to waive, restrict, limit, cap <;r in any other way define the exteﬁt of Comac’s claims
against the Debtors énd their afﬁli_a&:s; Comac e)gp’res_sly states that it is submitting this Proof of'
Claim in respect of every service rendered to the Debtors or' their affiliates at any time, whether
or not i‘dentiﬁed in this Proof of Cléim. Nothihg in Com‘ac"s-Proof of Claim shall be deeméd to

be an admission, limitation or otherwise may be used against Comac in any way.
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Tricida-Comac MSA

MAS TER SERVICES AGREEMENT

THIS AGREEMENT made and entered into on this oth day of July 2018 (‘lhc, “Effective |

Date™) by and between:

: Tricida, Inc.,
located at: 7000 Shoreline Court, Suite 201,
South San Francisco, CA 24080, USA

and

COMAC Medical Ltd.
Company 1D: 103174683
131 Odrin 8tr.,
Sofia 1303
Bulgaria

WHEREAS
I Tricida, Inc. (hereinafier referred to as “SPONSOR™) is an independent global
phanmaceutical company, pursuing the development and commercialization of medicines.

IL. COMAC Medieal Ltd. (hereinafter referred to as “COMACY) is an international full
service clinical research/site management company engaged in the business of

- monitoring, consulting services, bioanalysis, GxXP auditing, Biometrics - statistics and

data management for research and product developmem of pharmaceuncal and diagnostic
products,

SPONSOR and COMAC are somelimes referred to herein iﬁdividually as a "Party” and

. collectively as the "Partics.”

it SPONSOR will retain COMAC to provide contract clinical ru,earch services in
connection with SPONSOR’s clinical studies (each, a “Study”) and COMAC will provide
such services when wqucsted pursuant to thc !erms and conditions of this Agreement;

THEREFORE, in consxdemtmn of the premxses and the mutual promises and

undertakings herein contamed the parties agree as follows:

|

Page 1
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Tricida-Comac MSA

SECTION 1: SFRVI(”D‘)

1.01: COMAC wnll provide the services for cach Study as specified in any Work
Order (the “Services™). The Services may include, but not be limited to, some or all of
the following: '

Clinical Trial Execution/Full Service

1.01.01. Early Phase Trials (/112 and BA/BE)

1.01.02. Interventional Phase I/ & MIb/AV Trials

1.01.03. Non-Interventional Studies

1,01.04. Clinical Monitoring

1.01.05. Risk-based Monitoring

1.01.06. Site Start-Up

1.01.07. Repulatory Affairs

1.01.08 Performance of oversight Momloung Visits

1.01.09. Project Management

" 1,01.10. Clinicai Biostatistics

1.01.11. Clinical Data Management

1.01.12. Central and Bioanalytical Laboratory

1.01.13. Safety & Phalmacongllance

1.01.14. Advisory Services ;

1.01,15. Clinical Trial Planning & Destgn

1.01.16. Site Management

1.01.17. Patient Recruitment Services

1.01.18. Patient Education

1.01.19. Independent Quality Assurance

1.01.20. PK/PD modeling

1.01.21. And any other activities as requested by SPONSOR in writing and as
defined in the respective Work Order

The Services shall be governed by the terms and conditions of this Master Services
Agreement (the “Agreement™) and by the mdw idual Work Orders (each a*Work Order™)
and any written amendments of this Agreement or Work Orders, A form of Work Order
is attached 1o this Agreement as an Attachmentl In the event of inconsistencies between
the body of this Agreement and a Work Order the body of this Agreement shall prevail
unless the terms of the Work Order specxﬁcally express the intent of the parties to override
the body of this Agreement. Each Work Order is a separate written agreement between
SPONSOR and COMAC, specitying the Services to be performed by COMAC and its
Affiliates, including, without limitaiion, the assumptions, the deliverables, costs, payment
schedule, and the time period for completion of components of the Services and such
other matters as the Parties may agree. Upon execution, each Work Order shall be subject
to all of the terms and conditions of this Agreement and deemed to be incorporated herein
by reference.

1.02; Neither the Services nor any terms of a Work Order may be modified
except as set forth in a written amendment to the applicable Work Order executed by
SPONSOR and COMAC.

Page 2
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Tricida-Comac MSA

1.03: COMAC will provide the Services to SPONSOR in the following
countries: Republic of Bulgana and/or any other country indicated in the respective Work
Order,

1.04;  As required under Title 21 CFR Part 312.52 or such other substantlally
equivalent regulation as may be required by the applicable jurisdiction where a Study is
conducted, including but not limited to Directive 2001/20/EC and Directive 2005/28/EC,
the Parties shall document in writing the transfer by SPONSOR to COMAC of any of
SPONSOR's responsibilities under Title 21 CFR Part 312, Subpart D or such other
substentially equivalent repulation as may be required by the applicable jurisdiction
where the Study is conducted. COMAC shall be responsible for compliance with such

iransferred obligations as contemplated under Part 312 and Applicable Laws and -

SPONSOR shall retain responsibility for those Part 312 obligations not expressly

transferred. Except for those obligations expressly transferred from. SPONSOR to

COMAC, SPONSOR shall at all times be deemed to be the “sponsor” of each Study
pursuant to the terms of Applicable Laws. Each Party shall provide such reasonable

_cooperation as the other may request in connection with the other Party’s compliance with

the applicable provisions of Part 312 related to the Services.

1.05: The terms of @ Work Order may be amended or modlﬁed by mutual written
agreement of COMAC and SPONSOR, SPONSOR may request changes to a Work
Order or, if COMAC believes a change in the ¢ scope or scale of Services ig necessary or

-advisable for reasons beyond the control of COMAC, COMAC shall so advise
"SPONSOR. In either case, the Parties will ncgoﬁate diligently and in good faith any
-proposed revisions and, upon agreement, execute a written Change Order (“Change

Order™) to the applicable Work Order within a reasonable amount of time. In the event
COMAC provides additional services or expends resources at SPONSOR’s written
request and in strict accordance with SPONSOR'’s requirements, in the absence of a
Change Order, SPONSOR will compensate and/or reimburse COMAC for all reasonable
fees and reasonable costs incurred.

i
1.06: If SPONSOR desires to conduct a Study in one or more countries that

require a Jocal representative where SPONSOR does not have a local presence, and
SPONSOR requests that COMAC or its Affiliate act as its agent for that purpose, and
COMAC or a COMAC Affiliate has a local’presence in the applicable jurisdiction,
COMAC or the COMAC Affiliate, as the case may be, agree to serve as SPONSOR’s

agent solely for the purpose of fulfilling such lo‘cal sponsor or representative duties. Any
such agent acting as SPONSOR’s local representauve shall first enter into a Letter of
Authorization and/or an Agency Agreement, as appropriate. Such Agency Agreement
will include appropriate additional terms, including but not limited to, additional safety
services, and an appropriate obligation of SPONSOR to mdemmfy COMAC for certain

claims that may be incurred by COMAC.

1.07: In performing the Services, COMAC will use employees who are
adequately trained, qualified and experienced to conduct the Services as specified in a
Work Order. Upon SPONSOR’s request from time to time, COMAC shall provide
SPONSOR with the curriculum vitae for one or more such employees who are or will be
performing Services hereunder. COMAC may review the qualifications of each such
employee, and may from time to time review the Services performed by each such
employee, SPONSOR may, in its sole discretion, direct COMAC not to assign a
particular employee to perform Services or to discontinue an employee's assignment

Page 3 Yoo
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hereunder.” Notwithstanding the foregoing, SPONSOR shall not be permitted to make
any such decision for any reason that violates any Applicable Laws. COMAC will
promptly respond io any such request and provide a replacement, at its own expense,
including, but not limited. to Swdy-specific trammg, within 2 mutually agreeable
timeframe.

COMAC shall allocate sufficient numbers of erﬁpleyees and work hours to the

performance of the Services. COMAC shall not, under any circumistances, remove or

_ transfer personnel or tesources away from the performance of Services under this

Agreement if doing so may reasonably result in COMAC’s failing to meet any of the
timelines or schedules set forth in each Work Order, except in such cases where such

change in timelines or schedules are expressly permitted under the terms of this-

Agreement or are otherwise expressly agreed to in writing by SPONSOR.

Tn each Work Order, the Parties will designate certain COMAC employees as the “Core

Team,” (,OMAC agrees that, except for reasons that are not reasonably within COMAC's

control (e.g., termination of employment or illness of a Core Team member), COMAC
shall not reassign any Core Team member during the term of the applicable Work Ovder.
If a change of a Core Team member becomes necessary, COMAC shall give SPONSOR
at least ten (10) days' written notice. The Parties will work together in good faith to

identify a replacement for the departing Core Team member and SPONSOR shall be - B

permitted to review the background of the replacement personnel and approve such
replacement personnel in advance, such approval not to be unreasonably withheld,
COMAC also agrées that if a change of a Core Team members becomes necessary, the
replacement personnel-will be adequately trained by COMAC, at COMAC's expense, on
all aspects of the applicable Work Order and Study in advance, and COMAC wilt bear

all reasonable costs due © delays or otherwise caused thereby.

1, 08 C‘OMAC’s standard operating procedures ("SOPs"), used by COMAC in
perfomnng Services under any particular Work Order, shall be in full compliance with

~ all.Applicable Laws, and shall be written in such a manner that comphance with such

SOPs shall result in compliance with Apphcable Laws. Prior to the ekecution of each

" Work Order, and subject to the confidentiality provxsmns of this Agreement, COMAC
shall provide or make available to SPO\'SOR copies of COMAC’s SOPs, if any, which
“are applicable to the Services described in such Work Order, and SPONSOR inay, from
time to titne and in SPONSOR’s sole discr etlon approve the use-of such COMAC SOPs;

direct the use of certain designated SPO\ISOR SOPs; or direct the use of a combination
of COMAC SOPs and SPONSOR SOPs. Any approval or other direction Ly SPONSOR

shall be set forth in writing and signed by both Parties, and COMAC shall promptly .

follow SPONSOR’s instructions as set forth therein, Throughout the term of this
Agreement, upon SPONSOR’s teasonable request, COMAC shall provide or make
available to SPONSOR copies of COMAC's SOPs applicable 1o the Sérvices. COMAC
shall use reasonable cfforts to ensure that its computerized systems comply with industry
standards, as such standards are updated from time to time, and any Applicable Laws,
including without limitation with respect to system dependability (including
completeness, accuracy, reliability and consistent intended performance) and system
controls (including contingency plans, such as alterriative recording methods in case of
system unavailability, and including data backup, storage and recovery plans sufficient to
protect against data loss and to ensure data quality and integrity).

Page d
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1.09: If COMAC. is performing Services hereunder that include elinicel
monitoring, COMAC shall ensure and verify that each Investigator makes all necessary
filings with the applicable regulatory authotities, provides all notices as may be required
by the protocol for the Study or Applicable Laws, and obtains all authorizations,
approvals, consents, favorable opinions, and other regulatory documentation required by
the protoco] and Applicable Laws, including, from each Study subject, an informed
¢onsent, as evidenced by a signed informed consent form, as approved by the ethics
committee, and an authorization form (“Authorization”) valid under Applicable Laws.
Each Authorization shall include terms that authorize such Investigator to process,

" disclose and transfer such Study subject’s personal data, sensitive personal data and

information .to SPONSOR, SPONSOR’s designees, COMAC, and vendors providing
services to SPONSOR andfor COMAC in connection with the related Study, as well as
to persons monitoring the Study, and to the representatives of the ethics commitiee and
the regulatory authorities, including the transfer to the United States, and, as appropriate,
the transborder transfer, of such data and information to other countries. COMAC shall
use reasonable efforts to ensure such Investigators comply with all Applicable Laws
regarding the privacy and protection of personal data, sensitive personal data and
information and the terms of the Authorizations. = If required by Applicable Laws,

COMAC shall obtain from each Investigator and other members of the Study team a
signed consent form compliant with Applicable Laws suthorizing the use and disclosure .
of that person’s personal data and transborder transfers and the transfer of such personal
data to the United States. With respect to Studies in the EU or which otherwise involve
the collection or processing of personal data within the European Economic Area: (1)
COMAC shall act as data processor for SPONSOR and as its local representative for data
protection purposes, in accordance with Appllcable Laws; (2) COMAC shall obtain and

. at all relevant times maintain its related reglstxahons with the appropriate supervisory

authorities; and (3) with respect thereto, the parties shall enter into the Data Processing
Agreement containing the Standard Contractual Clauses set forth by the EU Commission
Decision of 15 June 2001 (Decision 2001/«97/[2(‘) in the form attached hereto as
Attachment 2.

1.10:  Inthe event SPONSOR delays, suspends or places a hold on the Study for
any reason, Sponsor shall promptly provide COMAC with written notice of such delay,
hold or suspension, and SPONSOR and COMAC will, within thirty (30) days of such
notice, negoatiate in good faith .and endeavor Fo agree ‘on appropriate revisions to the
applicable Work Order and cach Party will complete its respective duties and obligations
as described in any resnlting agreed upon Change-Order. During the period following
COMAC’s receipt of SPONSOR’s notice of delay, hold or suspension, SPONSCR will
compensate COMAC for additional service feés and out-of-pocket expenses reasonably
and necessarily incurred by COMAC as a result of such delay or suspension, as agreed to

and set forth in any such resulting Change Order.

In the event that a Study is delayed or placed on-hold for more than thirty (30) calendar

-days, SPONSOR shall have the right to retain, at their expense, all Core Team members,

at their contracted rate for the duration of the delay or on-hold period. If SPONSOR does
not wish to retain any Core Team members for the duration of the delay or on-hold period,

. COMAC shall liave the right to reallocate any and all such staft after such thirty (30)

calendar day period. If the delay or on-hold period continues for one hundred eighty (180)
days, either Party may, by provxslon of written notice, terminate the applicable Work
Order, rc

. [T
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1.11: A Work Order may require that COMAC contract with investigators or
investigative sites (collectively, “Investigators™) 0. perform the related Study, or that -
COMALC assist SPONSOR with obtaining contracts with Investigators to: perform the
related Study, and, if so, COMAC shall use a contract form that is acceptable 1o
SPONSOR. If an Investigator requests any material changes to such form, COMAC
shatl submit the proposed changes 10 SPONSOR. and SPONSOR shall promptly
review, comment on, and approve of reject such proposed changes, and COMAC shall-
use its best efforts o' implement SPONSOR’s proposed changes. The Parties
acknowledge and agree that Investigators shali not be considered the employees, agems,

or subcontractors of COMAC or SPONSORS.

A Work Order may require that COMAC pay Investigators on behalf of SPONSOR.
COMAC shall make any such payments according to the schedule of payments agreed
upon in writing by SPONSOR and COMAC. COMAC shall only pay lavestigators
from advances or pre-payments made by SPONSOR to COMAC for Investigators
services, and COMAC shall not make payments to Investigators priot to receiving
sufficient funds from SPONSOR. Payments by SPONSOR to COMAC for

- Investigators® services are pass-thugh payments to third parties and do 1ot constitute
payments for COMAC"s Services. SPONSOR aprees that it shall not withhold
Investigator payments except to the extent permitied under the terms of the applicable
contracts with such Investigators.

SECTION 2: COMPENSATION AND EXPENSES

2.01: As compensation for its Services herennder, SPONSOR shall pay
COMAC the amounts set forth in each Work Order in accordance with the payment
schedule in such Work Order for Services properl) performed and expenses properly
incurred in accordance with terms of the Work Order.

2.02: Each Work Order will specity "a maximum amount of fees to be invoiced

for the respective project. SPONSOR will not be responsible for any overtime payments

to COMAC. Should the scope of a project desfcribcd in any Work Order change pursuant
to a Change Order to such Work Order, the fee to be paid by SPONSOR pursuant to such
Waork Order will be adjusted pursuant to such Change Order. Notwithstanding anything
herein seemingly to the contrary, SPO\ISOR! shall not be obligated to pay COMAC for
any expenses, labor costs or other fees that exceed the applicable line item in the budget
for Services or pass-through expenses or the total amount set forth in a duly executed
Work Order, unless and except in accordance with a fully executed Change Order.
COMAC shall invoice SPONSOR on a monthly basis unless otherwise set forth ina Work
Order. SPONSOR shall pay all undisputed invoices within forty-five (45) days of
receipt, At & minimum, each invoice shall clearly state (i) the period to which it relates,
(ii} a description of the Services invoiced, (iii) the name of the employee providing the
Services, except for clerical and administrative tasks, (iv) the time spent in performing
Services, except for Services not charged on a time.and materials basis, (v) the Study
title(s) (if applicable), and (vi) the purchase order numbet, if applicable. For reimbursable
expenses incurred (including Investigator grants), each invoice shall provide a deiailed
breakdown of expenses, ineluding a deseription of the expense, subtotals and totals.
COMAC shall retain original expense receipts for review by SPONSOR upon
SPONSOR’s written request or pursuant to an audit under Section 2.07, All fees for

Page 6
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Services and pass-through costs under this Agreement are stated exclusive of any local,
state, federal or foreign sales and vse taxes, VAT, if any, and any such taxes shall be paid
by SPONSOR. If such taxes are applicable under local regulanon% COMAC will add
these taxes to the invoices at the yelevant rate,

2.03: As set forth in the Work Order, SPONSOR will reimburse COMAC for
reasonable and agreed travel and other reasonable out-of-pocket expenses incurred by
COMAC personnel in providing the Services, subject to receipt of full and proper
documentation. All out-of-pocket expenses shall be billed at actual cost, without

"." achmmstl ative fee or other markup

2‘04. COMAC agrees not to conduct aliy work without prior wrilten
authorization from SPONSOR.

2.05: In the event SPONSOR disputes one or more 1tems in an invoice,
SPONSOR will notify COMAC as soon thereafter as reasonably practicable and such
notice shall contain a reasonably detailed description of the item(s) being disputed and
the basis therefor. COMAC will respond to SPONSOR within ten (10) business days of
receipt of the notification. This written communication pattern will continue until
COMAC has provided SPONSOR with sufficient justification.for the disputed item(s) or
until the Parties agree to a resolution of the disputed amount. SPONSOR shall pay the
undisputed portion of the invoice in accordance with the payment terms and shall use its
best efforts to pay the disputed amount within fifteen (15) days of resolution of the
dispute. In the event the Parties are unable 1o reach a satisfactory resolution within smly
(60) days of the original invoice, either Party may pursue alternative remedles in
accordance with this Agreement.

2.06: COMAC shall maintain complete and accurate financial records relating
to its performance of the Services and out-of-pocket expenses incurred in connection
therewith for 2 period of four (4) years or such later period as required by law. From
time to time during such period, SPONSOR may, upon not less than fifteen (15) -
business days’ prior written notice to COMAC and during reasonable business hours,
have an independent auditor appointed by SPONSOR examine such financial records
related solely to the Services provided under this MSA and respective Work Order.
SPONSOR shall incur the costs for any such examination, unless such cxamiration
concludes that pass-through costs amounts mvomed to SPONSOR were overstated by
an amount equal to or greater than five percent (5%), in which case COMAC shall pay
for the costs of the examination. COMAC shall reimburse SPONSOR any overstated
amount within ten (10) days after such dctermmatzon has been reached. If the Parties
disagree about the results of any such examination and are unable to resolve such -
disagreement, the Parties shall use the dispute resojution procedures in Section 18.05
below to attempt to resolve the matter,

SECTION 3: WARRANTIES & REPRESENTATIONS

3.01: COMAC warrants.and represents that each individual providing Services
under this Agreement or any Work Order hereto is an employee of COMAC or under
contract by COMAC and that all physicians employed by or under the control of COMAC
have current licenses to practice medicine in each country in which they perform services.
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COMAC shall be responsible and primarily liable for the compliance of its employees,
contractors, physicians, and agents with all of the terms and conditions of this Agreement
and the applicable Work Order.

3.02: COMAC warrants and represents that each individual providing Services
under this Agreement or any Work Order hereto shall be considered an ‘insured* under
COMAC policy of professional liability insurance and that such policy is sufficient for
the provision of Services hereunder. If any individual providing Services under this
Agreement or any Work Order hereto does not fall within the definition of ‘insured’ under
COMAC’s policy of professional liability insurance, then COMAC shall ensure that such
individual maintains a separate policy of professional liability insurance which such
policy shall be sufficient for the provision of Services rendered by such individual,
COMAC shall provide a eertificate of insurance or equivalent evidence of such insurance
upon request of SPONSOR from time to time,

3.03: COMAC warrants and represents that all Services shall be provided in a
diligent and professional manner in conformity with the terms of this Agreement and any
Work Order hercto, all written instructions of SPONSOR, all relevant professional
standards and all Applicable Laws, Unless otherwise expressly provided in a Work
Order, “Applicable Laws” means all applicable federal, state, foreign and local {aws,
rules, regulations, guidelines, and other authoritative sources of law and guidance
including, but not limited to, the United States|Food, Drug and Cosmetic Act, 21 U.S.C.
§ 301, e seq., as amended, and all regulations promulgated thereunder; regulations of the
United States Food and Drug Administration ( (“FDA”) found in Title 21 of the Code of
Federal Regulations (“CFR”), inchiding, but not limited to Parts 312, 50 and 36;
applicable industry guidance developed by thg FDA; Good Clinical Practice (as defined
below), the European Union (EU) Clinical Tnals Directive 2001/20, national laws and
guidelines implementing such directive, and the EU General Data Protection Regulation
and all EU guidelines implementing such regulanon with respect to clinical trials at sites
in the EU/European Economic Aves; the Health Insurance Portability and Accountability
Act of 1996 (“HIPAA™) and its 1mplemennng regulations (to the extent applicable to a
Party); anti-btibery laws including the UK Ahnti-Bribery Act 2010 and the US Foreign

* Corrupt Practices Act of 1977 and similar laws and regulations of any jurisdiction in
which Services are performed (the “Ami—i?libuv .Laws™) and all other applicable
international, ‘regional, state, provincial, and local laws, rules; repulations, and
declarations and directives by governmental |entities with the authority of law. “Good
Clinicel Practice” means the standard defined in the ICH Harmonised Tripartite Guideline
For Good Clinical Practice E6(R1) Current Step 4 version dated 10 June 1996 (including
the Post Step 4 corrections) together with, for Services pertormed in the European Union,
such other Good Clinical Practice requirements as are specified in Dirvective 2001/20/EC
of the European Parliament and the Council of 4 Aprit 2001 relating to medicinal products
for human use and in guidance published by the Eurcpean Commission pursuant to such
directive; and for Services performed in other jurisdictions, any analogous laws and/or
regulations.

3.04: COMAC warrants and represents that all Services shall be provided in all
material respects in conformity with all applicable Good Clinical Practices for trials on
medical products in COMAC regions of service operation and the European Economic
Area,
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3.05: By signature of this Agreement the cach Party represents and warrants to
the other Party that, as of the date of this Agreement, neither i, its Affiliates nor any of
its or its Affiliates® employees, agents or principals nor, to its knowledge on due inquiry,
any of its or its Affiliates’ contractors performing any activities in connection with this
Agreement, are debarred, suspended, or proposed for debarment by the U. S, Food and
Drug Administration (“EDA™) or any agency of the U.S, Federal Government or any
foreign and applicable equivalent of the FDA (“Applicable Governmental
Authority™). Further, each of the Parties shall provide immediate written notice to the
other Party in the event that during the perforinance of this Agreement it, its Affiliates or
auy of its or its Affiliates’ employees, agents, principals or contractors is debarred,
suspended, or proposed for debarment, or is subject to investigation which could lead to
debarment, by the FDA or an Applicable Governmental Authority.

SECTION 4; STANDARDS OF PERFORMANCE

4,01: SPONSOR shall be permitted to monitor all aspects of the work performed
by COMAC under this Agreement by having one or more of SPONSOR’’s representatlves
examine the records, standard operating proce[dures and facilities of COMAC prior to
initiation of any Services by COMAC pursuant to any Work Order hereto, and during the
term of this Agreement and fora period oftwo (2) years thercafter, to assure the adequacy
of COMACs facilities and to ensure that the béwxces are being conducted in accordance
with this Agreement, the relevant Work Oldcr(s) attached hereto, and all Applicable
Laws, Soch requests shall be made at reasonablc times, but, except for audits for causc,

on no less than 28 (twenty-eight) working days prior motice. The involvement of

- SPONSOR's representatives shall not be const]rucd as approval or acquicscence of any

procedures performed by COMAC, which shall remain its sole rcsponsxblhty COMAC
shall promptly and completely respond to|any deficiencies found in any such

4.02: COMAC shall use its best eﬂ”onls to provide Services:to SPONSOR by
assigning qualified monitors with prior experience in SPONSOR studies.

- 4.03: In case COMAC provides Services on more than five (5) SPONSOR

studies at the same time parties agree that COMAC shall assign a single point of

contact/escalation, 1.e. Line Manager,

SECTION 5: CONFIDENTIALITY AND OWNERSHIP

5.01: COMAC understands that COMAC’s relationship with SPONSOR and
its directors, officers, employees, agents and contractors is one of confidence and that
during the period of COMAC’s engagement, COMAC will acquire or may have already
acquired knowledge of, or access to, information, data and raterials, in any media,
including, but not limited to, this Agreement and any Work Order or attachment hereto,

'SPONSOR’s study drug(s) (the “Study Drua(s)”), Sponsor Property, Work Product,

Inventions and other data information and materials of SPONSOR  which are not known
to the general public (hereinafier “SPONSOR Confidential Information™). For clarity,
SPONSOR is deeined to be the “disclosing Party” with respect to Sponser Property, Work
Product and Inventions. COMAC agrees to hold all SPONSOR Confidential Information
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i
in strict confidence and will not at any time, cither during COMAC's engagement or
thereafier. disclose any SPONSOR Confidential Information 1o any other person or entity

- except as provided herein, and will not use any SPONSOR Contidential Information for

COMAC’s own benefit or the benefit of any other person or entity. COMAC agrees to

disclose or permit access to SPONSOR Counfidental Information strictly on a need-to--

know basis: (i) to its employees who are under a written obligation to maintain the
confidentiality of such Confidential Information on terms no less: restrictive than those
contained herein; or (ii) when directed by court order or governmental agency. If directed

- by court order or governmental agency to disclose SPONSOR. Confidential Information

hereunder, COMAC shal} immediately provide SPONSOR with a copy of such request
promptly so thar prior to the required date of disclosure, SPONSOR shall have the right
lo challenge such disclosure provided that local laws in force and circumstances permit
such challenge, COMAC agrees to retain SPONSOR Confidential Information organized
in a manner which permits prompt and reascnable access and/or retrieval and/or disposal
of such SPONSOR Confidential Information upon SPONSOR s prior request. COMAC

. further agrees not to disclose, excepi.as requiredt by law, the existence of this Agreement
- and/or any Study, nor use or publish the name of any entity associated with any Study in

promotion or adverlising without the prior written consent of SPONSOR. COMAC

acknowledges that it shall not have the right to publish any information concerning any .

