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Checklist 1: New Clinical Trial Contract Signing Checklist
e
FTEEFA/ME IRB 4R 5k
EBEENBERTRIEFEN
No. IEE BV | BUERER(\V)
1 GIEEFAER (FFEXBAEREESRZE)
2 BEEARREERRRR/GRTENESH2EENRE
(Checkhstl 2,3)
3 B mEEEa g e A RO E
4 f&]i%aaﬂ“ﬂufr? YN ERERNERERMBER )
5 E'I'EE
6 lapE1x3He
o BNIEREEFARERBAZEER (SKLBERTEEE - MRE/EE
R AR ~ SRR )
e SIEXFA - Z/EBEBLEE
o FHERIFEERKRELTRALSR/BE
EREESHETETEASMUTEN
B EUEEASRERIEER  SPEERE
54 37 : Professor Ming-Shiang Wu, Superintendent, National Taiwan University
Hospital
7 |EEREIEEAE (SRS ET )
8 |ZIEIEMAB(CRO)ELE/EHE (ESF cROEFNER)
9 | R E R BB ITI P %ﬁ%% FERRWIESE—BER
(FEmEZELTEAEA)
10 |=EB—HhARER 2EEE
( SRERBERX - (THERERREMAN - ZAEMAER)
EE/ENE . EHA KE3E .
MAZAOH - BiE - Email :
By ASEE/HE : (] XHARE - Al [ #EHhEREER
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Checklist 2: Human Subjects Protection Checklist
AR Rt BANBRAEIAE FAIBE

Vhen appropriate, the following items should be included in the clinical trial contract:

A NMEFRSRABERZHAEGEZEE - SARFITEFBNCRABAMBEBERS - SEEE
RHERZNERE

For potential research-related injury, the arrangements for medical care, including who will provide care and
who is responsible to pay for it, should be defined before the research starts (AAHRPP 1.8.A).

O 2 s5IREHBPE_ B F_ 1K EMSHOXHE .
Yes, in the contract, set forthon page ,article ; or other contractual documents

O & #A:AA

No, please specify

B. MAREAFTNTERATR ZEN - SRHSHEETRERERFYERRSAB ZHTR - Bl
BEREABRMEHREZEEERSHABFEEDD
In studies where Sponsors conduct research site monitoring visits or conduct monitoring activities remotely,
the Sponsor should promptly reports to the National Taiwan University Hospital IRB and Human Research
Protection Center any findings that could affect the safety of participants or influence the conduct of the
study (AAHRPP 1.8.B).

O R s5IREKEPE__ B F_ 1K EMSOXE
Yes, in the contract, set forth on  page ,article ; or other contractual documents

& F:RB:__

No, please specify

C ARFETEFHEHREBEARBERARZENALZZEAN - BRHUZEENRSHFAETELFA
REABRMEMBEZESE - WRARUAITHRERZEIBEZRE

When the Sponsor, or its agents, has the responsibility for data and safety monitoring, the Sponsor should
provide the reports from data and safety monitoring to the Principal Investigator who forwards them to the
IRB or EC. The time frame for providing routine and urgent data and safety monitoring reports should be
specified (AAHRPP 1.8.C).

02 sIREaHEPE__BE 1K IEMSAONNF
Yes, in the contract, set forth on page ,article ; or other contractual documents

[]& #EHA

No, please specify

D. ABEFTENERSNRERE (HIMERE 2FA ) - MBRAFFRPHERVERHELE
ZEM - BREMAEERARE SR (MEREZEET )  LIREEEEERTESEH
& - BANZERASXBRERSHE PER 4

When findings emerge after a research study has ended that directly affect the safety of past participants
and were not anticipated at the time the study was designed or conducted, the Sponsor should communicate
findings to the Researcher and the National Taiwan University Hospital (Research Ethics Committee) in order
to consider informing participants. The steps and the time frame (usually two years after a research study
has ended) followed to communicate findings should be specified (AAHRPP 1.8.E)

(02 sIREHEPE__BFE_ 1K IIEMSAOXF
Yes, in the contract, set forth on page  ,article ; or other contractual documents

O & - A

No, please specify
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E. ARZFIFEBHAZTHRRB(CRO)VEE EINA - BT RERAFBRSAE(CHRP3.1) ;
ZEMERBLRAETRAAMERRTLZAE BERRER  RREESRESET (B
% 567 1% : BEABRITANEIR - BREMA - BERENRSESA - HRERETENZ
A - FHERITIUZOENZA - FERERN - UERAERSE - FARITNSHERESAZ
BITRENHETIUZANZAES) - BRAEZEE) -

The duties and functions transferred by the sponsor to the contract research organization are specified in a
written contract (JCI HRP.3.1); the contract research organization must comply the provisions of the Civil
Code of the Republic of China related to “Brokerage” and “Commission Agency”, in the event of a violation,
the contract research organization shall be liable for damages. (The broker is bound to truthfully report to
each party the circumstances of the proposed transaction, so far as the broker knows them. The broker shall
not act as an intermediary for a person who is clearly insolvent or whom the broker knows to have no
capacity to enter into the proposed contract. A business broker has a duty to investigate the circumstances
of the proposed transaction and the solvency or capacity of each party to enter into the proposed contract
(Article 567 of the Civil Code of the Republic of China).

R sIRGHREPE_BE_ K SIEMSANF

Yes, in the contract, set forth on page ,article ; or other contractual documents

(] & - ATEEITMEKLE

No, this study does not involve a contract research organization (CRO).

F. dlBEMBEEABIRERGRESEIE

Investigational drugs should be sent to the National Taiwan University Hospital’s Investigational Drug
Pharmacy for management and dispensing.

kEEmERIRARSRIERER - SlA%R 2 BIEBE T E SR

According to the "Regulations for Good Clinical Practice," the management of investigational drugs should be
handled by a designated pharmacist.

(0 2 sIRGHEDE__BE_ K FEMSHXHE :
Yes, in the contract, set forth on page ,article ; or other contractual documents
O] & - #AahiA

No, please specify

AR ERXEHLNEBRAE "2, B - ARMAAEZIERISFTSEE AAHRPP FHEEXE - 101 ¥
BEERESHE - MARBABPEZE - ZEZFRAEMULMRER/HTLOIMN -

Note: When the SPONSOR checks “YES” for the above items, it shall be deemed that the Clinical Trial
Agreement complies with the relevant AAHRPP standards, JCI standards, and applicable
regulations. If there is any ambiguity or uncertainty in the agreement, the SPONSOR agrees that
the above requirements will serve as supplement provisions or will override the relevant terms
in the agreement.
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BiZR 3. G ARMIEZR

Checklist 3-Contract Clause Checklist

2
o

I8 H (items)

=L
(page)

(L3 Fr

(clause number)| FEZ2(V)

BHED

Responsibility of Investigators and Research Staff

Responsibility of Sponsor

Funding

Protocol

Study Conduct

Independent Ethics Committee or Institutional Review Board

Data Protection and FDA Financial Disclosure

Informed Consent and Subject Recruitment

I I B S o