Study. Neither this Agreement nor the disclosure by SPONSOR of SPONSOR

- Confidential Information to COMAC shall be deemed by imiplication or otherwise to vest

in COMAC any license, right, tie, interest in or ownership of the SPONSOR

" Cotifidential Information,

5.02: COMAC shall wilize reasonable organizational and technical
information technology security procedures 1o safeguard Sponsor Confidential
Infoxmatlon including, w nhout limitation, the measures set forth below and any
additional security standards in tlns Ameemem or any Work Order.

(a) COMAC shall segregate all Spbnsor Confidential Information that is |
maintained on COMAC’s system in electronic form from COMAC’s main network,
with appropriate firewall protection - :

(by All Sponsor Confidential Intoxmat;on that is entered, mamtamed proccsscd
and/or viewed on COMAC's system in electronic form shall be accessible onty by
personnel assigned to perform Services hereunder, through appropriate user
authentication (e.g., user -specxf ¢ names and ;‘Jasswords) and/or designated e-meil

addresses.’

(c) Unless othenvise agreed in writing by Sponsor, COMAC shall cause any
Sponsor Confidential Information communicated via the Internet or stored on any
Study-specific COMAC website to be encry ptcd ot protected through the use of othen
mutually acceptable security techniques as agreed between the Parties.

(d) COMAC shall restrict direct access to Study database servers to persohnel
performing Services under the-Work Order related to such Study and personncl

- assigned b\ COMAC 10 monitor and back up the system.

(e) COMAC shall ‘store any Sponsor Confidential Information that is in hard
copy form or on electronic media (e.g., tape or compact disc) in a securc area with
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conttolled access restucted to personnel assigned to perform Services bereunder and file
room personnel.

SPONSOR shall have the right to audit COMAC’s compliance with the requirements of
this paragraph and, in the event that SPONSOR determines that COMAC’s security
measures are not reasonably sufficient to maintain the security of Sponsor Confidential
Information, the Parties shall negotiate in good faith to determine additional security
measures that COMAC shall implement. '

5.03: SPONSOR understands that SPONSOR’s relationship with COMAC and
its directors officers and employees, is one of confidence and that during the period of
SPONSOR ’s engagement, SPONSOR will acquire or may have already acquired
knowledge of, or access to, information, data and materials, in any media which relate to
the business, operations, products, or plans of COMAC and which are not known to the
general public and is not otherwise Sponsor Confidential Information (hereinafier
“COMAC Confidential Informaticn”) SPONSOR agrees to hold all COMAC
Confidential Information in strict confidence and will not at any tinie, either during .
SPONSOR’s engagement or thereafter; disclose any COMAC Conﬂdentnal Information
to any other person or entity except as provided herein, and will not use any COMAC
‘Confidential Information for SPONSOR’s own benefit or the benefit of any other person
or entity. SPONSOR agrees to disclose or permit access to COMAC Confidential
Information strictly on a need-to-know basig: (i) to its employees, agents and. contractors
who are under a written obligation fo maintain the confidentiality of such Confidential
Information on terms no less restrictive than those contained herein; or (ii) when directed
by court order or governmental agency. If dir ected by court order or governmental agency
to disclose COMAC Confidential Information hcrcunder SPONSOR shall immediately
provide the COMAC with a copy of such request promptly so that prior to the required
date of disclosure, COMAC shall have the nght to challenge Such disclosure provided
that local laws in force and circumstances permit such challenge. SPONSOR agree to
retain COMAC ‘Confidential Information organ'1zed in & manner which permits prompt
and reasonable access and/or retrieval and/or dxsposal of such COMAC Confidential
Information upon COMAC’s prior request. SPONSOR further aprees not to use or,
publish the name of COMAC and/or any entity z“zssociated with COMAC in promotion or
advertising without the prior written consent of COMAC, Neither this Agreement nor
the disclosure by COMAC of COMAC Confi dc‘mtial Infonmation to SPONSOR shall be
* deemed by implication or otherwise to vest in SPONSOR any license, right, title, interest
in or ownershxp of the COMAC Conﬁdentlal In foxmanon

5.04: ‘The foregoing obligations shall not apply to information of the disclosing
Party that the recipient establishes:

5.04.01: by written documentation was known to the recipient prior
to receipt from the disclosing ‘Parly and not under an obligation of
confidentiality to the disclosing Party;

5.04.02: is in the public domain or lawfully becomes gcnérally '
. available to the public through no fault of the recipient; or

. 5.04.03: s lawfully acquired from third parties provided any such
third party is not bound by an obligation of confidentiality to the disclosing
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Party with fespeet to such information at the time of disciosure to the =
recipient.

5.05: Upon completion ot termination of COMAC’s Services hereunder, or .
upon SPONSOR's request, COMAC shall return any Sponsor Confidential Information
to SPONSOR and/or at SPONSOR s request, destroy any portion of any drug labels,
documents, computer records, notes and any other material which contain any Sponsor

* Confidential Information, except for documents which must be retained by COMAC

under Applicable Laws. SPONSOR, upon COMAC’s request, wiil return any COMAC
Confidential Information to COMAC. :

5060 C OMAC agrees that all mformatxon, results and data, ausmg out of the
Services (“Work Product™) and all ideas, discoveries. improvements, inventions or works
of authorship conceived, reduced to practice or made by COMAC, alone or jointly with
others (“Inventions”) shall be the exclusive property of SPONSOR. COMAC, on behalf
of itself and its personnel, hereby assigns to SPONSOR all right, title and interest in and
to Work Product and Inventions and all associated patent rights and other intellectual

" property rights therein, Whenever reasonably requested to do so by SPONSOR, at

SPONSOR’s reasonable expense, COMAC will execute and will cause its personnel
(including " contractors and subcontractors) to execute any and all applications,
assignments or other instruments and give testimony which SPONSOR shall deem
necessary to apply for, prosecute, enforce, defend and obtain letters patent of the United
States or of any other country or to protect othcr\use SPONSGCR’s interest in Inventions

. and Work Product, Nothing herein shall be deemed to grant COMAC any rights under
“any-patents, patent applications or other intellectual property owned or conirolled by

SPONSOR nor any rights to the Study Drug(s) or the results derived from the Services
hereuider. COMAC shall ensure that its contractual arrangements with its employees,
comtraciors and subcontractors provide tor their assignment to SPONSOR, of all
Inventions. COMAC acknowledges and agrees that it is solely responsible .for any
compensation that may. be due to its emplovees, contractors or subcontraciors by
Applicable Laws or otherwise in connection \\"'ith the ownership provisions herein.

5.07: SPONSOR agrees that any and all inventions, ideas, discoveries, work of
authorship, copyrights. or work product and all know-how, not arising from the Services
under this Agreement or that are made, wncen ed, discovered, -created. invented, ot
reduced fo practice by COMAC or COM AC’s petsonnel prior to the' Effective. Date
remain solely property of COMAC. -

5.08: Theterms of Secubns 5.01 throuzh 5.04 shall survive the expiration or earlier

_termination of this Agreement for a period of tcn (10) years and the terms of Secuon 5.06

shall survive indefinitely.

SECTION 6: TERM & TERMINATION &

_ 6.01: This Agreement shall be effective from the Effective Date and shall
thereafier remain in full force and effect until termination or expiration as provided
herein, Termination of this Agreement automatically termmates any Work Order then in
effect.
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6. 02 This Agrccmcnt or any Work Order may be teummted by either party
upon default in performance of the other party, provided that any defaulting party shall
be given not less than sixty (60) days prior written notice of default and the opportunity
to cure the duldull during such period.

6.03; Sponsor shall without cause have the right to terminate this Agreement
or any Work Order hereto at any time by giving COMAC sixty (60) days prior written
notice.

‘ 6.04: Both COMAC and SPONSOR recognize that early termination of this
Agreement or a ' Work Order requires both discussion and. coordination between the

- Parties to ensure Study subject safety, continuity of treatment (if appropriate and at

Sponsor’s expense), compliance with all Applicable Laws and that the utility, quality or
integrity of the Study is maintained. Upon early termination of this Agreement or a Work

. Order, COMAC shall cooperate with SPONSOR to provide for an orderly cessation of

the applicable Services and, if applicable, transfer of the Services to Sponsor or its
designee. Each Party further agrees that it will take no action or forego taking action if
such action or forbearance would in any manner jeopardize Study subject safety or the
utility, quality or integrity of the Study or violate or cause the other Party to violate any
Applicable Laws. The Parties shall discuss in good faith and endeavor to agree to a
reasonable plan for the winding down of the Services and COMAC shall perform such

Services as are reasonably necessary in connettion with the orderly wind-dowa of the
‘Study or the transfer of COMAC’s responsibilities-to Sponsor or Sponsor’s designee.
COMAC shall reasonably cooperate with any designee appointed by Sponsor to take over .

any or all of the Services contemplated under a terminated Work Order at Sponsor’s
expense,

6.05: In the event of termination, COMAC shall be entitled to receive payment
for all Services properly performed and expenses incurred prior to the effective date of
termination in accordance with the Agreement or the Work Order, as applicable, as well
as any obligations agreed to by SPONSOR and COMAC for the purpose of winding down
the Study or transferring the Services. If payments under a Work Order are milestone-

* based, and the Agreement or applicable Work Ordcr is terminated after costs have been

incurred by COMAC toward achieving a mxlcslone but that milestone has not yet been

completed, the Parties shall negotiate in good ialth 1o agree on the amount that SPONSOR -

shall pay COMAC for satisfactorily completed Services. Notwilhstanding the foregoing,
after receiving or providing notice of termination of this Agreement or a Work Order,
COMAC shall promptly act to mitigate and cancsl 1o the extent possible, all obligations

-that would incur expense related to the Agneement or the terminated Work Order and

COMAC shall not, without SPONSOR’s prior approval perform eny additional Services,
incur expenses, or enter into any other obligations related to the Agreement or the

terminated Work Order. Upon completion of the Services under a Work Order or the )

éarlier termination of a Work Order, COMAC shall forward all Sponsor Property and
Work Product to SPONSOR within ten (10 busmcss days or such other pcnod as may be
agreed upon by-the Parties.

6.06: If not sooner terminated, this Agreement will explre five (5) years from
the Effective Date of this Agreement, or upon completion of any Work Order in effect on
such date, whichever is the later.
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6.07: Termination of this Agreemcnf shall not adversely affect any rights.or
remedies accrued prior 1o the date of termination and each Party retains all rights and
remedies available in law or equity. l
SECTION 7: IN DEMN]I"ICATION :

7.01: COMAC shall indemnify, defend and hold harmless SPON%OR and its
Affiliates and its and their successors, otficers, :d\rectorb, employees, contract employees,
agents and Affiliates (collectively, “Sponsor Indemnitees™) from and against any aad all
third party actions, claims or proceedings and related losses, costs, expenses and damages
(including reasonable attomeys fees a‘nd the costs or investigation and
defense)(“Claims™ to the extent arising from (a) the negligence or willful misconduct of -
any COMAC Indemnitee; (b) breach by any CpM AC Indemnitee of this Agreementora
Work Order; or (c) the failure of any COMAC Indemnitee to comply with Applicable
Laws; provided, however, that COMAC shall have no obligation to defend, indemnify or
hold harmiess any Sponsor Indemniice to the extent any such Claim arises from: (a)
bodily injury (including death) of a Study subject arising from the proper administration
and use of the Sponsor’s Study drug or any ﬁrocedure required by the protocol for the
Study to which the Study subject would not hawe been exposed but for participation in
the Study; (b) the negligence or wiliful misconduct of any Sponsor Indemnitee; (c)
breach of this Agreement or a Work Order by any Sponsor Indemnitee; or (d) the failure

of any Sponsor Indemnitee to comply with Applu.able Laws.

7.02: Sponsor shall indemnify COMAC and its Affiliates and its and their
officers, directors, employees and agents (the| “COMAC Indemnitees”) from any Claim
to the extent arising from (i) COMAC’s proper performance of the Services and all of its
obligations under this Agreement, the apphcable Work Order, and any protocol related
thereto, (ii) the Siudy drug’s harmful or othermse adverse etfect, including, without
limitation, a Claim based upon the consumptwn, sale, distribution or marketing of any
substance by SPONSOR, including the Studvl drug, (iii) the breach of this Agreement or
the apphcable Work Order by-any Sponsor Indemnitee, or (iv) the negligence or willful
misconduct of any Sponsor Indemnitee; 'proxlided, however, that SPONSOR shall have
no obligation to indéemnify, defend or hold harmiess any COMAC Indemnitee for any
Claim to the extent arising : from {a) the neg,lxgencc or willful misconduct of any COMAC
Indemnitee; (b) breach by ahy COMAC Indemnitee of this Agreement or a Work Order;
or (¢) the failure of any COMAC Indemnitee to comply with Applicable Laws.

7.03: Upon receipt of written notice of any Claim which may give rise to a right of
indemnity from the other Party hereto. [the Party seeking indemnification (the
“Indemnified Party’) shall give written Inotice thereof to the other Party (the
“Indemnifving Party™). The Indemnified Party shall permit the Indemnifyinyg Party, at its
own option and expense,.to assume the complete defense and settlement of such Claim,
provided that the Indemnified Party will have the right to participatc in the defense and
settlement of any such Claim at its own cost and expense. As to those Claims with respect
to which the Indemnifving Party does not elect 10 assume control, the Indemnified Party
will afford the Indempifying Party an opportumty 1o participate in such: defense and
settlement, at the Indemnifyirig Party’s own cost and expense. Neither Party will seitle
any Claim without the advance, written consent of the other Party which consent will not
be unreasonably withkeld, conditioned or delayed.
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~ 7.04: The terms of this Section 7 and the parties’ obligations hereunder, shall
4 survive termination or expiration of this Agleement and the completion of COMAC .
Servicés hereunder for 2 period of three (3) years

SECTION 8: INDEPENDENT CONTRACTOR / EMPLOYEES

~ 8.01: COMAC shall perform Services under this Agreement only as an
independent contractor, and nothing contained herein shall be construed to be inconsistent
with that relationship or status. COMAC, its Affiliates, employees, contractors and
consultants shall not be considered employees or agents of SPONSOR and shall not have
the authority to bind, obligate or create any contractual liability for SPONSOR without
SPONSOR’s prior written approval. This Agrcement shall not constitute, create, or in any
way be interpreted as, a joint venture, partnelshlp, or business organization of any kind.
As such each party shall be responsible for their own employees and their respective
employees’ wages, benefits, workers’ compcnsauon, unemployment insurance and
payroll and other taxes. :
|
SECTION 9: INSURANCE |
~9.01:  Atall times during the term of this Agreement and for a period of three (3)
years thereafter, COMAC shall maintain in for“ce, with a reputabie insurance company,
insurance or commercially reasonable scope and terms, given its obligations under this
Agreement and otherwise sufficient for the provision of Services and any ligbilities of
COMAC arising therefrom hereunder at all times during the term of this Agreement.
Upon request from time to time, COMAC shall provide SPONSOR with a certificate of
- insurance evidencing such-coverage.

9.02:  SPONSOR explicitly confirms that each Study to which this Agreement

relates shall be covered by civil liability insuraq‘ce policy which shall be taken out for

the specific purpose of providing a mechanisim for compensation for Serious Adverse

Events occurring during the Study as a result of administration of the test product (s) in
strict adherence to the Protocol and as otherwise required by Applicable Laws I
the jurisdictions in which COMAC is pro i 1dmg Services, SPONSCR shall provide

'COMAC with a certxﬁcate of insurance for the pohcy(xcs) upon request.

SECTION 10: FORCE MAJEURE

10.01: Neither party shall be responsible for any default under this Agreement to
the extent that such default is the result of smkes‘ riots, wars, fire, natural disasters or any
other cause beyond its reasonable contiol; pxovxded that the affccted Party provides
written notice of such event as soon as reason‘ably practicable and uses all reasonable
efforts to resume full performance as soon as possible

SECTION 11: OWNERSHIP

11.01: All information, documents, results and raw data arising from or in
connection with a Study, excluding patient medical records and any other third party
proprietary information, are and shall be solely. owned- by SPONSOR (“Sponsor
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Propesty™. COMAC hereby assigns to SPONSOR all right, title and interest inand 1o’ -

Sponsor Property. Following completion or termination of the Services outlined in an
Work Order or upon Sponsor’s request, COMAC will return to SPONSOR all Sponsor
Property d and upon SPONSOR'’s written request, COMAC shall promptly destroy all
documentation and unused study materials in accordance with SPONSOR’s written
_instructions. Notwithstanding the foregoing, 1o the extent required by Applicable Laws
or the terms of a Work Order. COMAC will retain and store Sponsor Property {providing
SPO\SOR with copies thereof) for the period requir ed by Applicable Laws or the Work
Order. No retained Sponsor Property will be destroyed by COMAC without the prior
written consent of Sponser

SECTION 12: COMMUNICATIONS & PAYMENTS

17 01: All notices and administrative and payment related communications under =~ -

this Agreement and the corre>pondmg Work Orders shall be conducted by facsimile, by

reputable infernational courier or via first class mail and shall be deemed to b delivered .

upon confirmation of receipt. All such notices and communications shall be addressed 1o
the 1cspc,ct1ve pames as follows or such other addresses as a Party may desxgnate b)
written notice in accordance with this Section:

To SPONSOR: Tricida, Inc. |
' Attn: . Yuri Stasiy
Vice President, Clinical Operations’
Tricida, Inc. .
7000 Shoreline Court, Suite '301
South San l'ranusco CA, 94080, U.S.A.
Tel: +1 415988 5120

Email: ystasiv@tricida.com

!

|

To COMAC: Comac Medical
: - Aun: Viadimir (JOIdl'lOV
‘South Side Busmess Centre:
38, Maystor Aleksi Rilets Str., 5th fl.
Res, Distr, Manastirski Liv; ad1 Waest
1618 Sofia, Bulgaria
‘Tel: +359 2 892 10 00
Fax: 43592 892 10 03

12.02: Pa&mem of fees and expenses shall be made as set out in the Work Orders.
SECTION 13: NON- G()Ll(‘ITATI()N
13.01: Neither party shall during the 'period of this Agre(,ment and for at least

“twelve months thereafter’ (directly or indirectly) induce or attempt to induce any
employee, contractor or consultant of the other party to end their engagement by that other
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. party prematurely. Nolthhstandmt, the foregoing, employment or engagemem by a
Party of an employee, contractor or comu]taut of the other Party who responds to a
publicly available notice shall not be deemed to violate this Section.

 SECTION 14: INSPECTION
l
14.01: If SPONSOR or any governmental/regulatory authority gives notice to
COMAC ofits intention to conduct an inspection of COMAC’s facilities or take any other

regulatory action with respect to the Services set forth in this Agreement, then COMAC -

will immediately notify SPONSOR thereof dnd SPONSOR shall have the right to be
present at any. such inspection or regulatory action. COMAC will provide SPONSOR.
with copies of any documentation issued by ‘the governmental/regulatory authority and

its proposcd response thereto, which response will be subject to approval by SPONSOR

prior to issuance, COMAC will promptly remedy any- acknowledged deficiencies
_affceting to the provided Services arising from any such mspectzon

14.02: SPONSOR QA or representatwe may conduct audits of Investigators to
enable SPONSOR to assess whether the Services are being provide in accordance with
this Agreement and the applicable Work Or:der and shall work directly with such
Investigator and COMAC’s project team in connectmn with such audit. COMAC shall in
good faith and as requested by SPONSOR in w[r:tmg, assist SPONSOR in obtaining the
information requested or required in the conduct of the audit, If requested to SPONSOR.
in writing, SPONSOR shall reimburse COMAC for out of pocket costs for COMAC

personnel assisting with translation during the conduct of an Investigator audit.

SECTION 15: ANTI-BRIBERY PROVISIONS

15.01: The Parties hereby warrant, represent and undertake that:

(a) They will comply with the requxrememq of all applicable Anti-Bribery Laws
both national and foreign, including the US Foreign Corrupt Praclices Act of

1977, as amended (the “I'CPA”) and the UK Bribery Act 2010 (the “UK Bube[y »

Act™), and;

(b) None of their employees, agents, officers or other members of their management
are officials, officers, agents, represcn‘tatives of any government or political
party or international organization where they may be in positions of official
government authority able to use that position to improperly help the other Party
hereto or its clients obtain or maintain business or obtain a business advantage.
The Parties hereto agree that they shall r'lot make any payment, either directly or
md1rectly, of money or other assets, including but not limited to the
compensatxon derived under this Agreement (hereinafter collectively referred as

a “Payment™), to government or political party officials, officials of international
orgammtmns candidates for public office, or representatives of other businesses
or persons acting on behalf of any of the foregoing (hercinafter collectively
referred as “Qfficials™) where such Paymcm would constitute violation of any

law, including the U.S. Foreign Corrupt Practices Act. In addition, regardless of

legality, the Parties hereto shall make no Payment either directly or indirectly to
" Officials if such Payment is for the purpose of influencing decisions or actions'
with respect to the subject maiter of this Agreement or auy other aspect of the
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other Parly hereto or its business, Eadlx of the Parties shall report any violation
of this paragraph prompily 10 the other Party hereto and agrees to respond 1o any
inquiries from the other Party about any potentiai violations and make
appropriate records available to the other Party or its clients upon request. At
any time upon the request of the other Party, the requested Party agrees to certify
in writing its ongoing compliance |with the obligations contained in this

. paragraph: Each of the Parties undertake 1o provide any reasonable assistance
as requested by the opposite Party to enable such Party to perform any activity

* or actions required by any relevant auﬁhority‘ for the purpose of compliance with

the anti-bribery requirements. ;

(c) COMAC represents, warramts that it maintains adequate internal controls and
R i . . N
accurate books and records to the extent required in order to comply with
applicable Anti-Bribery Laws. !

SECTION 16: USE OF SUBCONTRACTORS AND AFFILIATES

16.01: SPONSOR agrees that COMAC may use COMAC Affiliate(s) to provide
Services under this Agreement, COMAC is a d shall remain responsible and primarily
liable for the performance by its Affiliates of any Services; In addition, SPONSOR and
COMAC Affiliates are authorized to negotiate, enter into and sign Work Orders and such
COMAC Affiliates shall become a party to tl‘}is Agreement upon execution of a Work
Order with respect to such Work Order only. Where the context requires it, any reference -
to “COMAC™ in this Agreement or in any Work Order shall be deemed to include any
COMAC Affiliate. For purposes of this Agrécment, “Affilistes” means any entity that .
controls, is controlled by or is under common|coniro! with, that Party. “Control™ means
the possession, directly or indirectly, of at least 50% of the share capital or voting rights
or of the power to direct or cause the direction of the management and policies of an

entity, whether through the ownership of volin‘g securities, by contract or otherwise,

16.02. Upon prior written notice to SPONSOR and with SPONSOR’s written
consent, COMAC may use subcontractors 1.0[ conduct some elements of the Services.
Identification of a subcontractor and the, Services to be performed by such subcontractor
ina Work Order shall be deemed to be such consent. In the event that SPONSOR objects,
for reasonable cause, 1o any such subconu'act(gi', COMAC will replace the subcontractor
within 8 mutually agreeable timetrame. COMAC will be tesponsible atd primarily liable
for the performance of .such subcontractors with all the texms and conditions of this -
.Agreement and the applicable Work Ogder. L\s used herein, -the tenn “subconiractor”

includes contractors and consultants.

SECTION 17: SURVIVAL OF OBL[GAT!}ONS

17.01: The provisions of sections 2.07, 5, 6.04, 6,05, 7.9, 11, 13, 14, 17, 18.04
and 18.05 and each Party’s obligations thereunder shall survive termination or expiration
of this Agreement and the completion of COI\;'IAC’S Services.

\
{
l
i
I
i
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SECTHON 18: MISCELLANEOUS

18.01: This Agreement and the applicable Woxk Order constitutes the entire

" agreement between the Parties on the subject matter defined in such h Work Order and
supersedes all prior contracts, agreements, and understandings relating to the same
subject matter between the Parties, Notwithstanding the foregoing, the parties
acknowledge and agree that the existing Master Services Agreement effective as of July
1, 2015[] between the parties remains in full force and effect and applies to all Work

Orders entered into prior to the Effective Date hereof. This Agreement shall apply to all

Work Orders entered into on or-after the Effective Date hereof and to all Work Orders
~entered into prior to the Effective Date hereof that expressly state thal they will be

" governed by this Agreement. The parties intend this Agreement to be a complete
statement of the tenns of their agreement, and no change or modification of any of the
provisions of this Agreement or any Work Order shall be effective unless it is in writing
and signed by a duly authorized representative of SPONSOR and COMAC,

18.02: This Agreement shall constitute a basic agreement between the parties, the

terms and conditions of which shall apply to each Work Order agreed upon by the parties,

No waiver of any term, provision or condition of this Agresment whether by conduct or

otherwise in any one or more instances will be deemed to be construed as a further or
continuing waiver of such term, provision or condition or of any other term, provision or
condition of this Agreement To be effective, a waiver shall be in writing, signed by the
Party provxdlng the waiver.

18.03: Neither Party shall have the right to assign this Agreement or any of the -

rights or obligations hereunder without the prior written consent of the other Party, except
that either Party may, assign this Agreement to a purchaser of or successor to that area

of its business to which this Agreement is related (or, the case of SPONSOR, the

outstanding Work Orders relate), upon prior written notice, where such successor has the
financial and operational capacity and ability to perform the assigning Party’s obligations
hereunder.

- 18.04: If any of the provisions of this Agxeement shall be held to be invalid,
1llegal or unenforceable, the vabdxty, legality or enforceability of the remaining
provisions of the Agreement shall not in any waﬂr be affected or impaired thereby and the
invalid provision shall be modified by agreement of the Parties to the extend required to
be enforceable.

18.05: . This Agreement and all disputes ansmg hereunder will be governed by and
interpreted in accordance with the laws of the jurisdiction in which the party that is the
defendant in such action or proceeding is prmcq%ally located without giving effect to the
principles of conflict of laws of such jurisdiction.

In the event a dispule relating to this Agreezi:en't or any Work Order arises between the

Parties, except a dispute arising under Section 5 (Confidentiality and Qwnership), the
Partics shall first confer in good faith to resolve the dispute through negotiations between

" respective senior executives of the parties. in the event that the parties are unable to
resolve the dispute ‘within thirty (30) days of referral of the dispute to such senior
executives (or such longer period as the parties may mutually agree), either party may
seek to resolve the dispute in ény court of competent jurisdiction.
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18.06: This Agreement may be execuied in several counterparts, each of which
shall be deemed an original but all of which taken together shall constitute one and the
same instrument, In the event that any signature is delivered by facsimile transmission,
by e-mail delivery of a “.pdf” format data file ov other electronic means, such signature
shall create a valid and binding obligation of the Party executing (or on'whose behalf such
signature is executed) with tbe same force and effect as it such signature page were an -

original thereof

[THIS SPACE INTENTIONALLY LEFT BLANK] :
IN WITNESS THEREOF, the following have caused this Agreement (0-be executed by
their respective duly authorized repxesentam es effective as of this day and vear above
written,

Accepted by: . : Accejaled by:
Tricida, Inc. ' COMAC Medical Lid.
TN
= D o/
( g A
/ o il
/ ¢

Date: {(a j/\‘, C;O@/ Date: U8 jm@— 20'2'3
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TRCA-303

Work Order #1 Dated May 1# 2018

Work Order #l to Mastcr Services Agreement
Dated May 1* 2018, (“Werk Order”)
Between Tricida, Inc, (“SPONSOR") and

COMAC Medical Ltd. (“COMAC”)

This Work Order #1 (“Work Order”), effective May 1%, 2018 (the “Effective Date™), msde by and

“between Tricidd, Inc. (“Sponsor”) and COMA(C Medical Ltd. (“COMAC?”), shall be made a part of, and
is subjec.l to, the terms and conditions of the Master Services Agreement entered into between Sponsor -

and COMAC dated July 9%, 2018 (the “MSA*) and specifies the Services that COMAC will prowde to
Sponsor under the Agreement for work relating to Sponsor Study TRCA-303.

L

Scope of Work

A, Descrlpnon of Services

COMAC will assist Sponsor in the organization and start-up CRO services (the
“Servxces“) for the study entitled “A Phase 3b, Randomized, Double-blind, Placebo-
controlled Study to Byaluate the Efficacy and Safety of TRC101 in Delaying Chronic Kidney
Disease Progression in Subjects with Metabolic Acidosis™ (Protocol Number TRCA-303)” .
(the “Study™), with Protocol Number ']‘RCA-303 (the “Protocol™), 'Dle Protocol is attached

‘hereto as Attachment 1.

B. Territory for Service (the “Territory”)

'COMAC shall perform Services in the regions of:

- Bulgaria, Macedonia, Romania, Albania

€. Project specifications

COMAC shall perform the Services m the Territory in accordance with the

rwponsxbnlmes as follows:

analysis/Submission Preparation

Informed consent Jocal:
customization/translation; Other
documents translation (Subject -
Information Sheet, Subject Dosing
Instructions, Protocol Synopsis, etc.)

1.3

Stlidy submission/approval - RA

.14

Review or Provide Insurance .

certificate (1o be paid by the Spansor directly '

10 the insurer)

List of Tasks : _Description
; (if applicable)
1 isci ¢ 3 Allsxudy ired for submission to the respectiv lucaleg
CIA Sﬂbmx.ssmn I.’repatatlon Ageqcv will be prep dand filed ding to the local Jegislation by
1.1} Study Material Review/GAP Comac Regulatory Affairs Group.

COMAC witl be accountable for and mu mainlam an inventary of'
regul ntory documents, copies of which will be stored in a secure,
restricted-access environment. COMAC will conduict in-house audits fo .
verify that of} vequired documents have been received and are complete,
accurate; and valid. -

COMAC will manage the foliowing key regulatory and Study-specific
documems

pator-identification d 15 and cumiculs vitae
- Eﬂncs Committee (EC) approval and comespondence

- Regulatory Autharity (RA) approval and interaction

- Pmtrcol and protocol awmendment{s)

- Infarmned consen) documents
- Genéral corrmpondenoc and conlac! records
- Safety files
- Investigator Agmmncnis
- Financia! Disclosure Forms and Data Protection Forms
Timelincs for approval - 60-days shoriest.

EC Subrmaission and Local F:le Set-
up

CONFIDENTIAL Page | of 12




COMAC MEDICAL

EXPEBRYS 1R SLIMECAL BESEABRCH

TRCA-303 . Work Order # Dated May P! 2018

2.1 | Study submission/approval - EC Studies are being applied in the competent Ethios Cunumittec, Timelines
: y S n/ appro Tor approval -60 days shortesl.

2.2 | Obtaining EC study (preliminary)
~ | design opinion

2.3 | Investigative snte file set-up &
mainienance

3 | Documentation mnnagcmentl
Electronic Trial Master File (¢TMF) ;
Support -

3.1 | eTMF set-up All regulamry ond trigl-related d For B
chcdunu und Mbama will be collected and submitted to TMF

d by Tricida’s designee on a monthly basis.

4 | Site selection / Study Familiarization

/ Meetings / Trainings ,
4.1 | Investigator meeting Investigator mecting preperation, organization support and attend
4.2 } Kick-off mecting ' May 4,2018 '
|
4.3'| Site Qualification Visits 30 sites to be qualified in Bulgarin, Macedonia, R ia, Albania.- i
in order 10 select 31 sites in total for namnlpa(ion in the Study, -
4.4 | Initial Study Familiarization In-hottse Study materials review and fimiliarization

5 | Mouitoring & Clinical Conduct (

5.1 Prepare & familiarize with Monitoring Assisjﬁng‘in p{cp§mﬁon of the Monitoring manual, Familiarization with i
' - (he final Monitoring manuul. : . . ) !

manual

52 Falmlmnze with Mcdlcal Monitoring Review and familiarization \vm\ the Medmal Moniloring plan, provided

by the Sponsor. ) . :

plan . |

. 5.3 | Initiation Visits — 31 Visits “The Initiation Visits will be performed in accordance with the approved |- :

b ) ) ) ) ) . Clinica) Monitoring Plan.

. i :
6 | Study /Site management | B ) . i
6.1 | Internal team proj ject managemem & - Supervision and controt over “line of communication™ between Comac

ers/
Site Management, Lead CRA& Project Mgg:f,:’,',:,:'g:ﬁf,ﬁ:dsﬁ;:m Spansor:

Assistant Support & correspondence - Control of submission/ spproval process to EC/ RA in close
) ’ aboration with Regulalory Affairs Associ
- Study set-up, incl. team mecti and prepartion of Study-specifi
§ forims;
6.2 | Team communication - start-up _{ Within team communication - start-up
: qudy tracking:

R‘cgulalory approval stalus per country/ site

No Study subjects shall be enrolled under this Work brder.
D. Schedule . .
Services listed within this Work Order will be provided from May 2018 through :
November 2018.
R Projéct quiagers and General contact:

For purposes of this Work Order, the following are the named project managers /
general contact persons: v

Company File N: 5746/2001; Comy cny iDN: 103174683 . ‘ )
CONFIDENT Pagc2 of 12- -

Cémoc Medical Ltd.. South Side Buéiness Centre S

. ' ' © 38, Maystor Aleksi Rilefs Str., 5th fl., 1618 Sofia, Bulgaria
Tel: +359 2 892 10 00, Fax: +359 2 892 10 01, www.comac-medical.com
’ ISO 9001:2008 Certified
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TRCA-303 ) Work Order #1 Dated Muy 14 2018

II.

SPONSOR: Yurt Stasiv
COMAC: ~  Pludimir Goranov

. K. Changesin Scope |

Any changes to the Services shall bc agreed in writing and executed by bath parties
via a written amendment to this Work Order,

Fees and Expenses

A, Service Fees

Budgeted costs that will be used to perform the Services are listed in Attachment II of
this Work Order. .

COMAC will bill Sponsor in accorciance with the following payment schedule:

50% of the Service fees in the amount of 128 522,00 EURO - upon full execution of this Work
Order; ,

50 % of the Service fees in the amount of 128 522,00 EURO - at the Study regulatory
submission.

Tt is understood that all Servnces provxded by COMAC under this Work Order wﬂl be
performed in accordance with the terms and conditions as set forth in the MSA.

COMAC'’s performance of the Servwes shall commence in May 2018 and will continue
unti] the end of November 2018. At the e;nd of this period, if COMAC Services are still
necessary, the terms of this Work Order may be reviewed and amended as mutually'agreed

by the parties.

]

B. Pass-Through Expenses

Sponsor will reimburse COMAC for‘ actual and documented out-of-pocket expenses
(“Pass-through Expenses”), These will mclude but not limited to the following items: travel-
related expenses, CRF printing, shipping costs, translation fees, costs incurred in comnection
with the conduct of investigators meetmgsl, and other such third- party, non-labor related
expenses. All Pass-through Expenses will be billed on a monthly basis directly to Sponsor
‘without markup. Prior to incurrence, COMAC shall obtain from Sponsor written pre-
approval of pass-through expenses that exceed 1,000.00 EURO. =

Unless specifically agreed by the parties in wtiting, the maximum amount of

Pass-Through Expenses will be invoiced as incurred on 2 monthly basis and reimbursed

upon receipt of the documentation and in acc?rdance with Sponsor invoicing policies.

C. Overall Budget (Not to exceed 291,794.00 EURO including Pass-through Expenses).

In accordance with the Study details and Study specifications as described in this Work
Order, the fees associated with the management and conduct of the Study are summarized in
the table, an inseparable part of Attachment II. :

Sponsdr aprees to reimburse COMAC for all labor-related fees for'Sexvices propexty

performed as described in this Work Order. COMAC will conduct no Services not-expressly
et forth in this Work Order or incur labor fees or Pass-through Expenses in excess.of the

amounts set forth in Attachment II without prior consent from Sponsor in its sole discretion
and will keep a log of activities performed. Unless specifically agreed by the Parties in writing,

CONFIDENTIAL . Page3of 12
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TRCA-303 . ! : Work Order #1 Dated May 1" 2018

nl.

1v.

the maximum amount of compensation for Scmccs will be limited to 257,044.00 EURO
(excluding Pass-Through Expenses) as per Attachment II an lmcparable part of this Work
Order.

Additional Terms (if any)
Thxs Woik Order applies to all Services provided by COMAC in connection thh the
Study prior to its Effective Date. :

For this Work Order, the transfer of regulatory obligations from Sponsor to COMAC
in conjunction with the Services to be performed under such this Work Order are set forth in

the Transfer of Obligations Form, attached as Attachment 11 to this Amendment. The -

" Transfer of Obligations form in Attachment I designates.those regulatory obligations that
Sponsor is transfcmng, and has pursuant to this Work Order transferred, to COMAC and
COMAC is assuming, and pursvant to this Work Order has assumed, pursuant to applicable
laws. Any regulatory obligations not specifically transferred in the Transfer of Obligations
form shall remain the responsibility of Sponsor. .

. The parties acknowledge that the' MSA dated July 9“’ 2018 is addressing the
responsibilities under the European Union General Data Protection Regulation, including, but
not limited, the execution of a Data Processing Agreement between the parties (the “DPA™)

govemning personal data in EU member states. The parties agree that the DPA shall apply to

the Services conducted by COMAC under this Work Order #1 with respect 1o personal data
of residents of any EU member state. o

Invoices

COMAC shall submit invoices to Spbnsor for each }Jaymeﬁt in accordnnéé with the
schedule outlined above. Payment of any undisputed invoices will be made by Sponsor within
thirty (30) days of receipt and approval of the invoices by Sponser. -

COMAC shall submit all invoices for Services performed referencmg the applicable.

Sponsor Study numiber to the attention of
Tricida, Inc.”

7000 Shoreline Court, Suite 201
South San Francisco, CA 94080
A}tention: Accounts Payable (ap@tricida.com)

Capitalized terms used but not defined in thié Work Order have the meanings aseribed to them

in the MSA. If oné or more provisions of this Work Order are held to be unenforceable under applicable
law, such provisions shall be excluded from this Work Order and the balance of this Work Order shall
be interpreted as if such provisions were so excluded and shall be enforceable in accordance with its
terms. This Work Order may be executed in multiple counterparts, each of which shall be deemed an
original, but il of which together shall constitule m’le and the same instrument. Counterparis may be
signed and delivered by facsimile, or electromcally m PDF format each of which will be bmdmg when

sent.

Upon execution hereof, the terms and conditions of the Master Services Agreement shall be

incorporated within and govern this Work Order. Spotisor and COMAC may accept and execule this
Work Order by sxgnmg

1t is agreed that in the event of premature termination of the Study under this Work Order, the

terms of the Master Services Agreement between Sponsor and COMAC shall remain ini full force for
all work performed by COMAC under the terms of this Work Order until the effective end of COMAC’s
involvement. ’
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TRCA-303 Work Order #1 Dued May 1* 2018

IN WITNESS WHEREOF, this Agreement has been executed by the parties to this Agreemem
through their duly authorized officers effective as of the date sct forth above.

ACCEPTED AND AGREED TO:

Tricids, Ine. WW%COMAC Medical Ltd

By: n L

‘By: , ‘
Name: é&ﬂv 7 mmmi\ldmc :’/(///ﬁ(‘; % Z/f;” " Vf’/{(/ Z{ ,!:)
Title: % &/ PMIDW Title: é{ﬁ 7 : .
Date: 2—0 - A L= stj/ 2} Date: 19 07. 2018

Approved by Finance 5t sl

CONFIDENTIAL : Page 5 of 12




TRCA-303 Work Order #1 Daed May 1 2618

List of Attachments:

Each of the following Attachments shall be an integral part of this Work Order:

i

Attaclmfnent I; Study Protocol

BES
/.
TRCA-303_protocol_
20180705 _final_signe
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- FRC4-303 o . - Work Order #1 Dated May 1 2018

i

Attachment IIL: Transfcr'(')f Obligations Form
(References are to Title 21 of the Code of Federal Regulations)

SPONSOR - COMAC

A. L Prepare the Investigational New Drug Application (IND), or zny portions
of the application. (312.23) X 0

2. Submit the IND to FDA. ° - X o

B, ' Maintain the IND by preparing and submitting IND amendments, as neceésary: :

v
t

i

1. Protocol Amendments (new protocols, chéngcs in protocols, and new investigators).

(312.30)
(a) Prepare - X B0
(b) Submit to FDA . ; X
- - ‘ C. © Select Investigators and Monitors: (312.53)
t
1. Select/recruit investigators. ‘ ‘ X . X

!

@ N .
2. Obtain from each investigator: signed agreement, CV, clinical protocol,

Form FDA 1572,>fifxanc'ial disclosure information. - S = B 4

3. Select qualified monitors. R X
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TRCA-303

Work Order #! Dated May I* 2018

costs:

expenses
will be
prepaid
and/or
paid for by
. Tricida. -

Copying/Printing/Fax paper etc. - consumption of 3200 3,200.00 €

materials - .

Mail/Courier 6400 6,400.00 €

 Total Pass-Through costs: R 34,750.00 €

Total budget CRO Service Fees / Pass-Through 291,794.00 €

* - To be billed on actual basis without mark-up.

Any additional task will be charged separately, VAT is not included

CONFIDENTIAL INFORMATION

17.07.2018

CONFIDENTIAL
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TRCA-303

Work Order #7 Dated May 1*.2018

6. Monitoring & Clinical Cond .

Prepare & familiarize with Monitoring manual Document 500 1 500.00 €

Prepare & familiarize with Medical Monitoring plan .Document 500 1 '500.00 €
Initiation Visits (31 visits) Visit 1100 31 34,100.00€

Subtotal: 6. Monitoring & Clinical Conduct 35,100.00€

7. Study / Site management

Internal Team Project Management, Lead CRA & Project month 5000 7 35,000.00 €

Assi Support . .

Report review visit 140 61 8,540.00 €

Study administration Country / 350 28 9,800.00 €

month

Study plans preparation (e.g. Communication, Project Study 3000 1 3,000.00 €

Management, Escalation, Safety, etc.)

Internal team communication & Teleconferences Country / 1500 28 42,000.00€

: o § month—— - — e—

Study status - updates and Client communication Month 1200 7 ] 8,400.00€

Subtotal: 7. Study / Site management 106,740.00 €

TOTAL CRO / Clinical site services Budget: 257,044.00 €

11. Pass-Through costs - external costs:* )

Ethics Committee related fees - 8000 8,000.00 €

CA Approvals fees 8000 8,000.00€

Mileage/Meals 9150 9,150.00 €

Kick-off meeting NAP 0.00€

i i All
Investigator meeting expenses NAP 0.00€ vestigato
r meetin,

CONFIDENTIAL
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TRCA-303

Work Order #1 Dated May 1™ 2018
‘I Study submission/approval - CA Country/ 1600 4 6,400.00 €
submission, }
Develop Study Manual(s) (including y forms and Country 500 4 2,000,00 €
Jogs) ; - : . . .
Review or Provide Insurance certificate (s be paid by the . Country/ 200 4" 800.00 €
Span.vyr directly to the insurer) document
Clinical Trial Agreements - negoﬁagion and sigﬁame - Site © 700 31 . 21,700.00 €
Provide General Regulatory Consulting Country / 400 a . 1,600.00 €
. : study . o .
Subtotal: 2. Study Start-up / CTA Submission Preparation TR 52,274.00€
3, EC Submission and Local File Set-up N
Study submission/approval - EC Submission 1200 -4 4,800.00 €
Subtotal: 3. EC-Submission and Local File Set-up 4,800.00 €
4. Documentation maxagement / e TMF ]
| SewpeTMF - =~ o . . - -J-- Country / - 1000 -4 - -4,000.00 € “Tocal -
- study o support
Track all versions of documents included in essential country /- 10 28 280.00€
documnents ) month
Subtotal: 4. D i gement / eTMF 4,280.00€
| 5. Study.trainings / Meetings / Site Initiation Activities | , i ]
Initial Study familiarization : ‘ Pmtocql 800 14 11,200.00 €
o .o .version/ ) R
: : person . : o
Project Kick-off Meeting attendance ] ; Meeting 2000 1 2,000.00 € | PLalone
Investigator’s Meeting and CRA Training attendance & Meeting 10000 1 10,000.00 €
organization assistance ’ . . ’ ’ o .
Subtotal: 5. Study trainings / Meetings / Site Initiati 23,200.00€
Activities .
'CONFIDENTIAL Page 9 of 12



TRCA-303 Work Order #{ Dated May 1 2018
Projected date of First Clinical Trial Application Aug.18
Submijssion
Projected date of First Study approval Oct.18
Projected date of Last Study approval Dec.18
Projected date of Investigators’ Meeting Oct.18
Projected date of First Site Initiated Nov.18
Projected date of FPFV Nov.18
SERVICES Dnit - Cost per unit- || . . Units - - :Cost (EUR)
definition - ® iR ’ R
1. Sites identification / sefection
| Sites identification Site 150 44 6,600.00 €
Site Qualification Visits I —visit— | ——700 30 ~21,000.00 € exhuding
Phase 1 7
[ Unit
Site selection Site 50 30 1,500.00 €
Provide protocol to sites Site 50 3 1,550.00 €
Subtotal: 1. Sites identification / selection 30,650.00 €
2. Study Start-up / CTA Sobmission Preparation . .
Study Material Review/GAP analysis/Submission - Country/ 1000 4 4,000.00€
Preparation . subraission
Essential Site Regulatory Documents (distribute, collect, - Site 354 31 10,974.00 €
| canage, track)
Informed consent local customization/transiation; Other Country/ 1200 4 4,800.00 €
documents translation (Protocol Synopsis, etc.). | submission

CONFIDENTIAL
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TRCA-303 . Work Order #1 Dated May 1* 2018

Attachment 2
Responsibilities & Start-up Cost calcnlation

Project: TRCA-303 (VALOR-CKD) ‘Region'CEE
COMAC Semces Stnrt-up, Slte Monitmng, Study
mauagement, eTMF, PhV - P il AP o S
Study Phase R , jricy . ]
Study Name : "A Phase 3b, Randomized, Double-blind, Placebo-controlled Study to Evaluate the
Efficacy and Safety of TRC101 in Delaying Chronic Kidney Disease Progression in
Subjects with Metabohc Acidosis” / Study Number (Name) - TRCA-303 (VALOR-
CKD)
Location of Sites - : : ’ Albania -3
' o .. . _Bulgaa-11——
i . . B Macedonia ~ 3
] - Romania - 14
Number of Countries _ A ' 4
Number of Sites e ] 31
Number of subjects ] S 1,000 screened
h , ’ " 500 enrolled
No. of subjects per site on avg. T 16.1
Estimated mumber of SAEs at max 125
Estimated Study Duration FPFV till DBL 49 months
Estimated Total Program Duration (Comac involvement) 57 months
Projected date of Onset of services May.18
Projected date of Protoco] Final Tul.18
CONFIDENTIAL . Page7of 12
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TRCA-303 ' Amendment #{ to Work Orderli] Dated May 1* 2018

'

Amendment #1 to Work Order #1 to Master Services Agreement

THIS AMENDMENT NO. 1 to Work Order #1 (the “Amendment”) is made cffective as of December
1%, 2018 (the “Amendment Effecnve Date™), between Tricida, Inc. (“SPONSOR”) and COMAC

 Medical Ltd. (‘COMAC").

WHEREAS, SPONSOR and COMAC entered into Work Order #1 effective May 1%, 2018
pursuant to a Master Services Agrecmem dated July 9%, 2018 entered into by and between SPONSOR

-and COMAC (the “MSA”) in which COMAC was to provide certain services to SPONSOR in

connection with the clinical trial entitled “A Phase 3b, Randomized, Double-blind, Placebo-controlled
Study to Evaluate the Efficacy and Safety of TRC101 in Delaying Chronic Kidney Disease Progression
in Subjects with Metabolic Acidosis” (the “Study™), with Protocol Number TRCA-303 (the “Protocol”).

1.

WHEREAS, the Parties hemby wish to amend the Work Order in order to update the Study
timelines and the Study budgel

NOW, THEREFORE in consideration of the mutual covenants and agreements contained in
this Amendment, the sufficiency of which is hereby acknowledged the pames agree as follows:

In Section I, Scope of Work, Subsection A, Description of Services, amend the first
- sentence in part to read as follows:

“COMAC will assxst Sponsor in the orgamzauon and provision of CRO services {the
“Services”), for the study entitled - A Phase 3b Randomzed, Double-blind, Placebo-controlled
Study to Evaluate the Efficacy and Safety 0? TRC101 in Delaying Chronic Kidney Disease -
Progression in Subjects with Metabolic Acidosis”

The List of Tasks from Subsection C. Project specifications, under Section I. Scope of
Work, shall be deleted in its entirety and replaced with the followmg

List of Tasks Description
(if applicable)
1 | CTA Submission Preparation All|Stndy documents required for submission 1o the
- 1.1 | Study Material Réview/GAP respcctwe local Drug Agency will be prepared and
h analysis/Submission Preparation ﬁled according to the local legislation by Comac
- Regulatory Affairs G
1.2 | Informed consent local egle oy roup: ,
customization/ tram}latlon; (?ther COMAC will be accountable for and will maintain an
documen_ts,translatlon (Subject . inventory of regulatory documents, copies of which
Information Sheet, Subject Dosing will be stored in a secure, restricted-access
Instructions, Protocol Synopsis, ete.) | environment. COMAC will conduct in-house audits
1.3 | Study submission/approvai - RA to verify that all required documents have been
14 | Study submlssxon/approval ~RA- received and are complete, accurate, and valid.
.| Notifications - L
15 { Review or Provide Insurance Timelines for approval - 60 days shortest,
certificate (to be paid by the Sponsor du'cc.'ly
to the insurer)
2 | EC Submission and Local File Set-
up
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21

" TRCA-303

Study submission/approval - EC

22

Obtaining EC study (preliminary)

| design opinion

23

Study submission/approval — EC-
Notifications ;

Amendment #1 to Work Order#tl Dated May !* 2018

Studies are being applied in the corpetent Ethics
Committee. Timelines for approval — 60 days
shortest.

Documentation management/
Electronic Trial Master File (¢ TMF)
Support

33

Assistance in eTMF set-up and
maintenance

All regulatory and trial-related documents for
Bulgaria, Romania, Macedonia and Albania will be

collected and submitted to eTMF managed by

Tricida’s designee on a monthly basis.

Investigative site file set-up &
maintenance

Comac team will set and maintain the Investigative

| site file in accordance with Tricida’s instructions.
1 COMAC will manage the following key regulatory

" | and Study-specific documents:

- Investigatoi-identification documents and cumcula
vitae

- Ethics Committee (EC) approval and
correspondence

- Regulatory Anthority (RA) approval and interaction
- Protocol and protocol amendment(s) .
- lnformed consent documents

- Gcneral correspondence and contact records

- Safety files

- Investxgator Agreements

- Financial Disclosure Forms and Data Protection
Forms

Track all versions of documents
included in essential documents,
Archiving of Study files

Comac team will track and file study documents ‘
using Tricida’s designated e TMF system. Archiving
to be performed in accordance with Tricida’s

Ny R
instructions.

4 | Site selection / Study Familiarization
[ Meetings / Trainings
4.1 | Investigator meeting In‘vcsugator meéting preparation, orgamzauon
: support and attendance.
4.2 | Kick-off meeting May 4, 2018
4.3 | Site Qualification Visits 30| sites to be qualified in Bulgaria, Macedonia,
Romania, Albania.
m\ order to select 31 sites in total for participation in
the Study.
4.4 | Initial Study Familiarization In-house Study materials review and familiarization
5 | Monitoring & Clinicel Conduct

Prepare & familiarize with Monitoring
manual

Alssisting in preparation of the Monitoring manual.
Familiarization with the final Monitoring manual.

Familiarize with Medical Monitoring
plan

Review and familiarization with the Medical
Monitoring plan, provided by the Sponsor.
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TRCA-303

53

'I_nitiation Visits — 31 Visits

Amc;m(menl #1 to Wark Orderft! Dated May 1¥ 2018

| The Initiation Visits will be performed in accordance

with the approved Clinical Monitoring Plan.

54

Momtonng szlts (13 visits pcr sxte,
one-day) - Blinded -

The blinded Monitoring Visits will be performed in
accordance with the approved Clinical Mohitoring
Plan.

5.5

Momtormg Visits (7 v1s1ts per sxte,
one-day) - UnBlinded

The unblinded Momtonng Visits will be performed

in accordance with the approved Clinical Monitoring
Plan,

56

Patient recruitment control / Eligibility
check -

Patient recruitment control / Ehglbxhly check fo be

‘performed in accordaiice with the Protocol

requirements.

57

Temu'nation Visits (31 visits)

Thie Termination Visits will be performed in
accordance with the appmved Chmcal Monitoring
Pian.

5.8

In-house (remote) monitoring

The In-house (remote)- momtormg will be performed
in accordance with the approved Chmcal Monitoring
Plan,

Study /Site management

Internal team project management &
Site Management, 1.ead CRA& Project
Assistant Support & comrespondence,
Study administration

= Supervision and control over “line of .
communication” between Comac Medical emplovees
and pariners/ Sponsor; .

- Communication with Sponsor;

- Control of submission/ approval process to EC/ RA
in close collaboration with Regulatory. Affaxrs
Assocmtes, )
- Study set-up, incl, team meetmgs and preparation of
Study-specxﬁc forms; )

6.2

Team communication

Within team communication
Study tracking:
- Regulatory approval status per country/ site

6.3 | Co-Monitoring To be performed in accordance with the approved
: Clnucal Momtonng Plan,
7. | IMP logistics '
7.} | Obtain Import/Export License To be pcrformed in'accordance with the apphcable

legal regulations.

- 1.2

IMP receipt oversight / Customs
cleamance (if applicable)

To|be performed in accordance with Tricida’s
mstruchons and in accordance with the local
requirements.

Inspection

8 | Drug Safety and Pharmacovigilance _ _ ‘
8.1 | Notify ECs of SAEs and Safety reporting will be performed per-protocol and
SUSARSs/Distribute Safety Reporis Safety Management Plan, -
8.2 | Reporting to Competent Authorities
8.3 | Submission of Periodic Safety Listings
8.4 | Submission of Periodic Safety Reports
9. | Quality Assarance
9.1 | Conduct QA Audit of Final Clinical & | Tobe performed in accordance with Tricida's
Safety Laboratory Databases instructions.
9.2 | Conduct QA Audit of Project Files and | Tolbe perfonned in accor dance with Tricida’s
Electronic Trial Master File (eTMF) instructions.
9.3 | Provide Support During FDA/CA Site |- To be performed in accordance with Tricida’s

instructions.
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TRCA-303 ) ! Amendment #1 to Work Order#t] Duted May 1 2018

2. Subsection D. Schedule, under Section 1. Scope df Work, shall be amended to be fcad. as follows:
“Services listed within this Work Order will be provided from May 2018 through March 2023..

>3 Subsection A. Service Fees, under Secuon ILF ces and Expenses, shall be amended, to be read,

as follows: \

“Budgeted costs that will be used to perform the Servnces are listed in Attachment II of this Work
Order. .

As of the Amendment Effective Date, COMAC will bill Sponsor in accordance with the followmg
payment schedule ,

-~ The amount of 676 ]73 00 EURO of the Scrvwe fees shall be paid at the First Suchct First
Visit; .

- The amount of 563,477.50 EUROC of the Servxccs fees shall be paxd at the Last Subject
Randomxzed

-~ The amount of 563 477 50 EURO of the Servmes fees shall be paid at the Last Subject Last
Visit; -

- The amount of 338,086.50 EURO of the Ser'vices fees shall be paid at the Database Lock;

- The amount of 112,695.50 EURO of the Servxces fees shall be paid at Closure of Study Site
and all Study documents shipped to SPONSOR. ]

The Parties hereto acknowlcdgc that as of the Amelndment Effective Date, the amount of 128,522.00
EURQ of the Service fees, due and payable upon the full cxecutxon of the Work Order, has alrcady

been invoiced by COMAC and paid by the Sponsor

_ The Parties hereto also acknowledge that as of the Amendment Effective Date, the amount of

|

128,522.00 EURO of the Service fees, due and payable at the Study regulatory submission, hdS been
invoiced by COMAC and shall be paid by the Sponsor. :

Itis undcrstood that all Services provided by COMAC under this Work Order wﬂl be performed in

“accordance w1th the terms and conditions as set forth in the MSA.

COMAC's performance of the Services shall commence in May 2018 and will continue until the
end of March 2023, At the end of this period, if C COMAC Services are still necessary, the terms of
this Work Order may be reviewed and amended as mutually agreed by the parties.”

4. Subsection B, Pass-Through Expenses, under Section 1. Fees and Expenses, shall be amended to
be read as follows:

“Sponsor will reimbursé COMAC for actual and documented out-of-pocket. expenses (“Pass~

- through Expenses”). These will include but are not limited to the following items: travel-related

expenses, CRF printing, shipping costs, translation fees, costs incurred in connection with the
conduct of investigators meetings, and other such third party, non-labor related expenses. All Pass-
through Expenses w:]l be billed on a monthly basis directly to Sponsor thhout markup.

Unless specifically agreed by the parties in writing, the maximum amount of reimbursement for )
Pass-Through Costs will be limited to 7,221,220,00 EURO as per Attachment IL

COMAC shall administer payments (including money traﬁsfers) to the investigative sites on
Sponsor’s behalf from advance payments received from Sponsor. COMAC shall provide reports to

t
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TRCA-303 . . v } Amendment #1 to Work Orderit] Dated May 1% 2018

Sponsor on quarterly basis/as per the agreements with the Investigative sites and shall invoice the
Sponsor for such advance payments upon Sponsor’s approval on the provided reporis. Payment to
the investigative sites shall be made by COMAC upon reccipt of funds by the Sponsor. A
reconciliation of the amounts due shall be performed on ongoing basis. ’

~ ' Pass-Through Fxpenses will be invoiced as mcuned ona monthly basis and rcrmbursed upon receipt .
of the documentation and in accordance with Sponsor invoicing pohcws with exception of the
investigative sites grants, which will be invoiced, as specified in the previous paragraph.”

. 5. The overall budget from Subsection C. Overall Budget under Section 1. Fees and Expenges, shall
be amended from 291,794.00 EURQ, including' Pass-through Expenses to 9,732,174.00 EURO,
including Pass-through Expenses. Tn relation to 'this, the maximum amount of compensation for
Services, indicated in the last paragraph from Subséction C. Overall Budget under Section II. Fees

and Expenses, shall be amended from 257,044, 00 BURO {excluding Pass-Through Expenses) to
2,510,954.00 FURO {excluding Pass-Through Expenses).

6. Attachment 1I: Responsibilities & Stait-up Cost calculation from the Work Order, shall be deleted
in its entirety and replaced wnh the Attachment II: Responsibilities & Lmt calculation attached
hereto.

- 7. Attachment IIl: Transfer of Obligations Form from the Work Order, shall be deleted in its entirety
and replaced with Attachment Il attached hereto.i .

8 Capitalized terms used but not defined in this' Amendmfmt have the meanings ascribed to them

- in the Work Order and/or MSA. Exccpt as exprcssly set forth in this Amendment, the Work Order

remains in full force and effect in accordance with its terms. If one or more provisions of this

: Amendment are held to be unenforceable under applicable law, such provisions shall be gxcluded

e : from this Amendment and the balance of this Amendment shall be interpreted as if such provisions
were so excluded and shall be enforceable in aceordance with its terms.

This Amendiment may be exscuted in any numbcx‘ of separate counterparts, each of which shall be
an original and all of which taken together shall constitute one and the same instrament,

IN WITNESS WHEREOF, the partics hereto have caused this Amendment to be duly executed and
delivered as of the day and yeér first sbove written, : o

L

- ACCEPTED AND AGREED T0;

Tricida, xif Q:'M”” " COMAC MediesYLt
i By ; é;(’/ﬂf@‘/
Name: /W?w &ffﬁﬁ’ﬁ?’lﬁ)@g&arﬁe /&J reen f //‘ % f}z L5 é"w' /"ZO

Title: Q% % A mle CZK 2)
pute: /) —DDEc— 2018 e 11 1L 708

Approved by Legal &

Approved by Finance _Gp X %’A%

S |

|
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TRCA-303 Amendment #1 to Work Order#! Dated May 1* 2018
Attachment I1
Responsibilities & Cost calculation
Project: mA-m(VALOm) - - . Reglon-CEE-
COMAC Services - Start-np, Site Monitoring, . .
Stady mansgement, TMF, PRV = . - : B
Study Phase
rr—
Study Name “A Phase 3b, iized, Double-blind, Placeb Study to Eveluate the Efficacy and
Safety of TRC101 in Delaying Chronic Kidney Disease Progression in Subjects with Metabolic
Acidosis” / Study Number (Name) - TRCA-303 (VALOR-CKD)
Location of Sites Albania -3
Bulgaria - 11
Macedonia - 3
Romania - 14
Number of Countries 4 -
‘Number of Sitcs 31
‘Number of subjects 1.000 screened
500 enrolled §
400 rendomized
No. of subjects per site on avg. 129
Estimated number of SAEs at max 100
Estimated Stody Duration FPFV tili DBL . 49 months
Estimated Total Program Duration (Comat 58 months
involvement)
Projected date of Onset of services May.18
Projected date of Protocol Final JuL18
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Amendment #1 to Work Order#! Dated May 1* 2018

Projectad date of First Clinical Trial Application
Subrmission

Projected date of First Stady approval

Projected date of Last Study spproval

Projected date of Investigators™ Meeting

Frojeoted date of First Site Inttiated
Projected date of FPFV

Projected date of LP1

Projoted date of LPLV

Projected date of Database Lock

Projected date of Topline Tables, Listings &
Fij s

“Projected date of COVs
Projected dzts of TMF to TRICIDA

Projected end of Comac services for the study

Auvg.18

SERVICES

1. Sites 1dentification / selection

R — _— — —
Sttes idemtification Site 150, [ 6.60000€ ;
[Site Qualification Visis Vist 700 30 i Z100000€ | cxcludimg Coroa Phasa 1 Unit
["Site scleotion ~Site 30 3 1.500.00 € g
Provide protocol to sites 31 1,55000€
—— - S R
" Subtoral: 1. Sites identification / selection 30.650.00€ 30,650.00€
2. Study Startaup / CTA Submission i g
Preparation - .
Study Material Review/GAP analysi Jssi 4 . 4000.00€
P ion - g
Escential Site Regulatory Documents (distibate, St 354 31 10.574.00 €
collect, manage track ) . '
= = -
tnformed consent local lati 1200 3 4.800.00€
Other documents translation (Protocol Synopsis. .
ete)
CONFIDENTIAL
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Amendment #1 to Work Order#! Dated May 1! 2018

‘Study submission/approval - CA Country/submission 1600 . 4 6.400.00€
‘Develop Study Manual(s) (imcloding necessary Country 500 % 200000 €
forms and logs)

(Soems and l0g5) e e
Study submissi val - CA - - Country / study 300 4 120000 € e.g. FPL LPL CSR
Review or Provide i (0 be paid || Country/d 200 4 800.00 €
by the Sponsor directly to the Insurer)

Clinical Trial Agreements - negotiation and Site 700 . 11 21,700.00 € :
Provide General Regulatory Consulting Country / stady 400 4 1.600.00 €
Subtotal: 2. Study Start-up / CTA Submission 53,474.00€ 53.474.00€
Preparation . .
3. EC Submission and Lotz Tile Set-up
T = waw e
Study submission/approval - EC Submission 1200 4 4,800.00 € -
= = s
Study submission/approval - EC - Nofifications Site/ study 150 31 4,650.00€ e.g FPL LP}, CSR
Subtotal: 3. EC Submission and Local File Set-up 9.450.00 € 9.450.00 €
4. Dacomentation management / e TMF
~Assist in Setup eTMF -f  Cowtry/swdy — |- 1000. _— 4 400000€ local support
i — I

Maintain and Track €TMF Site / month 15 1519 22,785.00€

site fil P& Sitc/ month 15 1519 2278500 €
Track all vecsions of documents included in countty / month 10 232 232000€
essential documnents
Collection of Original Wet lnk Study Documents Site 150 -3 465000 €
and Transfer to Tricida at the Sludx End o
Perform Local QC on a semi-annual Basis [} 500 ] 8 4,000.00 € local QC
Archive Study Files Site 200 31 ) 620000 €
Subtotal: 4. Documeniation management / eTMF | 66,740.00€ 66.740.00 €
5. Study ! ings / Site Initiati
Activities

LA —
Initial Study familiarization Protocol version/ 800 14 11200.00€
‘ porson_ __
Project Kick-off Meeting attendancc ‘Meeting 2000 : 1 2000.00€ PLalone
Investigator's Mezting and CRA Training Meeting 10000 1 10.000.00 €
attendance & ofganization assistance - - -
Subtotal: 5. Swudy trainings / Meetings / Site T 2320000€ 23,20000 €
Initintion Acnivities i}
e
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Amendment #1 to Work Order#! Dated May J* 2018 -

9. Drug Safety and Pharmacovigilance'

SAE Receipt/Review and Processing i event NAP 000€ performed by the Spensor
SAE Narrative Form . form NAP 000€ performed by the Sponsar
Notify ECs of SAEs and SUSARs/Distributo xeport 100 8 800.00€
$i R -
Reporting to Competent Autharities Teport 100 8 B00.COE
Preparation/Submission of Periodic Safety Country / year 250 20 5.000.00 €
Listi - X . .
Preparation;Submission of Peviodic Safety Reports Country / year 250 20 5000.00€
Subtotei: 9. Drug Safety and Pharmacovigitance 11.600.00 € 11.600.60€
10. Quality Assurance .
Conduct QA Audit of Final Clinical & Safety - Audit 2000 1 200000€
Labo! Databases - o
Conduct QA Andit of Project Files and Electronic Aundit 2000 1 2,00000€
Trial Master File (¢TMF _ y
Provide Support During FDA/CA Site Inspection Inspection 2000 1 200000€
T
| Subtotal: 10. Quality Assurance - - - i 6.000.00 € [
TOTAL CRO/ Clinical site services Budget: 2,510,954.60 € 2,510954.00 €
Per-patient cost - services fees . 627739€

1L Pass-Through costs - external coster®

Ethics Committee related fees 16000 16.000.00 €

CA Approvals fess 16000 16.000.00 €

Mileage/Meals 106800 106.800.00 €

Kick-off meeting NAP 000€

Investigator mezting expenses NAP og0e All investigator mecting expenses will be prepaid

andfor for by Tricida. - :

Copying/Printing/Fax paper ctc. - consumption of 23200 23200.00€ T
el : ___

IMP import / customs clearance / Import/Expart 25200 25200.00€

License .

Mail/Courier 46400 46,400.00 €
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6. Monitoring & Clinical Conduct
Prepare & familiarize with Monitoring manual Document 500 1 50000 €
Familiarize with Medical Monitoring plan Document 500 1 500.00€
e
Initiation Visits (31 visits) Visit 1100 31 34.10000€
‘Moritoring Visits (13 visits per site: one-day) - Visit 1100 403 443300.00€
Blinded .
Monitering Visits (7 visits per sitc; one~day) - Visit 900 217 195300.00€
UnBlinded ’
e = e
Patient recnitment control / Eligibility check Fatients 50 400 20.000.00 €
‘Termination Visits (31 visits) Visit 1100 31 34,100.00€ _
e e
In-house {remote) monitoring. Site / month 150 1519 227850.00€
) ¢
Ongoing Medical Monitoring Site / month NAP 000€ performed by the Spensor
e m———
Subtotal: 6. Monltoring & Clinical Conduct 955,650.00 € 955,650.00€
7. Stady / Site maasgement
Internal Team Project Management, Lead CRA & month 5000 58 290,000.00 € R R
|-Project Assistant Support - - - . S
e
Report review visit 140 2 99,680.00 €
Co-Monitoring R K . 000€
Site incl Sit i Site/ month 440.510.00 €
[LQueries resolution, U&' i support _—
Study administration Country / month 350 232 81.200.00 €
Study plans preparation (e.g. Communication. Study 3000 1 3.00000€
Project Mana; it, Escalation. Safety, etc.)
Intemnal team commumnication & Teleconferences Country / month 1500 232 348,000.00 €
= e e
Study status - updates and Client communication Month 1200 58 69,600.00 €
e
Subtotal: 7. Study / Site management “1,331.990.00 € 1.331.990.00 €
8. IMP logistics - K
Obtatn Import/Export Licease - License 200 36 7.200.00€
DMP receipz oversight / Customs clearance (if Receipt 500 30 15,000.00 € )
appticable) ) - assuming 6 shipments per site
IMP local destruction Site 500 0.00€ TBD )
Subtotal: 8. IMP logistics 22,200.00€ 22200.00€
. CONFIDENTIAL Page 9of 14
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12. Pass-Through costs - Investigative Site

grant. Site support/ Patient recruitment &

retention assistance:

igalive Site grant - Por pab o ) -
. 630 EUR ubject (35
13885 400 patients 5.554.000.00€ BUR per visit) N
Tnvestipative Site prant - One-time fees N )
5385 31 sites 166935.00€
e

Investigative Site grant - Additional fees Pooled ding to the T d
- Pre-screening - 350 EUR x 20% x 1000 screened
subjects = 70,000 . '

N ~ SFs'~ 870 EUR x 500 SFs = 435,000
- A3 visit < 550 EUR (515 + 35) x 100 subjects ==
55,000 .
~ Unscheduled Visit- 600 EUR (565+35) x 20%x 400
randomized subjects = 48,000 R

T06685 1 smdy 706,685.00€ «~ Non-for-cause Audit - 860 EUR x § = 4300
: -~ Anmual Pharmncy - 430 EUR x 31 sites x 4 yems =
53,320
~ Protocol s ~21SEURx 1 x
31 sites= 6,665
~ Endpoint package - 215 EUR x 15% x 400
randomized subjects = 12806
- - e T -7 T ‘B - SAE Report Processiog - 215 EUR x 100 SAEs =

21.500 |

Site support - Patient

assistance This site support fee is applicahle solely to subjects
wandomized in Part B, but not to subject enrolled in

S60.008.00€ Part A who &re not eligible for Part B,

‘Lead Site manager - ovessigit A Unit cost - flat €1,400 fee shall apply to anyone
tandomized in Part B itrespestive of duration of their
participation in the study.

Tatal Pass-Through costs: 7,221,220.00€

Total budget CRO Service Fecs / Pass-Through 6,732,174.00 €

costss . y N

# - To be billed on gotual basis without mark-up.

Iy, VAT is not incloded

Any additional task will be charged
CONFIDENTIAL INFORMATION
26.112018
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TRCA-303

Amendment #1 1o Work Orderit! Dated May 1% 2018

Attachment 111

~ Transfer of Obligations Form
(References are to Title 21 of the Code of Federal Regulations)

SPONSOR____COMAC

Prepare the Investigational New Drug Application (IND), or any portions
of the application, (312;23) . - ‘ X o

Submit the IND to FDA. X o.

B. Maintain the IND by preparing and submitting IND iamendments, as neécessary:

1.

Protocol Amendments (new protocbls, changes in protocols, and new investigators),
(312.30) ‘ )

(a) Prepare b : X o
(b) Submitto FDA : X '

Information Amendments (e.g., new toxicology, chemistry or other technical information;
any reports regarding discontinuance of a clinical investigation). (312.31)

|
i

- !
(a) Prepare \ X
; i

(b) Submit to FDA . L X

|
I

IND Safcty Reports (initial and fo]low—ulla reports). (312.32)

(a) Prepare .. . - X
(b) Submit to PDA (written; telephone/fax)

(c) Notify Investigators L

Annual Reports. (312.33) '

. (a) Prepare o X - n]
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TRCA-303 . ’ A Amenduent #1 10 Work Orderfil Dated Moy 142018 -
(b) Submit to FDA X .o

5. Withdraw the IND. (312.38) X o

C Select Investigators and Monitors: (312.53) .
1. Select/recruit investigators. X X -
2. Control shipping of the study. drug. ‘ ' » X ]

3.  Obtain from each in_vestigat_or: signed agreement, CV, clinical protocol,

Form FDA 1572, financial disclosure inférmation, ; o X o
4. V'Sel.ect'qualiﬁed monitors. | ‘ 0 X
5. Inform in\.restigatdfs of‘ 1mportant safety ‘ir‘jlformation. (312.55) iui X ‘ ) »
6. lA@cnd the investigator's brochure. ; ‘ X D

D. Review of Ongoing hxvégtigaﬁons {312.56):
1. Monitor the investigation (includes ensuring that investigation is conducted

in accordance with the investigational plan and protocol in the IND, and that

|

the investigator is maintaining proper contro! of the study drug). X X
2. Secure compliance or discontinue investigator participation. X X {

[

3.  Review and evaluate evidence relating to s\‘efety and effectiveness

and report to FDA as reguired. 4 ’ X (2]

4. Discontinue investigation if it is determined that the study drag

‘involyes unreasonable and significant risk to subjects, - . X o

5. Inreviewing ongoing investigations, ensure that investigators meet obligations
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TRCA-303
under 312,60 - 312,69, including:

. Obtaining initial and continuing IRB/EC review and approvai of .

clinical study. : w}
e  Promptly reporting to the IRB/EC any changes to study and any

unanticipated problems. a
»  Not make any changes in the research without prior IRB/EC approval,

unless necessary to éliminate an immediate hazard to study

subjects. X

E.  Maintain Sponsor Records and Reports: (312.57)

1. Records of shipment and disposition of study drug. X
2. All correspondence (sponsor, FDA, IRB/EC, investigators, efc.) X
3 Records conceming adverse effects. } ]
4, Other records required by FDA. X
5. Retain records and reports required by FDA for two years afler a

marketing application is approved. X
6. Allow inspection of sponsor's records by pfoperly authorized FDA
official or employee. |n]

F. Assure the retum or alternate disposition of unus‘ed supply of investigational

drug. (312.59) ’ | X

G. Retain reserve samples of study drug and referéqce standard for

bivequivalence/bioavailability study. (312.57(d)5 : X

i
|

|
b
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TRCA-303 . ) Awmendment #2 1o Work Orderti] Dated May 1 2018

Amendment #2 to Work Order #1 to Master Sérvices Agreement

THIS. AMFLNDMENT NO. 2 to Work Order #1 (the “Amendment”) is made effective as of Septeraber

5% 2019 (the “Amendment Effective Date™), between Tricida, Inc. (“SPONSOR”) and COMAC
Medical Ltd (‘COMAC». .

W’HEREAS, SPONSOR and COMAC entered into Work Order #1 effective May 1%, 2018

} pursﬁant to a Master Services Agreement dated July 9™, 2018 entered into by and between SPONSOR

and COMAC (the “MSA™) in which COMAC was to provide certain services to SPONSOR in
comnection with the clinical trial entitled “A Phase 3b, Randomized, Double-blind, Placcbo-controlled
Study to Evaluate the Efficacy and Safety of TRC101, in Delaying Chronic Kidney Disease Progression
in Subjects with Metabolic Acidosis” (the “Study™), with Protecol Number TRCA-303 (the “Protocol”)

WHEREAS, SPONSOR and COMAC entered into Amendment #1 to Work Order #1
effcctwe December 1%, 2018, m ‘order to update the Study timelines and the Study budget.

WHEREAS, the Pames hereby wish to execute this Amendment #2 to the Work Order in
order to update the Study budget, !

NOW, THEREFORE, in consideration of the mutual covenants and agreements contained in
this Amendment, the sufficiency of which is hereby acknowledgad the parties agree as follows:

l “In Section I, Scope of Work, Subsection| A, Description of Services, amend the first
sentence in patt to read as follows:

“COMAC will assist Sponsor in the orgn[nization and provision of CRO services (the
“Services”), for the study entitled - A Phase 3b, Randomized, Double-blind, Placebo-controlled

Study o Evaluate the Efficacy und Safety oi" TRC101 in Delaying Chronic Kidney Disease
Progression in Subjects with Metabolic Acidosis”

2. The List of Tasks from Subsection C. Project speclﬁcaaons, under Section I. Scope of
orl_c, shall be amended as follows:

A. Amend Task 1.2 as follows:

Informed Consent local customization and translation; other documents translation
(patlent-facmg materials, protocol synopms, ete.), including updates of study
documents in accordance with Protoco Amendment #1 from September 5%, 2019

B. Amend Task 1.3 as follows:
Study sublmsszon/appmval RA, mcludmg Protocol Amendment #l

C. Amend Task 2.1 as follows:
* Study submxssmn/appmval ~EC, mcludmg Protocol Amendment #1

D. Amend Task 4.3 to read as follows: -
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|

{
32 sites to be quahﬁed in Bulgaria, Macedoma, Romania, Albania. in order to -
select 33 sites in total for participation in the Study.

E. Amend Task 5.3 to read as follows:
* Initiation- Visits — 33 Visits

F. Amend Task 57 to read as follows:
Termination Visits (33 visits)

3. Subsectxon Al Servxce Fces, under Section II. Fces and Exgenses. shall be amended to be xead
. as follows: . ) ‘ ,

“Budgeted costs that will be used to perform the Serwces are fisted in Attachment 11 of this Work
Order. - ‘

Asof the Amcndment Effective Ddte, COMAC wﬂl bill Sponsor in accordance with the following
payment schedule

-~ The amount of 114,971.11 BURO of the Semces fees shall be paid at this Amendment sxgnature.

- The amount of 622,213.53 EURO of the Servwes fees shall be paid at the Last Subject
Randomized; 50% of this amount, namely 311, 106 77 EURO shall be paid at the end of year 2019.
The remaining 50%, namely 311,106.77 EURO‘ shall be paid upon randomization of the last
subject; . ‘

- The amount of 622,213:53 EURO of the quxces fees shall be paid at the Last Subject Last
Visit; This amount will be paid on equal mstallments (each of 77,776.69 EURO) on a quarterly
basis, starting in Q1 2021 unti] the last subject last visit in Q4 2022,

- The amount of 373,328.12 EURO of the Services fees shall be paid at the Database Lock;

- The amount of 124,442.71 EURO of the Services fees shall be paid at Closure of Study Site
and all Study documents slupped to SPONSOR. |

The Parties hereto acknowledge that as of the Amendment Effective Date, the amount of 128,522.00
~ EURO of the Service fees, due and payable upon the full execution of the Work Order, has already.
been invoiced by COMAC and paid by the Sponsor. ,

The Parties hereto also acknowledpe that as of the Amendment Effective Date, the amount of
128,522.00 EURO of the Service fees, que and payable at the Study regniatory submission, has been
invoiced by COMAC and shall be paid by the Sponsor,

i
The Parties hereto acknowledge that as of the Amendment Effective Date, the amount of 676,173.00
EURO of the Service fees, due and payable upon First Subject First Visit, has already been invoiced
by COMAC and paid by the Sponsor. . :

1t is understood that all Services provided by COMAC under this Work Order will be performed in
accordance with the terms and conditions as set forth in the MSA.

COMAC’s performance of the Services shall commence in May 2018 and will continue until the

end of March 2023. At the end of this period, if COMAC Services are still necessary, the terms of
this Work Order may be reviewed and amended as mutually agreed by the parties.”
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4. Subsection B. Pass-Through Bxpenses, undcnSectlon IL Fees and Emenscs, shall be amended to
- be read as follows:;

“Sponsor will reimburse COMAC for actual and documented out-of-pocket expenses (“Pass- -

through Expenses”). These will include but are not limited to the followmg items; travel-related
expenses, CRF printing, shipping costs, translation fees, costs incurred in connection with the
conduct of investigators meetings, and other such third party, non-labor related expenses. All Pass-
through Bxpenses will be billed on a monthly basis directly to Sponsor wnthout markup

" Unless specifically agreed by the parties in writing, the maximum amount of reimbursement for
Pass-Through Costs will be limited to 7,520,310.00 EURO as per Attachment 11,

COMAC shall administer payments (including - ‘money trahsfezs)' to the investigative sites on

Sponsor's behalf from advance payments recewed from Sponsor, COMAC shall provnde reports to

Sponsor on quarterly basis/as per the agrecments with the Investigative sites and shall invoice the
Sponser for such advance payments upon Sponsor’s approval on the provided reports. Payment to
the investigative sites shall be made by COMAC upon recexpl of funds by the Sponsor. A
reconciliation of the amounts due shall be performed on ongoing basis.

Pass-Through Expenses will be invoiced as incurred on a monthly basis and reimbursed upon receipt
of the documentation and in accordance with Sponsor invoicing policics, with exception of the
investigative sites gnmts, which will be mvoxced as specified in the previous paragraph.”

5. The overall budget ﬂom Subsection C, Qverall Budget under Secuon . Feesand Exgenses, shall
be amended from 9,732,174.00 EURO, mcludmg Pass-through Expenses to 10,310,696.00 EURO,

incloding Pass-through Expenses. In relation to this, the maximum amount of compensation for
Services, indicated in the Jast paragraph from Subsection C. Overall Budget under Section IL. Fees
and Expenscs, shall be amended from 2,510,954.00 EURO (excluding Pass-Through Expenses) to
2,790,386.00 FURO (excluding Pass-Through Expenses).

6. Attachment IT: Responsibilities & Start-up Cost caloulation from the Work Order, shall be deleted - -

* in its entirety and replaced with the Attachment II: Responsibilities & Cosl calculation attached
hereto. K

7. Capitalized terms used but not defined in this tAmcndment have the meanings ascribed to them
_ in the Work Order and/or MSA. Except as expr essly set forth in this Amendment, the Work Order
_ remains in full force and effect in accordance with its terms. If one or more provisions of this

Amendment are beld to be unenforceable under a plicable law, such provisions shall be excluded

. from this Amendment and the balance of this Ameridment shall be interpreted as lf such provisions -

were so cxcludcd and shall he enforceable in accordance with its terms.

This Amcndment may be executed in any number of separate counterparts, each of which shall be .

" an original and all of which taken together shall comnstitute one and the same instrument.
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i
! . .
Amendntent #2 tie Wark Order¥] Dated May 4 20(8

I WITNESS WHEREQV, the partics hmw have ciused this Ammdmcm to be duly executed and

delivered as of the day and yeur first above written.

ACCEPTED AND AGREED TC:
Tricidn, llinc

by AV 7/} —
Name: 'S‘};": gg 5‘357':3’@

Titles 8

i’ ;f:&‘f&c‘aze

I\amc‘ //}f’f/ffi/«f d/ ‘;’ b‘{,{y .;Q’[J

: m«; &5’27

ate: / /" / —3 '/’y/?

RN ‘,rw . Finance._, w&gj’,&iﬂﬁ“ -
i '

R Y

Approved by Legal 13 so- 1

CONFIENTIAL

pite: _FEAL ﬁ‘?/ﬁ
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TRCA-303 Amendment #2 to Work Order#] Dated May 1 2018

Attachment I
Responsibilities & Cost calculation
St ;
Study Phase o . mb E
Study Name "A Phase 3b, Randomized, Double-blind, Placebo-controlled Study to
Evaluate the Efficacy and Safety of TRC101 in Delaying Chronic Kidney
Disease Progression in Subjects with Metabolic Acidosis”/ Study .
. Number (Name) - TRCA-303 (VALOR-CKD)
Location of Sites Albania -3
Bulgarja - 12
Macedonia - 4
N . -R ia-14
Number of Countries 4
Number of Sites 33
Number of subjects . 1,000 screened
500 enrolied
400 randomized
No. of subjects per site on avg. 12.1 -
Estimated number of SAEs at max 160
Estimated Study Duration FPFV till DBL 49 months
Estimated Total Program Duration (Comac 58 months
involvement)
Projected date of Onset of services May.18

CONFIDENTIAL PageSof 14




TRCA-303 - o Amendment #2 to Work Order#l Dated May 1% 2018

Projected date of Protocol Final

Projested date of First Clinical Trial Application
Submission )

Projected date of First Study approval

Projected date of Last Study approval

Projected date of Investigators” Meeting

Projected date of First Site Initiated

Projected date of FPFFV -

Projected date of LPI

Projected date of LPLV

Projected date of Database Lock .

Projected date of Topline Tables, Listings & Figure:
(TLFs) .

Projected date of COVs

Projected date of TMF to TRICIDA ™™~

Projected end of Comagc services for the study

SERVICES

1. Sites identification / selection

Sites identification - Site 150 - 44 6,600.00 €

I Site Qualification Visits Visit 700 32 22,400.00 € excluding Comac Phase 1 Unit
Site selection . . Site 50 33 1,65000€ -
Provide protocol to sites , _ Site 50 BES "1,650.00€
Subtotal: 1. Sites identification / seléction ool L ok 32,300.00€

2. Study Start-up / CTA Submission Preparation
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Smdy Material Review/GAP analysis/Submission Counitry/submis 1000 4 4,000.00 €
Preparation . . C . sion :
Essential Site Regulatory Documents (distribute, Site - 354 33 - 11,682.00€
oollg manage, track) . -
Informed consent local customization/translation; Country/submis - 1200 4 4,800.00 €
Other documents translation (Protocol Synopsis, etc.) sion . .
Study submission/approval - CA Country/submis 1600 4 '6,400.00 €
) S sion o - .
Essential Site Regulatory Documents (distribute. Site 118 33 -3.894.00 € Protocol Amendment 1
collect. manage. track) -'Ameudmgm ’ . o
Informed consent local customization/translation; Country/submis 400 4 1,600.00€ | Protocof Amendment §
Other documents translation (Protocol Synopsis, etc.) sion R
- Amendment : -
Study submission/approval - CA - Amendment Country/submis < 800 4 3,200.00 € Protacol Amendment 1
sion
Develop Study M 1(s) (including y forms Country 500 4 2,000.00 €
”‘Endilogs)ﬁ""’ . o o - e 3
Study submission/approval - CA - Notifications Country / study 300 4 1,200.00 € e.g. FPL LPL CSR
Review or Provide Insurance certificate (1o bepaid by || Countfy/docume 200 4 800.00€
the Sponsor directly to the insurer) : nut .
Clinical Trial Agreements - negotiation and signature Site 700 33 23,100.00€
Clinical Trial Agreements - negotiation and signature Site 200 33 6,600.00 € Protocol Amendinent |
- Amendment . .
Provide General Regulatory Consulting Country /. study © 400 4 1,600.00€
Subtotal: 2. Study Start-up / CTA Submission 70,876.00 € .
Preparation : ) - .
3. EC Submission and Local File Set-up
Study submission/approval - EC Submission 1200 4 4,800.00€
Study submission/approval - EC - Amendment Submijssion 600 .4 2,400.00 € Protocal Amendment |
CONFIDENTIAL
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‘Study submission/approval - EC - Notifications Site / study 150 33 4,950.00 € e.g FPI.LPLCSR
Subtotal: 3. EC Sub and Local File Set-up SR 12,150.00€

“I"4. Documentation management / TMF :
Assist in Setup eTMF Country / study 1000 4. 4,000.00 € Tocal support
Maintain and Track eTMF Site / month 15 1914 28.710.00 €
Investigative site file set-up & maiftenance Site / month 15 1914 - . 28.710.00 €
Track ali versions of documents included in essential || country / month 10 232 . 2,320.00€

-| documents . -

[ Collection of Original Wet Ink Study Documentsand | Site T 150 33 " 4,950.00€
Transfer to Tricida at the Study End . : .
Perform Loca! QCon a semi-annual Basis QcC 500 9 4,500.00€ Jocal QC
Archive Study Files Site 200 33 6,600.00 €
Subtotal: 4. Documentation management / eTMF L 79,790.00 €
5. Study trainings / Meetings / Site Initiation

-~ Activities -~~~ - - —— — :
Lo
Initial Study familiarization Protocol 800 14 11,20000€ -
version/ person :
Project Kick-off Meeting attendance Meeting 2000 -1 2,000.00 € PL alone
Investigator’s Meeting and CRA Training attendance Mesting 10000 1 10,000.00 €
& organization assistaiice : .
Subtotal: 5. Study trainings / Meetings / Site . 23,200.00 €
Initiation Activities )
6. Monitoring & Clinical Conduct
Prepare & familiarize with Monitoring manal Document 500 1 500.00 €
Familiarize with Medical Monitoring plan Document 500 1 500.00 €
Initiation Visits (33 visits) Visit 1100 33 36,300.00 €
Monitoring Visits {14 visits per site: one-day) - Visit 1100 462 508,200.00 €
Blinded :
CONFIDENTIAL Page8of 14
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Monitoring Visits (7 visits per site; one-day) - Visit 900 231 207,900.00 €
UnBlinded . : :
Additional day on site - Blinded / UnBlinded Day 550 139 7645000 € -
Patient recruitment control / Eligibility check - -Patients 50 . 400 20,000.00 €
Termination Visits (33 visits) Visit 1100 33 36;300.00 €
‘In-house (remote) monitoring Site / month 150 1617 242,550.00 €
Ongoing Medical Monitoring Site / month NAP 0.00€ performad by the Sponsor
Subtotal: 6. Monitoring & Clinical Conduct : 1,128,700.00 €
7. Study / Site management
Internal Team Project Management, Lead CRA & month 5000 58 290,000.00€
| Project Assistant Support
Report review visit 140 791 110,740.00 €
Co-Monitoring  visit 1100 . 15 16,500.00 €
Site ement incl. Site c ion, Queries Site / month 290 1617 468930.00€
resolution, Logistic suppost e SE— L .
Study-administration Country / month 350 232 81.200.00 €
Study plans preparation (e.g. Communication, Study 3000 1 3,000.00€
Project Management, Fscalation, Safety, etc.) . S
Internal team jon & Teleconfe Country / month 1500 232 348,000.00€
"Study status - updates and Client communication Month 1200 .58 - 69,600.00 €
Subtotal: 7. Study / Site management .
8. TMP logistics .
Obtain Import/Export License License 200 54 . .10,800.00 €
IMP receipt oversight / Custors clearance (i Receipt 500 54 27,000.00€
applicable) . : - . assuming 6 shipments per site
IMP focal destruction ‘Site 500 . 0.00€ T80
Subtotal: 8. IMP logistics = : 37,800.00 €
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9. Drug Safety and Pharmacovigilance
SAE Receipt/Review and Processing event ~ NAP 0.00€ performed by the Sponsor
- SAE Narrative Form . form Lo NAP 000€ performed by the Sponser
I{{]otify ECs of SAEs and SUSARs/Distribute Safety report 100 o8 800.00 €
Reporting to Competent Authorities report 100 8 800.00 €
Preparation/Submission of Periodic Safety Listings Country / year 250 20 5,000.00 €
Preparation/Submission of Periodic Safety Reports Countyry / year 250 20 5,000.00 €
Subtotal: 9. Drug Safety and Pharmacovigilance L 11,600.00 €
10. Quality Assurance .
Conduct QA Audit of Final Clinical & Safety Audit 2000 1 2,000.00 €
Laboratory Databases
Conduct QA Audit of Project Files and Electronic Audit 2000 1 2,000.00 €
Trial Master File (¢TMF) . . )
Provide Support During FDA/CA Site Inspection Inspection 2000 1 2,000.00 €
Subtotal: 10. Quality Assurance e - 6,000.00€ '
TOTAL CRO / Clinical site services Budget: 2,790,386.00 €
11. Pass-Through costs - external costs:* S
Ethics Committee related fees 25000 '25.000.00 € incl. Protocol Amendmert 1 fees
CA Approvals fees 25000 25.000.00 £ incl. Protocol Amendment 1 fees
Mileage/Meals 118650 118.650.00 €
Kick-off meeting NAP "0.00€ .
Investigator meeting expenses NAP 0.00€ :‘;:;;esﬁ%ag '“1?':;%3 Sxpenses will be prepaid
Copying/Printing/Fax paper eic. - consumption of 23200 23,200.00 €
mategjais -
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TMP import / customs clearance / Import/Export 37800 37.800.00 €
| License
Mail/Courier 46400 46,400.00 €
12. Pass-Through costs - Investigative Site grant.
Site support / Patient recruitment & retention
assistance:
igative Site grant - Per patient cost . ' 830 EUR per subject (35
tigative & - at . )
Tnvestigative Site ¢ . 14490 400 patients 5796.000.00€ | EUR pervisi)
. Per updated site budget version from 13-0ct-2019
igative Site grant - One-time fees
Investiga ' 5385 33 sites 177.705.00 €
P ~Addn Pooled costs accarding to the
Investigative Site grant - Additional fees - Pre-sereening - 350 EUR x 20% x 4000 screened
sublects = 70,000
- §Fs - 870 EUR x 500 SFs = 435,000
- ;sxs o:)'los“_ §50 EUR (515 + 35) x 100 subjects =
55,
- Unscheduled Visit - 600 EUR (565+35) x 20% x 400
md subjects = 48,000
— [ — 710555 1 study 710.555.00 € - Non-forcause Audit - 860 EUR x § = 4,300
— - ~Annual Pharmacy - 430 EUR x 31 sites x 4 yesrs =
53,320
- Protocal -215 EURx 1 x
31 sites = 6,685
- Endpoint package - 245 EUR x 15% x 400 md
subjects = 12,900
- - SAE Report Pracessing - 215 EUR X 100 SAEs =
21,500
Si - Pati ruitment & retention .
Sxte' support Paugnt mc ent & ret This site support fee Is applicable solely 1o subjects
assistance . randomized in Part B, but not fo subject enfolled in
smo0oe | G
! P = > * nit -fiat €1, shall apply to anyone
Lead Site manager - oversight Tandomized in Part B Irrespectva of duration of thelr
participation’in the study.
Total Pass-Through costs: 7,520,310.00 €
Total budget CRO Service Fees / Pass- - 10,310,696.00 €

Through costs:
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'

Attachment 111

Transfer of: Obhgatlons Form |

(Refemnces are to Txtle 21 of the Code of I‘edetal Regulatw"xs)

| SPONSOR __COMAC

A 1. Prepare the Investigational New Drug Application (IND), or any portions
of thé application. (312.23) ‘ X (o]

2. SubmittheINDtFDA. - . - X . @O
‘ B Maintain the IND by preparing and squittihg IND amcndn_lénts. as necessary:

1. Protocol Amendments (new protocols, changes in protocols, and-new mvesugntors)

(1230 -
-(a) Prepare . ‘ o X m]
(b) ‘Submit to FDA \ : X

[
t
!

2. Information Amendments (e.g., new toxicology, chemistry or other technical information;
© | any reports regarding discontinuance of a clinical investigation). (312.31) .

(=) Prepare . Y .
(b) Submit to FDA E X
‘ 3; - IND Safety Reports (initial and folloW—ul reports). (312.32)
' (a) Prepare X
(b) Submit to FDA (written; lelephone/fax) ‘ X
© Notify Investigators o ; | - o X-
4. Anmual Reports. (3'12.33‘) = -
{(a) Prepare ‘ e o

. f )
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(®) SubmitoFDA . X o
5. Wilhdw the IND. (312.38) | X o
-G Selecf Investigators an.d Monitors: (312.53)
1. Select/recruit invcstigators.. " 7 - X = X
2, Control- sl.xipping of the study drug. , i X O

i

3.  Obiain from each investigator: signed agx:éemcnt, CV, clinical protocol,
. b

Form FDA 1572, financial disclosure information. o X
: ! .
4. Select qualified monitors, f 0 X
g
5. Inform investigators of important safety information, (312.55) O X
6. Amend the investiéetor's brochure, X ]

D. Reviewof Ongding Investigations (312.56):

i. Monitor the invés;igaﬁon (includes ensuring that inv'estigatibn is conducted
in accordance with the investigational plan and protocol in the IND, and that

the investigator is méintaining proper control of the study dmg). X X
2. Secure compliance or discontinue investigator participation. X X

3. ' Review and evaluate evidence relating t? safety and effectiveness

and report to FDA as required. ; B X a

‘4, Discontinue investigation if it is determined that the study drug

3 ’ ! . y
¢ : ' involves unreasonable and significant rigk to subjects. X o
f

5. Inreviewing ongoing investigations, ensure that investigators mee! obligations

'
t

i
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under 312,60 - 312,69, including:

e  Obtaining initial and continuing IRB/EC review and approval of

clinical study. =] X
o Promptly reporting to the IRB/EC any chdnges to study and any
unanticipated problems. | (] X

&  Not make any changes in the research wnthout prior IRB/EC approval,
unless necessary to eliminate an 1mmed1ate hazard to study
subjects. s X X
~ E. Maintain Sponsor Records and Reports: (312.57)

; 1. Records of shipment and disposition of study drug. X X
i |
’ i
2. All correspondence (sponsor, FDA, RBEC, investigators, etc.) X X
3. Records concerning adverse effects. | m] X
4. Other records required by FDA. E X R
5. Retain records and reports required by FDA for two years aftera
marketing application is approved. | ' X _ X
6. Allow inspection of sponsor’s records by properly authorized FDA
official or employee. » o X

i F. Assure the return or aliernate disposition of unused supply of investigational
drug. (312.59) _ X X

G. Retain reserve samples of study drug and refercnce standard for

bloeqmvalence/bmavallabﬂxty study, (312. 57(d))‘ X m]

i
1
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TRCA-303 o L L Amendinent 43 0 Wark Orvderil Dated Mﬂv 2018 .

‘ _;Amend;ixent #to Woa'fk Order #li to Masiéxi Ser#icés Agreemenﬁ

THIS AMLNDMEN'I NO ’% to Work Oxﬁur #1 (1hc “Amq@@!}lent’ ) is madb effective as. of January 17 -

2020 (the “Amendment Effective Date”), between Tncnda Inc. (“SPONSOR”) and COMAC Mf,dma] '
Ltd. (“(‘OMAC”) ‘

. . W’HEREAS, SPONSOR and COMAC cntc:éd into Work Order #1 effective May 1%, 2018 (the
“Work Order™ pursuant to a Master Services Agreement dated July 9%,:2018 entered into by and
between SPONSOR and COMAC (the “MSA”) in which COMAC was to provide cerfain services to
SPONSOR . in connection ‘with the clinical trial entitled “A Phase 3b, Randomized, Double-blind,.
Placebo—contmlled Study to Evaluate the Efficacy and Safety of TRC101 in Dchymg Chronic: Kidney

Dsscasc Progression in Subjects with Metabolic Ac1d031s (the “btudy”) -with Promcol Number TRCA-
303 (the “Protocol™) : ,

‘ WWREAS SPONSOR and COMAC entered into Amendment #1 to Work Order ¥

. effective December 1%, 2018 and mto Amendment #2, eﬁ’cctwe September Sth, 2019.

WHEREAS the Parties hereby wish to execote this Amcndmcnt #3tothe Work Order inorder
1o include additional Sites and Countries in'the Study and 1o cover the related Stdrt-up services.

_ NOW, THEREFORE, in consideration of the mutual covenants and agmements contained in
this’ Amendment, the suf ficiency of which is hereby acknow!edged the pames agree as follows:

© 1. TheListof T aéks table from Subsection C. Project specifications, un(iéf_’Séctiqn I Scop.g,gf '
Work‘ shall be amended as follows b -

A." Include a new Task 1.6 as follows: |

Study submission/approval - RA- Amendment (applicable for Macedonia only)

“B. Include a new Task 2.4 as follows: . ‘
Study submission/approval — EC- Amendment (applicable erMacedonia only)

-C. 'Amend Task 4310 read as follows

232 sues to be quahﬁed in Bulgana, Mdccdoma, Romama, Albamd and-25- sxtes to be

. qualified in North Macedonia, Moldova, |
" total for participation in the Study.

- D. Include anew Task 7 3 as follov.s .
Dcpot setup To be performed in accordancc with the Jocal- requxremcnts

i
3 Suosccutm A Scrvxce }*ees unde:r Secnon 1. E “ees and E xgense shall be amended to be read _
s fo]lows A

“Budgund costs ﬁml will be used to pcrform the Servxccc are listed in /\ttachmcnt I of this Work
Order. : ,

‘As of lhe Amendmz,nt Efiectwc Date, COMAC wm bill Sponsor in accordancc with. xhe followmg
paymem schedula o J o

i

. P - ) }
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, |
TRCA-303 : Amendment #3 to Work Order#t! Dated May 1% 2018

1
|
|
]
|

- The amount of 184 844,94 EURO of the Services fees shall be paid at full execution of
Amendment; ’ . '

- The amount of 311 106,77 EURO of the Services fees shall be paid at randomiZation of the last
subject;

- The amount of 622,213.53 EURO of the Services fees shall be paid at the Last Subject Last
Visit; This amount will be paid on equal installments (each of 77,776.69 EURO) on a quarterly
basis, starting in Q1 2021 until the last subject last visit in Q4 2022.

- The amouht of 403 786,41 EUROQ of thé Services fees shall be paid at the Database Lock;

- The amount of 134 595,47 EURO of the Scrvwes fees shall be pald at Closure of Study Site
and all Study documents shipped to SPONSOR.

The Parties bereto acknowledge that as of the Amendment Effective Date, the amount of 128,522.00
EURO of the Service fees, due and payable upon | thc full execution of the Work Order has already
been mvmced by COMAC and paid by the Sponsor.

The Parties hereto also 'acknowledge that as of the Amendment Effective Date, the amount of
128,522.00 EURQ of the Service fees, due and payable at the Study regulatory submission, has been
invoiced by COMAC and shall be paid by the Sponsor.

The Parties hereto acknowledge that as of the Ameéndment Effective Date, the amount of 676,173.00
EURO of the Service fees, due and payable upon Fxrst Subject First Visit, has already been invoiced
by COMAC and paid by the Sponsor.

" The Parties hereto acknowledge that as of the Améndment Effective Date, the amount 0of 114 971,11
EURO, due and payable upon the full execution of Amendment #2, has already been invoiced by
COMAC and paid by the Sponsor. '

The Parties hereto acknowledge that as of the Améndment Effective Date, the amount of 311 106,77
(the remaining 50% from the total amount of th'e last subject randomized milestone, as specified
above), due and payable at the end of 2019, has alreadv been invoiced by COMAC and paid by the
Sponsor.

It is understood that all Services provided by COMAC under this Work Order will be performed in
accordance with the terms and conditions as set forth in the MSA.

COMAC’s performance of the Services shall cdmmence in May 2018 and will continue until the
end of March 2023, At the end of this period, if COMAC Services are still necessary, the terms of
this Work Order may be reviewed and amended as mutually agreed by the parties.”

4. Subsection B. Pass-Through Expenses, under Section 1I. Fees and Expenses, shall be amended {o
be read as follows: ' :

“Sponsor will reimburse COMAC for actual and documented out-of-pocket expenses (“Pass~
through Expenses”). These will include but areinot limited to the foliomng items: travel-related
expenses, CRF printing, shipping costs, translation fees, costs incurred in connection with the
conduct of investigators meetings, and other such third party, non-labor related expenses. All Pass-
through Expenses will be billed on a monthly basis directly to Sponsor without markup.

Unless specifically agreed by the parties in writing, the maximum amount of reimbursement for
Pass-Through Costs will be limited to 7 684 000,00 EURO as per Attachment 1.
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TRCA4-303 Amendment 53 10 Work Ovderit] Dated May 14 2618

COMAC shall administer paymcnts (including money transfers) to the investigative sites on
Sponsor's behalf from advance payments received from Sponsor, COMAC shall provide reports to
Sponsor on quanerly basis/as per the agreements with the Investigative sites and shall invoice the
Sponsor for such advance payments upon Sponsor’s approval on the provided reports. Payment to
the investigative sites shall be made by COMAC upon receipt of funds by the Sponsor. A
reconciliation of the amounts due shall be performed on ongoing basis.

Pass-Through Expenses will be invoiced as incurred on a monthly basis and reimbursed upon réccipt
of the documentation and in accordance with Sponsor invoicing policies, with exception of the -
investigative sites grants, which will be invoiced, as specified in the previous paragraph.”

5. The overall budget from Subsection C. Overall Budget under Section I1. Fees and Expenses, shall
be amended from 10,310,696.00 EURQ, including Pass-through Expenses, to 10 699 842,00 EURO,
including Pass-through Expenses. In relation 10 this, the maximum amount of compensation for
Services, indicated in the last paragraph from Subsection C. Overall Budget under Section 1I. Fees

and Expenses, shall be amended from 2,790, ‘%86 00 EUROQ (excluding Pass-’l‘hrough Expenses) to
3 015 842,00 BURO (excluding Pass-Through prcnses)

6. Attachment II: Responsibilities & Start-up Cost calculation from the Work Order, shall be deleted
in its entirety and replaced thh the Attachment II: Reqpomﬂnhues & Cost calculation attached
hereto.

7. Capitalized terms used but not defined in this Amendment have the meanings ascribed to them
in the Work Order and/or MSA. Except as expressly set forth in this Amendment, the Work Order
remains in full force and effect in accordance with its terms. If one or more provisions of this
Amendment are held to be unenforceable under applicable law, such provisions shall be excluded |
from this Amendment and the balance of this Amendment shall be interpreted as if such provisions
were so excluded and shall be enforceable in accordance with its terms.

This Amendment may be executed in any nursher of separate counterparts, each of which shall be
an original and all of which taken together shall constitute one and the same instrument.
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’ TRCA_-303 B g Amendment #3 to Work Ordertil Dated May 1" 2018 K

IN WITRESS WHEREOF the parties hereto have caused this Amendment 1o be duly Pxecuted and
dehvered as of the day and year first above written.

ACCEPTED AND AGREED TO:

Tricide, Inc. COMAC /d €al Led.
DocuSigned by: )
r fF Parter , By: (rster—
G %?7!}3555 Dd’T (
. Name: eoTT rarker Namu %JU KQJ\J (ﬂ O\ St
Titte: cro & E""’ , Tie: _(GO
April 28, 2020 :

Date: ' . ‘ Date: QYO . 2000

\ » bs
Revicwed By Legal

D8

Approved by Finance | ..__P._.____
April 28, 2020
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Amendmeni %3 to Work Order#i Dated May 1% 2018

Attachment I
Responsibilities & Cost calculation

Study Phase ] .
Study Name "A Phase 3b, Randomized, Double-blind, Placebo- d Study to Evaluate the El=ﬁLcacy and,
Safety of TRC101 in Delaying Chronic Kidney Disease P ion in Subjects with i
Acidosis” / Study Number (Name) - TRCA-303 (VALOR-C
Location of Sites Albania-~3
Bulgaria - i2
Macedonia - 5
SR — — — Romania- 14
Belarus - 7
Turkey - 12
Moldova - 1
Number of Countries 7
Number of Sites 54
Number of subjects 1 000 screened
500 enroiled
400 rndomized
No. of subjects per site on avg. T4
E‘stim?xed number of SAEs at max 100

CONFIDENTIAL Page Sof 12
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TRCA-303

Amendment #3 10 Work Order#l Dated May I* 2018

Projected date of TMF to TRICIDA

Projected cnd of Comac services for the study

Estimated Study Duration FPFV till DBL 49 months
Estimated Total Program Duration (Comac involvement) 58 months
Projected date of Onset of services May-18
Projected date of Protocol Final Jul-1§
Projected date of First Clinical Trial Application Submission Aug-18
Projected date of First Study approval Oct-18
Projected date of Last Study approval Dec-18
Projected date of Investigators” Mcetfng Oct-18
Projected date of First.Site Initiated Nov-18
Proj ul?d date of FPFV Dec-18.
Projected date of LPL Aug-20
Trojoned date oTLPLY Nov-22
-Projected date of Database Lock - — - - Dec22 ...
Projected date of Topline Tables, Listings & Figures (TLFs) Jan-23
Projected date of COVs Feb-23

Mar-23

Mar-23

L
SERVICES

1. Sites identification / selection

Sites identification Site 150 69 10350,00€
Site Qualification Visits Visit 760 57 3990000 € excluding Comac Phase [ Unit
Site selection Site 50 54 2 'T0.00 €

CONFIDENTIAL Page 6 of 12
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TRCA-303 Amendment #3 to Work Ordertt Dated May 1% 2018
Pravide protocol to sites - Site l 50 g 54 270000€
Subtotal: 1. Sites identification / seléction 35 650,00 € ,
2. Study Start-up / CFA Submission Preparation )
Study Material Review/GAP analysi ission Prep issi 1006 -1 7000.00€
Site ry IX {distribute, collect, - Site 354 54 1911600 €
manage, track)
" Tinformed consent local customization/transtation; Other Country/submission 1200 7 840000€ -
J ion (Protocol Synopsis, etc.) . .
Study-submission/approval - CA . Country/submission 1630 7 1120000€
Essential Site Regul: B {distribute. collect, Site I EE 4] 10266,00€ | Protocol Amendment |
manage. track) - Amendment K .
Informed consent local customization/translation; Other Country/subrmission 400 13 520000€ Protccol Amendment t -
d tation (Protocol psis, efc.) - A d
Study ission/approval - CA - A S Country/submission 800 s 400006 € Protocol Amendment |
Develop Study Mamual(s) (including necessary forms and logs) -Country 500 - 7 3500,60€
Study submission/approval - CA - Notifications Connuy /study | 300 4 120000€ e.g. FPI, LPL CSR
Review or Provide jnsurance certificate (to be paid by the Country/iocument 200 8" 1600.00€ also including the update for Macedonia
Sponsor dircetly to the insurery . , i
Clinical Trial Agr - negotiation and sig Site . 700 E 54 3780000€ - ]
%Tinical Trial A - tation and si - Site 200 33 6600,00€ Protocol Amendment 1
Amendment 5 5 . - .
Provide General Regulatory Consulfing Camntry / study 400 7 "~ 280000€
Subratat: 2. Study Start-up / CTA Submission Preparation 118 682,00€
3. EC Submission and Local File Set-up

CONFIDENTIAL
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TRCA-303 Amendment #3 1o Work Order#i Dated May 1* 2018
Study submissiorm’appmva‘x' -EC Submission 1200 7 8400,00€
Study subvnission/approval - EC - Amcads Submission 600 5 3600,00€ Protocol Amendment {
Study submission/approval - EC - Notifications Site / study 150 33_ 495000€ e.g. FPLL LPL CSR
Subtotal: 3. EC Submission and Local File Set-up 16350.00 €
4. Documentation management / eTMF
Assist in-Setop eTME Country / study 1000 4 400000 € local support
Maintain and Track €TMF Site/ month 15 1914 2871000€
Investigative sitc file sct-up & maintenance Site/ monlh 15 1914 28710060 €
Track all versions of documents included in essential country / month 10 232 232000€
documents I .
Collection of Original Wet Ink Study Documents and Transfer Site 150 a3 495000€"
10 Tricida at the Study End )
Perform Local QC on a semi-annual Basis QC 560 9 450000 € local QC
Archive Study Files - 33 660000 €
Sublotal: 4. Documentation management 7 eTMF 79 790.00€
5. Study trainings / Meetings / Site Initintion Activitics
Titial Study familiarization Protocol version/ 800 20 16 000,00 €

. ' person -
Project Kick-off Meeting attendance Mecting 2000 1 200000 € PL alane
Investigator's Meeting and CRA Training attendance & Meeting 10000 1 1000000 €
organization assistance
Subtotal: 5. Study trainings / Meetings / Site Initiation p 2800000 €
Activities -
6. Monitoring & Clinical Conduet
Prepare & familiarize with Monitoring manual Document 500 i 500,00 €
Familiarize with Medical Monitoring plan Document 500 1 500,00 €

CONFIDENTIAL
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TRCA-303

Initiation Visits (54 visits)

Amendinent #3 10 Work Ordertt! Dated May 1% 2018

Visit

1100 54 5940008 €
Monitoring Visits (14 visits per site: onc-day) - Blinded Visit 1100 462 508 20000 €
Manitoring Visits (7 visits per site: one-day) - UnBlinded Visit 900 23 207 900,00 €
Additional day on site - ﬁ-ﬁnded {UnBlinded Day 350 139 7645000 €
Patient recruitment control / Efigibility clicok Patients 50 300 20600,00€
Termination Visits (54 visits) . Visit 1100 54 m,uo €
n-hause {remote) monitoning Site/ month 150 1617 24255000 €
Ongoing Medical Monitoring Site / month NAP | 000€ performed by the Sponsor
‘Subloial: 6. Monitoring & Clinical Conduct 1174 900,00 €
7. Stady / Sitc munsgement
Internal Team Project Management, Lead CRA & Project month 5000 59 295 000,00 €
Assistant Support
Report review visit 1@ 858 120 120,00 €
Ca-Monitoring- I —— —| visit——— 1100. 15 16 500.00€-
Site incl. Site ication, Queries Site / month 290 1725 500 250,00 €
Logistic support
Study administration Couniry | month 350 356 T3 600.00€
Study plans 1 ion {e.g. C ication, Project Study 3000 1 300000 €
Management, Escalation, Safety. efc.)
Internal team o & Tel Country / month 1500 256 384000,00€
Study status - updates and Client communication Month 1200 64 7% 3-00.00 €
Subtotal: 7. Study / Site management 148527000 €
8. [MP logistics
Obtain Import/Export License License 200 63 12 600,00 €
IMP receipt ight / Customs ¢l {if applicable) Receipt 500 54 2700000€

. assuming 6 shipments per site {
CONFIDENTIAL Page 9 of 12
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TRCA4-303
IMP lacal destruction Site 500 000€
. 78D

Subotal: 8. IMP logistics w 39600.00€ -

9. Drug Safety and Pharmacovigilance

SAE Receipt/Review and Processing event NAP 0,00 € performed by the Sponsor

SAE Narrative Form form _NAP 0.00€ performed by the Sponsor

Nmi(‘){ ECs of SAEs and SUSARs/Distribute Safety Reports report 100 R 800,00 €

Reporting to Competent Authorities report 100 8 800.00€
| Preparation/Submission of Periodic Safety Lislit_)gs Country / year 250 20 5000,00€

Pnepamtiap/S\lbmission of Periodic Safety Reports Country / year 250 20 5000,00€

Subtotal: 9. Drug Safetv and Pharmacovigilance 11 600,00€

10. Quaiﬁy Assufance

“'Conduct QA Audit of Final Clinical & Safety Laboratory Audit 2000 1 2000,00 €

Databases

Conduct QA Audit of Project Files and ni¢ Trial M _ 2000 L _ -2000,00 € e .
File (¢cTMF)

Provide Support During FDA/CA Site Inspection Iuspection 2000 )] 200000 €

Subtotal: 10. Quality Assurance 6000.00€

TOT{\L CRO/ Cliniesl site services Budget: = 301584200 € ]

Per-patient cost - services fees 753961 €

11. Pass-Through costs - exterual costs:*

Ethigs Commiu;e related fees - 37000 3700000€ incl. Protocol Amendment 1 fees
CA Approvals fecs 37000 3700000 € incl. Protocol Amendment 1 fees
Miléage/Meals i 130950 130 950,00 €

Kick-off mecting " : NAP 000€

CONFIDENTIAL
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TRCA-303

Investigator meeting cxponses

Copymg/Printing/Fax paper ote. - conswmption of materials

IMP import / customs clearance / Impor/Expon License

Depat set-up

Mail/Courler

12. Pass-Through costs - Investigative Site grant. Site
support / Patient recruitment & retention assistancez

Amendment #3 to Work Orderitl Dated May 1% 2018

000€

All investi i L will be
prepaid andior pald for by Tricida.

2470000 €

4030000 €

300000€

Balarus

47400,00€

Tnvestigativé Site grant - Per patient cost

Investigative Site grant - One-time fees

14490

400 patients

5796 00000 €

including 630 EUR reimbursement pec
subject (35 EUR per visit)

Per updated slte budget version from 13-Oct-
2019

5385

34 sites

29073000 €

GDGSGLO&JﬁEH'LOGG'ZQO?‘Qd 10-5v208¥z :Qi 3dojsaug ubignoog

ny pative Site grant - Additional fees

Site support - Patient recruitment & retention sssistance

716360

1 study

71636000 €

Pooled costs according to the foliowing
assumptions:
- Pre-screening - 350 EUR x 20% x 1000

“{ screaned subjects = 70,000 — :

- 8Fs - 870 EUR x 500 SFs = 435,000

- A3 visit - 550 EUR (516 + 35)x 100
subjects = 55,000

- Unscheduled Visit - 600 EUR (565+35) x
20% x 400 md subjects = 48,000

- Non-for-cause Audit - 860 EUR x § = 4,300
- Annual Phanmacy - 430 EUR x 31 sites x4
years = 53,320

- Protacol Amendment - 215 EUR x1
Amendment x31 sites = 6,665

- Endpoint package - 215 EUR x 15% x400
md subjects = 12,800

- SAE Report Processing - 215 EUR x 100
SAEs = 21,500

Lead Site manager - oversight

1400

408 patients

- 560000,60€

This site support fee is applicable solely to
subjects randomized in Part B, but not to
subject enrolled in Part A who are not eligible
for Part B.

Unit cost - flat €1 400 fee shalt aoply lo
anyonsa 4 i in Pari B iresp of
duration of their parficipation in the study.

CONFIDENTIAL
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TRCA-303

Amendment #3 to Work Ordert! Dated May 1 2018

Total PSss—Tllm ugh costs: 7 684 090,00 €
Total budget CRO Service Fees / Pass-Through costs: 10699 842,00 €

* - To be bilicd on actual basis without mark-up.

Any additiona! task will be charged separately. VAT is not included

CONFIDENTIAL INFORMATION

22.4.2020
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TRCA-303 Amendment #4 to Work Order#! Dated May 1 2018

) ¢

Amendment #4 to Work Order #1 to Master Services Agreement

THIS AMENDMENT NO. 4 to Work Order #1 (the “Amendment™) is made effective as of May 19,
2021 (the “Amendment Effective Date”), between Trlcxda Inc. (“SPONSOR?”) and. COMAC Medical
Ltd. (“COMAC™).

WHEREAS, SPONSOR and COMAC entered into Work Order #1 effective May 1%, 2018 (the
“Work Order”) pursuant to a Master Services Agreement dated July 9 2018 entered into by and
between SPONSOR and COMAC (the “MSA”) in which COMAC was to provide certain services to
SPONSOR.-in connection with the clinical trial entitled “A Phase: 3b, Randomized, Double-blind,
Placebo-controlled Study to Evaluate the Efficacy and Safety of TRC101 in Delaying Chronic Kidney
Disease Progression in Subjects with Metabolic Acidosis” (the “Study”), with Protocol Number TRCA-
303 (the “Protocol”)

WHEREAS, SPONSOR and COMAC entered into Amendment #1 to Work Order .#1
effective December 1%, 2018, into Amendment #2, effective September 5%, 2019 and into Amendment

# 3, effective Jannuary 17% 2020,

WHEREAS, the Parties hereby wish to execute this Amendment #4 to the Work Order in order
to include Home Care services in North Macedonia and Bulgaria and to cover the related services.

|
!

NOW, THEREFORE, in consideration of the mutual covenants and agreements contained i in
this Amendment, the sufficiency of which is hereby acknowledged the parties agree as follows:

1. The List of Tasks table from Subsection C. PrOJect specifications, under Section 1. Scope of
Work, shall be extended to include the following services:

COMAC Services

Description
(if applicable)

11.

Home Care Services in N,
Macedonia & Bulgaria

Includes database search for nurse and addition.of
patient to systems.

Patient Registration;

Nurse enlisting to site logs / remote or on-site visit
at the Site

Home Care Nurse Registration;

“V1s1t including total return travel time of 2 hours

Weekday Home Visit - working
hours;

Visit including total return travel time of 2 hours

Weekday Home th ex-working
hours & weekends;

Home Care nurse training time including -
prepration

Home Care Nurse Training;

Includes pre-visit call to patient, arranging courier,
calling site post-visit etc.

Coordination and Administration of -

Visits by Home Care Nurse;

Project management per visit - this includes all
nurse management and resolution of all issues
arising from visits - Quality Control of Visit Report
Forms (up to 5 mins per report) and query
resolution (5 mins per query)

Country Lead- Project mgmt &

.coordination;

Country Lead nurse training time including
prepration

Country Lead- training;

Tracking and reporting of each unique DCF per the
visit assessment process. Assume 30% of queries
require resolution.

Tracking and Reporting of Unique
DCFs; .

Study specific set-up / Systems allocation / Team

allocation

Service set-up.

CONFIDENTIAL
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TRCA-303 Amendment #4 to Work Order#l Dated May 1* 2018

2. Subsection A. Service Fees under Section II. eres and Expenses, shall be amended, to be read,
as follows: 1

“Budgeted costs that will be used to perform the Services are listed in' Attachment II of this Work
Order. i .

As of the Amendment Effectxve Date, COMAC w111 bill Sponsor in accordance with the followmg
payment schedule: ‘ : .

|
- The amount of 168,043.75 EURO of the Serv1ces fees shall be paid upon full execution of thls,
Amendment; ‘

- The amount of 84,021.88 EUR of the Services fees shall be paid following completion of Interim
Analysis 1 or positive adjudication of prlmary endpoint events in 150 study subjects, whichever
comes first; ‘ :

- The amount of 84,021.87 EUR of the Services' fees shall be paid following completion of Interim
Analysis 2 or positive adjudication of primary endpomt events in 250 study subjects, whichever
comes ﬁrst ‘

-~ The amount of 544,436. 83 EURO of the Serv1ces fees shall be paid at the Last Subject Last
Visit; This amount will be paid on equal mstallments (each of 77,776.69 EURO) on a quarterly
basis, starting in Q2 2021 unt11 the last subject last visit in Q4 2022.

|

- The amount of 403,786.41 EURO of the Services fees shall be paid at the Database Lock;

- The amount of 134,595.47 EURO of the Services fees shall be pa1d at Closure of Study Slte
and all Study documents shipped to SPONSOR.

The Parties hereto acknowledge that as of the Amendment Effective Date the amount of 184,844.94
EURO of the Service fees, due and payable upon the full execution of the Amendment #3, has .
already been invoiced by COMAC and paid by the Sponsor.

The Parties hereto acknowledge that as of the Amendment Effective Date, the amount 0of 311,106.77
EURO of the Service fees, due and payable upop Randomization of the last subject, has already _
been invoiced by COMAC and paid by the Sponsor.

The Parties hereto acknowledge that as of the Amendment Effective Date, the amount of 77,776.69
EURO, due and payable upon Q1 of 2021 for Last Subject Last Visit, has already been invoiced by

COMAC and paid by the Sponsor.

It is understood that all Services provided by COMAC under this Work Order will be performed in
accordance with the terms and conditions as set forth in the MSA.

COMAC’s performance of the Services shall commence in May 2018 and will continue until the
end of March 2023. At the end of this period, if COMAC Services are still necessary, the terms of
this Work Order may be reviewed and amended as mutually agreed by the parties.”

|
4. Subsection B. Pass-Through Expenses under Sectxon II. Fees and Expenses, shall be amended to
be read as follows:

|

“Sponsor will reimburse COMAC for actual and documented out-of-pocket expenses (“Pass-
through Expenses”). These will include but are not limited to the following: items: travel-related-
expenses, CRF printing, shipping costs, translation fees, costs incurred in connection with the
conduct of investigators meetings, and other such third party, non-labor related expenses. All Pass-
through Expenses will be billed on a monthly bas‘is directly to Sponsor without markup.
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. i .
TRCA-303 co ? Amendment #4 to Work Order#] Dated May 1° 2018

. K “

}’

Unless spemﬁcally agreed by the parties in writing, the maximum amount of relmbursement for
Pass-Through Costs will be limited to 7,877,014. 00 EURO as per Attachment II
COMAC shall administer payments (including money transfers) to the mvestlgatlve sites on
Sponsor’s behalf from advance payments recelved from Sponsor. COMAC shall provide reports to
Sponsor on quarterly basis/as per the agreements’ 'with the Investigative sites and shall invoice the
Sponsor for such advance payménts upon Sponsor’s approval on the provided reports. Payment to
the investigative sites shall be made by COMAC upon receipt of funds by the Sponsor A
reconciliation of the amounts due shall be performed on ongoing basis.

Pass-Through Expenses will be imvoiced as incurréd on a monthly basis and reimbursed upon receipt
of the documentation and in accordance with Sponsor invoicing policies, with exception of the
investigative sites grants, which will be invoiced, as specified in the previous paragraph.”

5. The overall budget from Subsection C. Overall Budget under Section II. Fees and Expenses, shall
be ‘amended from 10,699,842.00 EURO, including Pass-through Expenses, to 11,228,943.50
EURO, including Pass-through Expenses. In relation to this, the maximum-amount of compensation
for Services, indicated in the last paragraph from Subsection C. Overall Budget under Section II.
Fees and Expenses, shall be amended from 3,015,842.00 EURO (excluding Pass-Through
Expenses) to 3,351,929.50 EURO (excluding Pass—Through Expenses).

» 6 Attachment I Responsxb111t1es & Start-up Cost calculation from the Work Order, shall be deleted
in its entirety and replaced with the Attachment: II: Responsibilities & Cost calculation attached
hereto.

7. Capitalized terms used but not defined in this, Amendment have the meanings ascribed to them
in the Work Order and/or MSA. Except as expressly set forth in this Amendment; the Work Order
remains in full force and. effect in accordance with its terms. If one or more provisions of this
Amendment are held to be unenforceable under applicable law, such provisions shall be excluded
from this Amendment and the balance of this Amendment shall be interpreted as if such prov151ons
were so excluded and shall be enforceable in accordance with its terms.

This Amendment may be executed in any numbe‘r of separate counterparts each of which shall be
an original and all of which taken together shall constitute one and the same instrument.

IN WITNESS WHEREOQF, the parties hereto h‘ave caused this Amendment to be duly executed
and delivered as of the day and year first above written.

|

ACCEPTED AND AGREED TO: |

DocuSigned by:

Trlclda, Inc. .
Gumt Havmar

By: 9A0946ECOBE74489...

. Gerrit Klaemer

Name

Title: CEO&President

Date: May 28, 2021

Legal Review: ﬁf _May 28, 2021

Finance Review: ﬂ{’{ May 28, 2021

DocuSigned by:

CPMAC Medical Ltd. W AWllV' ébV’ (M/bb\k

By: - 2BIBABSA3FO7440..
' Vladimir Goranov

Name:
|

Title: CFO

D? te: May 29, 2021

v
[

\
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TRCA-303 Amendment #4 to Work Order#! Dated May I*' 2018

Attachment II

Responsibilities & Cost calculation
#ion CE

Study Phase ) TIIb ]
Study Name "A Phase 3b, Randomized, Double-blind, Placeb lled Study to Evaluate the Efficacy and Safety of TRC101
in Delaying Chronic Kidney Disease Progression in Subjects with Metabolic Acidosis™ / Study Number (Name) -
TRCA-303 (VALOR-CKD)
Location of Sites Albania - 2 " SumpLions as per Amendneal £3;
. Bulgaria - 10
Macedonia - 5
Romania - |
" Belarus - 1
[Number of Countries s
[Number of Sites 19
[Number of subjects 890 screened
430 enrolled
366 randomized-
[No. of subjects per site on avg: 19
" [Estimated number of SAEs.at max 180 o7 - o
Estimated Study Duration FPFV dll DBL 49 months
Estimated Total Program Duration (Comac involvement) 58 months
Projected date of Onset of services May-18
Projected date of Protocol Final Jul-18
-{Projected date of First Clinical Trial Application Submission Aug-18
Projected date of First Study approval Oct-18
Projected date of Last Study approval Dec-18
Projected date of Ii i * Meeting Oct-18
[Projected date of First Site Initiated Nov-18
Projected date of FPFV Déc-18 I
[Projected date of LPI Feb-21 [f2 randomization - Part
[Projected date of LPLV Nov-22
[Projected date of Database Lock Dec-22
[Projected date of Topline Tables, Listings & Figures (TLFs) Jan-23
Projected date of COVs ) Feb-23
[Projected date of TMF to TRICIDA Mar-23
Projected end of Comac services for the study Mar-23
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TRCA-303

Amendment #4 to Work Order#l Dated May 1" 2018

Sites identification

10350,00 €

fincl Turker & Moldova

Site Qualification Visits 700 57 39 900,00 € inel. Twhcy & Moldiva, excluding Comae Phase I Unit
Site selection 50 54 2 700,00 € ircl. Turkoy & Moldova
Provide protocol to sites 50 54 270000 € finch Turker & Moldova
(Subtotal: 1. Sites identification / selection i 55 650,00 €
2. Study Start-up / CTA Submission Prepamtion
Study Material Review/GAP analysis/Submission Preparation Country/submission 1000 7 700000 € et Tichey & Mokdva
[Essential Site Regulatory Documents (distribute, collect, manage, track) Site 354 54 19 116,00 € inct Turtiey & Muidova -

consent local izati ion; Other Countr 1200 7 §40000€ incl Turkey & Moldora
(Protocol Synapsis, etc.)
Study submission/approval - CA Country/submission 1600 7 1120000 € incl. Trrkey & Moilova

i [Essential Ste Regulatory Documents (distribute, collect, manage, track) - Site 18 87 1026500 € incl. Turkey & Moldova 1 Protece] Amaducnt #

[Amendment

consent focal fzati ion; Other Countr, 400 5 2000,00€ [Protacol Amendment 1
(Protocol Synopsis, etc.) - Amendment
i { consent focal izationt ion: Other Country/; ) B 20000 € [Provreel Asnendaseat 2
(Protocol Synopsis, ete. ) - Amendment
Study issik -CA- Country/submission 800 5 4 000,00 € [Protocol Amendment 1
Stady ission/app -CA - ch Country/submission 860 3 4.000,0G € [Protocol Amendment 2
Develop Study Manual(s) (including necessary forms and logs) Country 500 7 350000€ el Tizhey & Moldava
Study issi -CA- i i Country / study 300 5 1 500,00 € ¢ FPLLPL CR

-- Review or-Provide certifi (to be paid hy the 5 Iy 10 th Countr 200 .| ! _ 160000 € finc) Turkey & Moldova. also incluling the update for Macedonia
linsurer)
Clinical Trial Agreements - negotiation and signature Site 700 54 3780000 €
Clinical Trial Agreements - negotiation and signature - Amendment Site 200 33 6 600,00 € [Protocol Amendment T
Clinical Trial Agreements - negotiation and signature - Amendment Site 200 19 386000 € [Feetocel Amenément 2
Provide General Regulatory Consulting - Country / study 400 7 2 800,00 € fincl. Twkey & Moidova
\Subtotal: 2. Study Start-up / CTA Submission Preparation
3. EC Submission and Local File Set-up
Study submission/approval - EC Submission 7 $ 400,00 € [inal Turkey & Motdava
Study ission/approval - EC - Submission 5 300000 € [Protocol Amcndment T
Study o TEC-A Submission 5 300000 € Protocol Amcndnent 2
Study ission/app: - EC - Notif Site / study 39 585000€ s FPLLPLCR
.. inet. Closed sites

[Subtotal; 3. EC Submission and Local File Set-up — : 20 250,00 €
4. Documentation management / eTMF
|Assist in Setup eTMF Country / study 1000 7 700000€ [ined Turkey & Motdova, kel suppotd
[Maintain and Track eTMF Site / month 15 1408 21 120,00 €
[[nvestigative site file set-up & maintenance Site / month 15 3408 2112000 €
| Track all versions of documents included in essential documents country / month 10 290 290000€
Collection of Original Wet Ink Study Documents and Transfer to Tricida at Stte 150 39 5 850,00 € nel Giowed sites
lthe Study End
[Perform Local QC on a semi-annual Basis QC 500 9 4 500,00 € Toeal GC
[Archive Study Files Site 200 39 7 800,00 € inél Ciosad sies

4. De i /eTMF 70 290.00 €

CONFIDENTIAL
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TRCA-303 . * Amendment #4 to Work Order#l Dated May 1*' 2018
5. Study trainings / Meetings / Site Initiation Activities
[nitial Study familiacization ] Protocol version/ | 800 20 . 16 000,00 €
person .- :
Project Kick-off Meeting attendance ' Meeting 1 2000 1 2000,00€ [PL alone
lInvestigator’s Meeting and CRA Training attendance & organization Meeting . 10000~ 1 - 10 000,00 €
assistance ) ) c i
Subtotal: 5. Study trainings / Meetings / Site Initiation Activities 28 000,00 €
6. Monitoring & Clinical Conduct i -
[Prepare & familiarize with Monitoring manual Document ©-500 - 1 500,00 €
) Familiarize with Medical Monitoring plan - Document 4 500 o1 . . 500,00€
_ |Initiation Visit { visi) . i Visit 1100 .39 4290000 € incl Closud sites
Monitoring Visits (avg.17 Visits per site; one-day) - Blinded Visit 1100 . 560 - 616 000,00 € -
Monttoring Visits (avg 8 visits per site; one-day) - UnBlinded I Vst %0 280 252,000,00 €
[Additional day on site - Blinded/ UnBlinded : ~ Day 550 . 252 ] ~ 13860000€ -
[Patient recruitment control / Eligibility check - Patients 50 - 366 18230000¢€” i :
[Termination Vistt ( visit) Visit ) 1100 39 - L 42900008
lIn-house (remote) monitoring . . - Site / month 150 - 1237 185 550,00 €
|Ongoing Medical Monitoring e Site / month - ) B NAP 0,00€ R [performed by the Sponsor

Subtotal: 6. Monitoring & Clinical Conduct

1297 250.00 €

7. Study / Site management

[nternal Team Project Management, Lead CRA & Project Assistant Support month .59 295 000,00 €

Report review - visit 975 .7 136 50000 €

(Co-Monitori , _ B visit.._ | i A5 d o _
Site incl Site ication, Queries resolution, Logistic - Site / month : 290 1237

cupport g ’ S > . . !

Study admnistration j Country / month 350 310 108 360,00 € < fcl Tuker & Motdova

[Study plans ion (e.8: C ication, Project N Study : 3000 1 R 300000€

{Escalation, Safety, etc.) . - - - e

[nternal team communication & Teleconferences . Country / month 1500 . 310 T 465 000,00 €

Study status - updates and Client commuhication, Month 1200 ) 64 76 800,00 €

Subtotal: 7. Study / Site nianagement 1460 030,60 €

8. IMP logistics - — :
Obtain Import/Export License .. “ License 250 R 50 000,04 € .
IMP receipt oversight / Customs clearance (if applicable) ) - Receipt 250 < 125 060,00 € [3s3uning 12 shipents per Site
IMP local destruction - 000€ . |meD "

\Subtotal: 8. IMP logistics {75 000.00 € «

9. Drug Safety and Pharmacovigilance

[SAE Receipt/Review and Processing i event” coo R . NAP . 000€ [nerformed by the Sponsor

SAE Narrative Form . . form NAP s 000€ . |[performed by the Sponsor -
[Notify ECs of SAEs and SUSARs/Distribute Safety Reports ) - report 100 10 ) 1-00000 €
[Reporting to Competent Authorities . ._report 100 10 100000 €
Preparation/Submission of Periodic Safety Listings_- Country / year ~ 250 - 2 ) 6250008

[Prep ission of Periodic Safety Reports Country / year 250 - 25 ; - 625000€
\Subtotal: 9. Drug Safety and Pharmacovigilance 1450000 € ! -
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TRCA-303 *

Amendment #4 to Work Order#] Dated May 1 2018

10. Quality Assurance

11, Howe Care Services in N. Macedonia & Bulgaria

ITOTAL CRO / Clinical site services Budget:

Conduct QA Audit of Final Clinical & Safety Laboratory Databases Audit 2000 1 2 000,00 €
(Conduct QA Audit of Project Files and Electronic Trial Master File (eTMF) Audit 2000 1 2000.00€
[Provide Support During FDA/CA Site Inspection Inspection 2000 1 2000,00€
Subtotal: 10. Quality Assurance 6 000,00 €
11. Home Care Services in N. Macedonia & Bulgaria
Patient Registration patient . 100 23 2250,00€ Incides database search for nurse and addttion of patient to systems.
[Home Care Nurse Registration visit 150 180 27 000,00 € se enlisting to site logs / remote o on-site visit & the Ste
Weekday Home Visit - working lirs visit 125 225 28 12500 € Visit including total return travel fime of 2 hours
ckday Home Visit - ex-working hrs & weekends visit 25 3375 843750 € |Visitincluding total return travel fime of 2 hours
Home Care Nurse Training . nurse 12 270 3 240,00 € IHome Care nurse training time including prepration
Coordination and Administration of Visits by Home Care Nurse visit 150 45 6750,00€ inciudes pre-visit eaf to patiert, arrangng coutier, caling site postyssit efc.
Country Lead- Project mgmt & coordination ~ visit 150 70 - 10 500,00 € Project anagement per visit - this incizdes all nurse management and
resolution of a: arising from visits - Guality Control of Visit Report
[Foras (up to 5 mns per report) and query resolution {5 mas per query)
Country Lead- training B study / country 2 525 105000 € (Country Lead nurse traling time including prepration
[Tracking and Reporting of Unique DCFs DCF 435 45 202500€" [Tracking and reparling of each usique OCF per the vist assessment 1
X process. Assum: 30% of ques ire resolution.
[Service set-up study / country 5000 Study specific set-up{ Systers atesation / Teamatocotion

99 377,50 €

10 00000 €

3351929,56 €

Pe

H cost

11. Pass-Through costs - external costs

Ethics Committee related fees

CA Approvals fees

Mileage/Meals

Kick-off meeting

Livestigator meeting expenses

Copying/Printing/Fax paper etc. - consumption of materials

IMP import / customs clearance / Import/Export License

[Depot set-up . .

Mail/Courier

CONFIDENTIAL

41000 41 00000 € lincl. Protocol Amendment 1 fees & PA#2

41000 1100000 € fincl. Protocol Amendment 1 fees & PAZ2

148500 148 5G0.00 €

NAP 0,00 € i
NAP 000€ |

|Alinvestigator meeting expenses will be prepald andfor paid for by Trickda.

30300 30 50000 €

489000 489 00000 €
3000 3000,00€ [Belarus

59000 39 000,00 €
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TRCA-303 Amendment #4 to Work Ordert#! Dated May 1* 2018
12. Pass-Through costs - Investigative Site grant. Site support /
Patient i & i i
N [Fer site budget version from May-2021 and assuming:
Investigative Site grant - Per patient cost 147335 366 patients 483308000 € |- 260 study completers: 14,735 EUR x 280 = 4,273.150
- 76 early lerminations at 50% per patient cost: 7,367.50 EURx 76 = 559.930
Investigative Site prant - One-time fees 5385 40 21340000€ ieel, Closed sites
[Pooled costs according to the folowing assumphons:
|- Pre-screening - 350 EUR x 750 subjects = 262,500
|- SFs - 870 ELR x 460 SFs = 400,200
|- A3 visit - 550 ELR (515 + 35) x 177 subjects = 87.350
|- Unscheduled Visit - 600 EUR (§65+35) x 366 md subjects = 218.600
Investigative Site grant - Additional fees 1067134 1 study 1067 13400 € - Non-for-cause Autdit - 850 EUR x 5 = 4,300
|- Annual Pharmacy - 430 EUR x 19 sites x 3 years = 24510
|- Protacal Amendment - 215 ELIR x 1 Amendment (PA%1) x 19 sites = 4,035
|- Protocol Amendment - 215 EURx 1 Amendment (PA#2) x 19 sites = 4,085
|- Endpoint package - 215 EURx 16% x 365 md subjects = 11,804
|- SAEReport Processing - 215 EURx 180 SAEs = 38,700
Site grant - Additional fees - Part BR 100 4158 visit / call 415 800,00 € Caloulated for 330 ple s 14 CH7) X 0.9 = 4,158 visitweatls x 100 Eiro per unit
Home Care Services in N.Macedonia & Bulgaria 21200 1 2120000€ lincl. Fostage, Travel & Overheads.
B . . N . [This site support fee is applicable solely to subjects randomized in Part B,
Site support - Patient recruitment & retention assistance 1400 366 patic 51240000 € lbut not to subject enrolled in Part A wha are not efghle for Part B,
o - patients 21240600 € Unit cost - flat €1,400 fee shal apply to anyone randomized in Part B
Lead Site manager - oversight . " 1 duration of their inthe study.
Total Pass-Through costs: - 7877014.00 €
Total budget CRO Setvice Fees/ Pass-Throughcosts: e o 11228 943,50 € it - -

Page 8 of 8



' |
. i
H
i
)
i
|
|
|

EXHIBIT 7



DocuS.ign Envelope ID: 5366C062-0C60-421F-9915-1C3540C55168

- ' . TRCA-303 SR v | * Amendment #5 to Work.Order#1 Dated May 1 2018 -

Amendment #5 to- Work Order #1/to Master Services -‘Agreement'

- : THIS AMENDMENT NO. 5 to Work Order #1.(the|“Amendment”) is made effective as of February
. 25% 2022 (the ¢ ‘Amendment Effectrve Date”), between Tricida; Inc (“SPONSOR”) and COMAC -
Medical Ltd. (“COMAC?).
‘ WHEREAS SPONSOR and COMAC entered into Work Order #1 effective May 15‘ 2018 (the
" “Work Order”) - - pursuant to a Master Services Agreement dated Jily 9th 2018 entered into by and.
. between SPONSOR and COMAC (the “MSA”) in whlch COMAC was to prov1de certain services-to -
. SPONSOR in connection with the clinical trial entrtled “A Phase 3b Randomized, Double-blind,
‘ ' Placebo-controlled Study to Evaluate the Efficacy and Safety of TRC101 in Delaying Chronic Kidney
- Disease Progression in Subjects with Metabolic Aczdoszs ” (the “Study”) with Protocol Number TRCA-
303 (the “Protocol”) S
WHEREAS, SPONSOR and COMAC entered into Amendment # 1 to Work Order #1
effective December 1%, 2018; into Amendment # 2, effectrve September 5%, 2019; into Amendment #
3, effective Jannuary 17 2020; and into Amendmentl# 4, effectrve May 19%, 2021, | ' '
" WHEREAS, the Parties hereby wish to execute this Amendment #5 to the Work Order in order
to amend the agreed-terms. ' t

~ . NOW, THEREFORE, in consideration of the mutual ‘covenants and agreements contamed in
- : this Amendment the sufficiency of which is hereby acknowledged the pames agree to amend the agreed
- : terms as follows: . t

Subsectlon A. Servnce Fees, under Section IL. Fees and Expenses shall be replaced in its entirety as
follows:
“Budgeted costs that will be used to perform the Services are listed in Attachment II of thrs .
Work Order. |
~ As of the Amendment # 5 Effective Date, COMAC will bill Sponsor in accordance w1th the
following payment schedule S \

- The amount of 269,071.25.00 EURO of the Service fees shall be pard upon reachmg 200
~~ ‘ subjects with positively adjudicated prrmary endpomt events;
- The amount of 84,021.87 EUR of the Servrces fees shall be paid followmg completion of
Interim Analysis or completion of adjud1cat10n of primary endpoint events in the study,
. whichever comes first; \
- The-amount of 311,106.76 EURO of the Services shall be also paid at the Last SubJect Last
Visit; This amount will be paid in equal quarterly installments (each of 103,702.25 EURO)
~ _ on quarterly basis; starting Q1 2022 unttl the last subject last visit i in'Q3 2022,
‘ - The amount of 672 ,857.67 EURO of the Servrces fees shall be paid at the Database Lock;
- The amount of 134,595.47 EURO of the Servrces fees shall be paid at Closure of Study Site
and all Study documents shipped to SPONSOR

l
4
g | |
The Parties hereto acknowledge that as of the present Amendment # 5 Effectrve Date the following
ammounts for the Service fees were ivoiced from COMAC and paid by the SPONSOR as follows
e The amount of 128 522.00 EUR due for full execution of Work ‘Oder # l has already been ’
1nv01ced by COMAC and paid by the Sponsor
"o ' The amount of 128,522. 00 EUR due for Study regulatory submission has already been
~ invoiced by COMAC and pard by the Sponsor
o The amount of 676,173.00 EUR due for 'Frrst subject first v1s1t as per Amendment # 1 has
already been invoiced by COMAC and pard by the Sponsor; -

F
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TRCA-303 » ‘ ‘ Amendment #5 to Work Order#l Dated May 1" 2018

e The amount of 114,971.11 EUR due for full execution of Amendment # 2 has already been
invoiced by COMAC and paid by the Spdnsor

e The amount 0f311,106.77 EUR due for 5 0% of Last subject randomized as per Amendment
# 2 has already been invoiced by COMAC and paid by the Sponsor;

o The amount of 184,844.94 EUR due for full execution of Amendment # 3 has already been
invoiced by COMAC and paid by the Sponsor

e The amountof311 ,106.77 EUR due for 50% of Last subject randomlzed as per Amendment
# 3 has already been invoiced by COMAC and paid by the Sponsor;

e  The amourit of 77,776.69 EUR due for Last subject last visit Q1 2021 quaterly payment as
per Amendment # 3 has already been invoiced by COMAC and paid by the Sponsor;

e The amount of 168,043.75 EUR due for ﬁ.lll execution of Amendment # 4 has already been
invoiced by COMAC and paid by the Sponsor,

e The amount of 77,776.69 EUR due for Last subject last visit Q2 2021 quaterly payment as

per Amendment # 3 has already been mvblced by COMAC and paid by the Sponsor;

e The amount of 77,776.69 EUR due for L%lst subject last visit Q3 2021 quaterly payment as
per Amendment # 3 has already been invoiced by COMAC and paid by the Sponsor;

o The amount of 84,021.88 EUR due for positive adjudication of primary endpoint events in
150 study subJects as per Amendment # 4 has already been invoiced by COMAC and paid
by the Sponsor; :

e The amount of 77,776.69 EUR due for Last subject last visit Q4 2021 quaterly payment as

per Amendment # 3 has already been invoiced by COMAC and paid by the Sponsor;

It is understood that all Services provided by COMAC under this Work Order will be performed in
~ accordance with the terms and conditions as set forth in the MSA.

COMAC’s performance of the-Services shall contmue until the end of March 2023. At the end of
this period, if COMAC Services are still necessary, the terms of this Work Order may be reviewed
and amended as mutually agreed by the parties. L ‘

1. Subsection B. Pass-Through Expenses, under Sectlon I1. Fees and Expenses, shall be
‘amended to be read as follows: ‘
“Sponsor will reimburse COMAC for actual and documented out-of-pocket _expenses (“Pass-
through Expenses”’). These will include but are not limited to the following items: travel- related
expenses, CRF printing, shipping costs, translation fees, costs incurred in connection with the
conduct of investigators meetings, and other SucH third party, non-labor related expenses. All Pass-
through Expenses will be billed on a monthly bas‘is' directly to Sponsor without markup.
Unless specifically agreed by the parties in wrltmg, the maximum amount of rexmbursement for
Pass-Through Costs will be limited to 7,518,039. 00 EURO as per Attachment II. -
COMAC shall administer payments (mcludlng\ money transfers) to the investigative sites on
Sponsor’s behalf from advance payments received from Sponsor. COMAC shall provide reports to
Sponsor on quarterly basis/as per the agreements with the Investigative sites and shall invoice the
Sponsor for such advance payments upon Sponsor’s approval on the provided reports. Payment to
the investigative sites shall be' made by COMAC upon receipt of funds by the Sponsor. A
reconciliation of the amounts due shall be performed on ongoing basis.
Pass-Through Expenses will be invoiced as incurred on a monthly basis and reimbursed upon receipt
of the documentation and in accordance with Sponsor invoicing policies, with exception of the
investigative sites grants, which will be-invoiced, as specified in the previous paragraph.”

CONFIDENTIAL . Page 2 of 9
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" TRCA-303

2. The overall 'bud'g'_‘et from Subsection C.
Expenses, shall be amended from 11,228,94

1»1,_408,1'1'1.00,EURO, iincluding Pass-through Expenses ‘In relation to. thls the maxnnum, -

Amendment #5 to Work Orde_r#l Dated Méy 142018

Overall Budget under Section II Fees and .
3.50 EURO mcludmg Pass—through Expenses to

amount of compensation for Services, indicated in the last paragraph from Subsectlon C.

3. Overall Budget under Section 1L Fees and Expenses= shall be amended from 3,351,929.50
" EURO (excludmg Pass- Through Expenses) to 3, 890 072 00 EURO (excludmg Pass—Through
|

Expenses)

4. Attachment II: Responsibilities & Start;up

'Cost calculation from the Work: Order, shall be

. deleted in its entlrety and replaced with the Attachment 1I: Responsxblhtles & Cost calculation

‘ attached hereto

f
|

"5, _ Capitalized terms-used but not defined in thrs Amendment have the meanings ascnbed to them
in the Work Order and/or MSA. Except as expressly set forth in- thrs Amendment, the Work
‘Ordér remains in full force and effect in accordance with its terms. " If one or more provisions

. 'of this Amendment are held to be unenforceable under. apphcable law; such provisions’ shall be

excluded from th1s Amendment and the balance of this. Amendment shall be mterpreted as. if

- such prov151ons ‘were so éxcluded and shall'b

e enforceable in accordance. w1th its terms. -
I .

This Amendment may be executed in any numbér of separate counterparts each of whrch shall be
an original and all of Wthh ‘taken together shall constltute one and the same mstrument ’

i

?

' IN WITNESS WHEREOF the parties hereto have caused this Amendment to be duly executed
and delivered as of the day and year first above written. ‘ o

i
|

Tl

S ACCEPTED AND AGREED TO . ;
s Trlclda, Inc Docustanedby: : e COMAC Medlcal Ltd
" By éwvu‘ lavrur
: ——9R0SI6ECUBET349. - V'EAD-rM-I'R .
Name Gerrit: Ktaemer S - N‘ame: by VLAD”V"R
Tite: CEO&President

-Date March 21, 2022

DS

- Legal Revrew

Finance 'Review:: l ,

1
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TRCA-303

Amendment #5 to Work Order#l Dated May I*- 2018

430 enrolled
366 randomized

INo. of subjects per site on avg.

[Estimated number of SAEs at max

[Estimated Study Duration FPFV till DBL

~ |Estitvated Total Program Duration (Comac mvolvement)

Projected date of Onset of services .

Projected date of Protocol Final

Projected date of First Clinical Trial Application Submission

* |Prajected date of First Study approval

Projected date of Last Study approval

Projected date of Investigators’ Meeting

[Projécted date of First Site Initiated

IProjected date of FPFV.

IPrajected date of LPI

[Projected d_aE of LPLV

|Projected date of Database Lock

Projected date of Topline Tables, Listings & Figures (TLFs)

Projected date of COVs

Dec-22

[Projected date of TMF to TRICIDA

Jan-23

Projected end of Comac services for the study

Feb-23-

il
Study Phase . 1IIb
Study Name "A Phase 3b, Randomized, Double-blind, Placebo-controlled Study to Evaluate the Efficacy and Safety of
TRC101 in Delaying Chronic Kidney Disease P in Subjects with ic Acidosis” / Study Number
(Name) - TRCA-303 (VALOR-CKD) .
Location of Sites. Albania - 2 [Assumptions as per Amendment #3:
lgaria - 10 (Albania - 3
Bulgaria -le [Bulgaria - 12
Macedonia - 5 Macedonia - 5
Romania - 1 Romania - 14
Belors - 7
Belarus - 1 Twrkey - 12
R IMoldova - 1
[Number of Countries 5
[Number of Sites 19
Number of subjects 890 sereened

flast randomization - Part B

CONFIDENTIAL Page 4 of 9
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TRCA-303

[1. Sites identification / selection
Sites identification 69 10,350.00 € incl. Twkey & Moldova
Site Qualification Visits 57 . 39,900.00 € incl. Tuwkey & Moldova, excluding Comac Phase I Unit
ISite selection 54 2,700.00 € incl. Turkey & Moldova
Provide protocol to sites 54 2,700.00 € incl. Tukey & Moldova
[Subtotal: 1. Sites identification / selection P 55,650.00 €
2. Study Start-up / CTA Submission Pre paration
My Material Review/GAP analysis/Submission Preparation Country/submission 1000 7 7,000.00 € jincl. Turkey & Moldova
[Essential Site Regulatory Documents (distribute, collect, manage, track) Stte | 354 54 19,116.00 € finel. Twrkey & Moldova
d consent local izati ion; Other Country/submission 1200 7 8,400.00 € inel. Turkey & Moldova
(Prétocol Synopsis, efc.)
Study submission/approval - CA Country/submission 1600 7 11,200.00 € incl Turkey & Moldova
ial Site Regulatory Di istribute, collect, manage, track) - Site 118 87 10,266.00 € incl. Twkey & Meoldova + Protocol Amendment #1
|Amendment . ) . .
il d consent local izati ion;, Other d Country/submission 400 5 2,000.00 € [Protacol Amendment |
(Protocol Synopsis, etc.) - Amend
ned consent local zati ion; Other d Country/sut 400 5 2,000.00 € [Protocol Amendment 2
(Protocol Synopsis, etc.) - Amendment
[Study submissic I-CA- A d Country/submission 800 5 4,000.00 € [Protocol Amendment 1
[Study submissi 1-CA-A Country/submission 800 10 8000 00 € [Protocol Amendment 2 &
[Develop Study Manual(s) (including necessary forms and logs) Country 500 7 3,500.00 € fincl. Turkey & Moldova
[Study submi - CA - Notificati Country / study 300 5 1,500.00 € (<& FPL LPL cm
IReview or Provide Insurance certificate (to be paid by the Sponsor directly 1o the Country/document 200 8 1,600.00 € jincl. Turkey & Moldova, also including the update for Macedonia
insurery i . .
Clinical Trial Agreements - negotiation and signature Site 700 54 37,800.00 €
[Clinical Trial Agreements - negotiation-and signature - Amendment Site 200 33 6,600.00 € otocol Amendment |
[Clinical Trial A - and signature - Amend; Site 200 19 3,800.00 € Protacol Amendment 2
[Provide General Regulatory Consulting - Country / study 400 7 2,800.00 € inel. Turkey & Moldova
\Subtotal: 2. Study Start-up / CTA Submission Preparation o 129,582.00 €
3. EC and Local File Set-up .
[Study submission/approval - EC Submission 1200 7 8,400,00 € fincl. Turkey & Moldova
[Study submissi “EC - Amend Submission 600 5 3,000.00 € [Protocol Ancndment 1
Study issi -EC-A fssi 600 - 10 6,000.00 € {Protocol Amendment 2 & 3
Study ission/approval - EC - Site / study 150 39 5.850.00€ [o.. FPL, LPL.CR
lincl. Closed sites
\Subtotal: 3. EC Submission and Local File Set-up 23.250.00 €

CONFIDENTIAL
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CONFIDENTIAL
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TRCA-303 Amendment #5to Work Order#! Dated May 1* 2018
4. Documentation management / e TMF
Assist in Setup eTMF Country / study 1000 - 7 7,000.00 € incl. Turkey & Moldova, local suppart
Mamtan and Track eTMF Site / month 50 1408 - 70,400.00 €
Investigative site file set-up & maintenance Site / month 50 1408 T0400.00€
Track all versions of documents included m essential documents country / month 10 290 2,900.00 € .
Collection of Original Wet Ink Study Documents and Transfer to Tricida at Site 300 39 19,500.00 € incl. Closed sites
ithe Stady Erid )
Perform Local QC on a semi-annual Basis QC 2500 & 20,000.00 € [local QC
|Archive Study Files i 39 7.300.00€ Jincl. Closed sites
Sub I: 4. D 7 eTMF 198,000.00 €
5. Study / Meetings / Site Activities
Initial Study familiarization Protocol version/ . 800 24 19,200.00 €
. - person
.- |Project Kick-off Meeting attendance Meeting 2000 1 2,000.00 € [PL alone
[Investigator’s Meeting and CRA Training attendance & organization Meeting 10000 1 10,000.00 €
[assistance ” - ‘. - -
\Subtotal: 5. Study trainings / b /Site Initiation Activities A . 31,200.00€
6. Monitoring & Clinical Conduct
Prepare & familiarize with Monitoring manual Document 500 1 500.00 €
Familiarze with Medical Monitaring plan Document 500 1 500.00 €
Initiation Visit ( visit) Visit 1100 39 42,900.00 € jincl. Closed sites
Monitoring Visits avg, 15 visits per site; one-day) - Blinded Visit 1100 500 550,000.00 €
Monitorng Visits (avg 6 visits per site; one-day) - UnBTnded Visit 900 200 180.000.00 €
-|Additional day on site - Blinded / UnBlinded e Day —550- - - - 3% - 192500.00 € - —
[Patient recruitment control / Eligibility check Patients 50 ~ 366 18,300.00 €
[Termmation Visit ( visit) Visit 1100 39 42.900.00 €
lIn-house (remote) monitoring Site / month 220 1104
|Ongoing Medical Monitoring - i th NAP jperformed by the Sponsar
[Swbtotal: 6_Monitoring & Clinical Conduct 1.270,480.00 €




DocuSign Envelope ID: 5366C062-0C60-421F-9915-1C3540C55168

TRCA-303 Amendment #5 to Work Order#l Dated May I 2018

7. Study / Site management

Internal Team Project Management, Lead CRA & Project Assistant Support - month 8000 - 59 . 472,000.00 € E fincrease in unit cost to cover clevated involvement in Q4 2021 ands 2022
[Report review visit 140 835 ) 116,900.00 €

ICo-Monitoring visit 1100 15 16,500.00 €

Site . ncl Site ication, Queries ion, Logistic Site / month 450 116¢ T 523.450.00 € [increase in unit cost (o cover elevated ivolvement in Q4 2021 ands 2022
[support ) ]

[Site managemient - Medical monioring laison Country / month 7000 18 126,000.00 € |

[Study administration . Country / month 350 310 108.500.00 € incl. Turkey' & Moldova

[Study plans jon (e.g. C: ication, Project N Study 3000 1 3,000.00€

Escalation, Safety, etc.)

[Internal team communication & Teleconferences Country / month 1500 322 483.000.00 €

[Client Teleconferences - Monthly / Weekly Status Calls motth 2500 7 17,500.00 € [fram Tree 2621 10 Jine 2622

[Study status - ipdates and Client icat Month 1200 - 64 ) 76,300.00 €

7. Study / Site 1,942,630.00 €

8. IMP logistics

[Obtain Import/Export License - B License 200 g 250 ] 50,000.00 €
IMP receipt oversight / Customs clearance (if applicable) . Receipt 500 250 125,000.00 € |assuming 12 shipments per site
IMP local destruction . i 0.00€ [TeD
\Subtotal: 8. IMP logistics 175,000.00 €
9. Drug Safety and Pharmacovigilance
SAE Receipt/Review and Processing event NAP 0.00€ [performed by the Sponsor
ISAE Narrative Form form NAP 0.00€ . [[performed by the Sponsor
[Notify ECs of SAEs and SUSARs/Distribute Safety Reports report 100 10 1,000.00 €
- T "[Reporting to Competent Authorities c 1,00000€ - | - -
[Preparation/Submission of Periodic Safety Listings 6,250.00 €
Preparation/Submission of Periodic Safety Reports 6,250.00 €
\Subtotal: 9. Drug Safety and Pharmacovigilance
10. Quality Assurance - .
[Conduct QA Audit of Final Clinical & Safety Laboratory Databases - 2000 1 2000.00€ -
[Conduct QA Audit of Project Files and Electronic Trial Master File (€TMF) 1 2,000.00 €
[Provide Support During FDA/CA Site Inspection 1 2,000.00 €

[Subtotal: 10. Quality Assurance 6,000.00 €

CONFIDENTIAL . Page 7 of 9
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TRCA-303 Amendment #5 to Work Orderit] Dated May 1 2018

11. Home Care Services in N. Macedonia & Bulgaria

Patient Registration . patient 225 100 2,250.00 € Inciudes database search for nurse and addtion of patient to systens.
Home Care Nurse Registration ~ . visit 180 43 7,740.00 € )

[Nurse enlisting to site logs / remote or on-site visit at the Site.

|Weekday Home. Visit - working hrs ~ visit 225 17 3825.00€
Visit including total return trave! time of 2 hours
kday Home Visit - king hrs & weekend: visit 3373 2 8775.00€
\Visit including total return travel time of 2 hours
- ﬁome Care Nurse Traning ) nurse 270 12 3,240.00 € Home Care nurse training time including prepration
[Coordination and Administration of Visits by Home Care Nurse visit 45 43 1,935.00 €
. Includes pre-vist eallto patient, arranging courier, caling site post-vist etc.
Country Lead- Project mgmt & coordination visit 70 43 3,010.00€ [Project management per visk - this includes all nurse managemant and

resclution of allissues arising framvisits - Qualty Contral of Visit Report
Forms (upto 5 mins per repart) and query resalution (S mins per query)

[Country Lead- training - study/country 325 2 1,050.00 € [Cauntry Lead nurse training time including prepration
‘ [ Tracking and Reporting of Unique DCFs R DCF 45, 43 . __ __ 1,935.00€ | racking and reporting of each unique OCF pef the
L N B procéss. Assume 30% of queries Tequire resolutiol
Service set-up study/country’ 2 10,000.00 € |Study specific set-up/ Systens allocation / Team allocation
Euhtvml: 11. Home Care Services in N. Macedonia & Bulgaria ' 43.760.00 €

ITOTAL CRO / Clinical site services Budget: - 3,890,072.60 €
|Per-patient cost - services fees

B . e e =
11. Pass-Through costs - external costs:* ] - i -
[Ethics' Committee related fees ) 46006 - 46,000.00 € . {linct Protoco! Amendment 1 fees & PA#2
[CA Approvals fees 46000 "46.00.00 € lincL Protocol Amendment 1 fees & PA#2
Mileage/Meals 127500 . 127.500.00 €
- [Kick-off meeting NAP. 0.00€
Investigator meeting expenses NAP . 0.00€ .
. |All investigator meeting expenses wil be prepaid and/or paid for by Tricda.
Copying/Printing/Fax paper etc. - consumption of materials 30500 -30,500.00 €
IMP import / customs clearance / Import/Export License 520000 - 32000000 €
Depot set-up 3000 3,000.00 € [Betarus
IMail/Courier 59000 59,000.00 € .

CONFIDENTIAL Page 8 of 9
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TRCA-303

12. Pass-Through costs - Investigative Site grant. Site support /
Patient i & i i I

{Investigative Site grant - Per patient cost

Site grant - One-time fees

|investigative Site grant - Additional fees

|mvestigative Site grant - Additional fees - Part B Retention

Home Care Services in N.Macedonia

Site support - Patient.r & retention

Lead Site manager - oversight

[Total Pass-Through costs: .
Ttal budget CRO Service Fees / Pass-Through costs:

* - To be billed ctual basis without mark-up.

14540

366 patients

4623,720.00 €

Fer site budget verston from May-2021 and assirving:
|- 270 study completers: 14.540 BUR x 270 =3,925.800
|- 56 early terminations at 50% per patient cost: 7.270 ELR X §6 = 697,320

5385

215,400.00€

lincl. Closed sites.

1003319

1 study

1,003319.00€ -

[Pocied costs according to the folowing assumptions:

|- Pre-screening - 350 EUR x 750 subjects =262.500

|- SFs - 870 BUR x 460 SFs =400,200, .

|- A3 visit - 50 BUR (515 + 35) x 177 subjects = 97,350

|- Unscheduled Vistt - 600 EUR (565+35) x 263 visits = 165,000

|- Non-for-cause Audi - 860 BUR x 5=4,300

|- Annual Pharmacy - 430 BUR x 19 stes x 3 years =24,510

|- Protocol Amendment - 215 EUR x 1 Amendment (PA#1) x 19 sites = 4,085
|- Protocol Amendment - 215 BUR x 1 Amendment (PA#2) x 19 sites = 4,085
- Protoco! Amendment - 215 BUR x 1 Amendiment (PAH3) x 19 sites = 4,085
|- Endpoint package - 215 EUR x 15% x 366 rnd subjects = 11,604

“3100 visit / call

310,000.00€

|- SAE Report Processing - 215 BUR x 150 SAEs = 34,400

[Caloutared for 310 pis < 10 calls

21200

21,200.00€

lincl. Postage, Travel & Overheads

366 patients

'512,400.00 €

[This site support fee is applicable solely to subjects randomized in Part B,
Ibut not to subject enrolled in Part A who are not elighble for Part B.

[Unit cost - flat €1,400 fee shall apply to anyone randomized in Part B
rrespective of duration of their participation in the study.

7,518,039.00 €

11,408.011.00 €

parately. VAT is ot

2/24/2022 i
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 Attn: Yuri Stasiv

=2 COMAC MEDICAL

: @ KKPERTE b4 LSIMICAL ROLEARGH

Ref Study to. / Project No.:

Protoco! No.: TRCA-303 1T Febi2Dec'22 external cost
} h
1
H Issye date: 11.01.2023
ORIGINAL No: 0000008198 Date: | due date: 11.02.2013
Recipient/Consignee: Vendor/Subcontractor
Name: Tricida, fac. Name: Comac Medical Ltd.
10 No, 46-3372526 D No. 163174683
VAT No. VAT No. 3G 103174683
Address: 7000 Shorelfine Court, Suite 201 Address: 131 Ddrin St,, apt.22
Cily: South San Francisco, CA 94080 b Chy: Sofia 1303
Country: UsA Country: Bulgaria i
IBAR: " IBAN: BG 93 UBBS 8002 140099 4610
BIC/SWIFT: " BIC/SWIFT: UBBSBGSF
Bank: ' Bank: United Bulgarian Bank
Bunk address: . _ Bank address: 5, Sveta Sofia St., 1040 Sofia, Bulgaria
Ne Type . Quantity Price Discount Total
1 External cost pursuant Amendment #4 to Work Order #1, effective 1st May, 2018 far work related to 46.568.56 26,568.96
Spensor study TRCA-303 to Master Services Agreement between Trickda, Inc. and Comac Medical Ltd. o e
Piease find enciosod o 1espedive 3 s presdshists
Payment: bank transfer Total Invoice price excluding VAT: EUR 46,568.96
issue date: 31.01.2023 .
Tax point: due date: 11.02,2023 ! . VAT: EUR ---
I Total val EUR 46,568.96
Payment due 30 days: EUR 46,568.95
in words: forty six thousand flve hundred sixty eight polnt 96 EUR |

Accounts Receivable &ssociate

VAT - Reverse charge pursuant to art,21, par. 2 of the Bulgarian VAT law

ELIZA | Digitally signed by ELIZA
. KRASSIMIROVA MITOVA

KRASSIMI ROV(,AMDate: 2023.01.11

MITOVA 17:56:58 +02'00°

Company File N:5746/2001 | Company ID N. 103174683

Comac Medlca! Ltd,, South Side Business Centre

38 Maystor Aleksi Rilets Str., 5th fl., 1618 Sofia, Bulgaria

Tel:+359 2892 10 00 | Fax: +359 2892 1001
ww.:oma:-medicgl.:um
1503001:2008 Certified




R i Relevant Exchange Rates
F‘mject TRCA 303 ! ALLJEOR . 128.72
Bank Pay Invoice to Comac ! MXD/EUR £5.00
invoice # 0000008198 . EUR/EUR 106
Inv Date 11-Jsnuary-2023 i BGN/EUR 191
RON/EUR 4.66
TRY/EUR 7.80
BLR/EUR 275
Month February 2022 - December 2022
: ) ) . o Type of Summary in
bate Description -Country Sited Visit CURRENCY MKD tur
. . . 5
24-Feb-22 Unblinded Monitoring visit RO 1412 UMy EUR/EUR 150.00 150.00
14.-Mas-22 . [Unblinded Monitoring visit BG 1204 uMv EUR/EUR 150.00 150.00(
2945022 [Unblinded Moattoring visit BG 1204 uMv ~ EURJELR 15000 15000
07-5uk 22 Unbiinded Monitoring visit N.MK 1302 uMy EURJEUR 150.00 150.00
13-Jul- Unblinded Monitoring visit ' EG i3 uMv EURJEUR 156,08 150.001 .
20-Jul- 22 d Manitoring visit . BG 1201 umyv EUR/EUR 154.00 150.00
22-3ui-22 HMonltoring visit RO 1412 UMy EUR/EUR 150,00 150,00}
11-Aug-22 [Unbiinded Monitaring visit 86 1288 uMy EUR/EUR 150.00 150.001
11-Aug-22 Unblinded Monitoring visit BLR 1502 uMv EUREUR 15000 150.00
17-Aug-22  Hablinded Monitoring visit - BG 1201 uhv UR/EUR 50.00 150.00
17-Aug-22'  lUnhlinded Monitoring N MK 1301 oMy URJEUR 50,01 150.0
23.-Aug-22 {Unblirded Monltorie g visit BG 1204 UMy - URSEUR 50.0 .00
25-Aug-22 d Monitaring visit N.ME 130% - UMV EUR/EUR 150.01 .00
9-Aug-2. finded Monitering visit 8G 1203 uMv EURFEUR 150.00 150.00
31-Aug-22 Unblinded Monitoring visk N.MK 1302 UMV EUR/EUR 150.00 150.00
07-Sep-22 Unblinded Monitoring BG 1203 uMv EUR/EUH 150.00 150001
Unblinded Monitoring N.MK 1301 My EUR/EUR is0.0¢ 150.00
86 1213 aMy EUR/EUR 150.0 180.00
BG 1213 uhv EUR/EUR 150.0 .00
N.MK 1302 - uMv FUR/EUR 150.¢ .00
BG 1208 uMy UR/EUR 15000 50.00:
Rlinded Monitaring visht NMK 1301 MV UR/EUR 150.60 50.00
| nblindsd Mogitoring visit 6 PP Uiy URJEUR 150,00 su.v_xj
17-5ep-22 . {unbiinded Monitoring visit- BG 1208 uMv UR/EUR 150.00 5000
19-Sep-22 Unblinded Monitoring visit BG 1204 ubV UR/EUR 150.00 - 350.00
|38-Sep-22 Unblinded Manitoring visit N.MK 1303 ubiV UR/EUR 150.00 150.00
Sep-22 Blinded Monitorlng visit ‘ 66 1210 My UR/EUR 150.00 150.00
-$ep-21 Unblinded Monitorisg visit BG 1765 uMy UR/EUR 50.00 150.001
23.S2p-22 Blinded Monitoring visit BG 1201 My UR/EUR 50.00 350.00!
[23-Sep2___fonki 1ing visit [3) 1212 WV UR/EGR 15000 15000
Unblinded Monitoting visit NMK 1304 uMy UR/EUR 150.00 150.00/
=22 Unblinded Manitoring visit N.MK 1365 ubgy UR/ELIR . 150.0¢ 150.00]
Sap-22 LUnblinded Monitoring visht 86 1203 UMY, -ELR/EUR 50.0 150.00
28-820-22 Rlinded Monitaring ¢ Al 1101 MV “EUR/EUR 50.01 150.00
[28-Sp-22 _ {Blinded Manitoting vi BG 1204 MV EUR/EUR £0.60 50.00
28-Sep-22 {EIinded Mogitoring v NMK 1361 MV FUR/EU 50.03 50.00
|28-Sep-22 Blinded Monitoring vi ALB 1103 My EUR/EU 50.00 50.00
25-Sep22_|Blinded Monitoring visit 56 1205 WV EURJEDH 50.00 50.00
28:Sey-22 Riindsd Manltoring visit 8G T 112 MV UR/EUR 5000 15000
29-52p-22 Unblinded Monitoring visit NMK 1302 uMy URJEUR 50.00 150.00
29-$2p-22 glinded Monitaring visit " - NMK 130, MY UR/EUR 150.00 150.00
429 op-22 __ IBlindsd Monitoring vist 0 b JALZ MV UR/EUR 150,00 150,00
30:Sep-22 _ [Binded Mo 3 1203 [ URJEUR 15800 150.00
30-Sep-22 Bilndm_[v_ o g 5 i 1208 MY UR/EUR 150.00 150.00
30-Sep. 22 Blinded Monitoring vi b 1216 MV UR/EUR 150.00 150.00
Sep-27 __ |Bfinded Monitoring visit 86 1211 [ UR/LUR 150.00 15000
-Sep:22 __ IBlinded Monitoring visk 55 1213 MV GR/EUR 150.60 150.00]
4p-22 __ [Biinded Monitoring visit NMK 1305 My EUR/EUR 18000 150.00)
Blinded Monitoring visit 8G 1201 AV EURJEUR 150.00 15606
-22 Blinded Monitoring visit BG . 1204 MYV EUR/EUR 150.00 150.00
02-qict-22 g YISt MK 1301 MV EUA/EUR 150.00 150460
13-0ct-22 Vionitoring visit 56 1211 UMV EUR(EUR 150.00 150.60
13-0ct-22 ed_forvasrding 844 custorns fees for export of used and unused IMP NMK all sites MIKD/EUR 3070.00 47.23
14-0ct-22 Unblinded Mosiloring visit BG 1213 umMv EUR/EUR 156.00 150.00
9-0ct-22 Unblinded Maonitoring visit 8G 1204 uhMy EUR/EUR 150.00 Im
0-Cct-22 Close-out visit ALS 1103 oV EUR/EUR 150,00 150,00
3-0et-22. Unblinded Monitoring visit 86 1203 uMv SUR/EUR 150.00 50.00]
23-Cit-22 j:1¢] 1203 - uMy UR/EL| 150.00 50.60
oGl A8 1101 oV FUAZEOR 15006 £0.60
27-0ct.22 nl 84 1208 TV UR/EU 150,00 50.00|
28-0ct-22 _.“FL Jsed and unused iIMP N MK ali sites MKDSEUR 1000.00 15.38
Blinded Monitoring visit LMK : MV FURJEUR 15660 150.00
2 N.MK 1304 <oV EUR/EUR 150.00 150.00H
2 |ch BRI 1502 oV EURZEDR 180,66 J%
2 Wermination visit [ 1208 v . EURJEUR 150.0¢ 150.08
15-Nov-22 iktorija Sped_forwarding and customs fees for export of bsed and unused IS NMK alf shtes MKO/EUR 3070.00 47.23
16-Nov-22 Termination visit BG 1212 v EUR/EUR 150.00 150,00
17-Now22 __ {Termination visit 86 1210 v EUR/EUR 150,00 150.00]
18-Nov-27 Close-out.visit - N.MK 1501 COV. EUR/EUR 150.00 350.00
21-Now-22 Depot Sarvice: BLR all sites EUR/EUR 1940.00 1440.08]
21 -Nov-22 Depn! BLR. all sites EUR/EUR 59.11 £9.11
23-Nov-22 Termination visit B 1 v EUR/EUR 1s0.0n 150.00,
23-Nov-22. Close-out visit RO 412 (<] UR/EUR 150.0¢ 150.00
24-Nov-22 Ter visit 8G 3 v UB/EUR 13006 150.00
25-Nov-22 Close-out visit NMK 302 COV UR/ELIR 150.0¢ $0.0:
Z9-Nov-27__[Tarmsination visit 33 1201 ™ EUR/EUR TE0.0¢ 50.60
30-Noy-22 Termminstion visit ) 8G 1204 ™ EUR/EUR 150,01 50.60
30-Nov-22 Clase-out visit NMX 13¢5, cov UR/EUR 0.00 50.60
01-Dec-22 Termination visit . BG 1203 v LR{EUR 0.01 5.0
C2-Dec 22 N:MK 1305 <oV UR/EUR 0.0 $0.00
[(_J;-DQC-ZZ Yermination visit BG 1206 v ELIR/EUR 50,01 150.00
EE-Duc-ZZ Archivlnglstorage {one-time fee) - 19 sites x. 870 EUR ali countries aff sites EUR/EUR 16530.00 16539.0Q
30-Dec-22 Close-out {one-time fee} - 19 sites x 870 EUR * all eountries all sites EURFEUR 16520,00 16530.90
T e TOTAL € 46,5896 °

P
i

EXP.SHEET Nu20 - TRCA-303.05x
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Attn: Yuri Stasiv

COMAC MEDICAL

EXPIATS IN CLINICAL RESEARCH

T

Ref Study No. / P}oject No.:

Protocol No.: TRCA-303 Jan'23 internal cost
Issue date: 11.01.2023
ORIGINAL No: 0000008139 Date: due date: 11.02.2023

Recipient/Consignee: Vendor/Subcontractor

Name: Tricida, Inc. Name: Comac Medical Ltd.

ID No. 46-3372526 1D No. 103174683

VAT No. — VAT No. BG 103174683

Address: 7000 Shoreline Court, Suite 201 Address: 131 Odrin St., apt.22

City: South San Francisco, CA 94080 City: Sofia 1303

Country: USA Country: Bulgaria

IBAN: IBAN: BG 93 UBBS 8002 140099 4610

BIC/SWIFT: BIC/SWIFT: UBBSBGSF .

Bank: Bank: United Bulgarian Bank

Bank address: | Bank address: S, Sveta Sofia St., 1040 Sofia, Bulgaria

Ne Type ' ‘ - Quantity Price Discount Total

1 Service fee pursuant to Amendment #5 to Work Order #1, effective 1st May, 2018 to Master Services
Agreement between Tricida, Inc. and Comac Medical Ltd. as per the following milestone:
1
'
2 |*) Closure of Study Site and all Study documents shipped to Sponsor — 134,595.47 - 134,595.47
|Payment: bank transfer Total Invoice price excluding VAT: EUR 134,595.47
issue date: 11,01.2023
Tax point: due date: 11.02.2023 VAT: EUR —
Total valpe: EUR 134,595.47
. Payment due 30 days: EUR 134,595.47

|in words: one hundred thirty four thousand_five hundred ninety five point 47 EUR g

VAT - Reverse charge pursuant to art.21, par. 2 of the Bulgarian VAT law

Accounts Receivable Associate

Company File N:5746/2001 | Company ID N. 103174683
Comac Medical Ltd., South'Side Business Centre
38 Maystor Aleksi Rilets Str., 5th fl., 1618 Sofia, Bulgaria
Tel.: +359-2 892 10 00 | Fax: +359 2 892:10 01
www.comac—me;d[cal.com
1502001:2008 Fertlﬂed




~ EXHIBIT 10



A

)

—~

2

ke

i i

A AMAMAMAL

181,164.43 EUR to

% Convert

Amount

USD - Convert Euros to US Dollars

Xe Currency Converter

L] Aerts

i €181,164.43

. AD

'181,164.43 Euros =

194,184.89 US Dollars

1 EUR =1.07187 USD
1 USD =0.932948 EUR

i g e A R T RN

EUR - Ewo v
i
Nne”
To. o
= USD - US Dollar v ;

- Euro to US Doltar conversion — Last updated Feb 13, 2023, 18:35 UTC

View ransfer quote : . ]

Track cur

@ We use the mid-market rate for our Converter. This is for informational purposes only. You won't recaive this rate when sending money. Chack send rates

rency - ]

1EUR

5 EUR

10 EUR

Convert Euro io US Dollar

usb
1.07187 USD
5.35935 USD

10.7187 USD




EUR ‘ ;
25 EUR
50 EUR
100 EUR
500 EUR

1,000 EUR

5,000 EUR

10,000 EUR

50,000 EUR

26.7968 USD

 53.5935USD

5,3569.35 USD

© 53,503.5 USD

107.187 USD
535.935 USD

1,071.87 USD

10,718.7 USD

EUR toVUSD Chart
-5.54% (1Y) ’

N

. 1EUR=1.07215 USD Feb 13, 2023, 19:28 UTC

[ B ¥ T T T 13 1 1
Feb2022 Mar2022 Apr2022 Apr2022 May2022 Jn2022  Ju2022 Jul2022 Aug7022  Sep2022  Sep2022 OGt2022 Nov2022  Dec2022  Dec2022

l View full chart

) § -1 Euro to US Dollar stats

Last 30 Days
High 1.1013
Low 1.0685

Average - . 1.0830

Volatility 0.41%

Last 90 Days

1.1013
1.0244
1.0636

0.45%



' Currency Information

‘EUR - Euro

Our ‘currency'rankings show that the most popular Euro exchange rate is tﬁe EUR to USD rate. The currency code for Euros is EUR. The
currency symbol is €. : ' :

More Euro info —>

E= USD - US Dollar

=]

Our currency rankings show that the most popular US Dolfar exchange rate is the USD.to USD rate. The currency code for US Doltars is
USD. The currency symbol is $. ‘ '

More US Dollar info —>

Popular Euro (EUR) Currency Pairings

#8 EUR to EUR ‘ > i | 2 EURto GBP > § >
. : ;
<§ EURtoCAD - > &8 EUR to AUD > >
> | | BE EURtoZAR >
AD
The world's most popular currency tools
t
. :
Xe International Money Transfer
Send money online fast, secure and easy. Live tracking and notifications + flexible delivery and payment options. g Create a ¢
i : ’ market rat
|
( §endm§ney' ]




Xe Currency Data API

) C Powering commercial grade rates at 300+ companies worldwide

Q) shopify ([yClearBooks & " v’istopfint"

i ) ’ . )
) : { Learn more ] :

Download the Xe App

Gheck live rales, send money securely, set rate
alerls, receive notifications and more.

.Scan mel

.4 Dowdléad on the ‘ g, GETITON
& App Store @ Google Play

Dver 70 million dovinivads worldwide

. kot iy 1 2.2 2 TR . AR
' App Store 4.5/8, 2.2k ratings %}% Google P!ayl 3.8/5, 90.8k ratings & TrUStp'lOt 4,715, 41.5K ratings
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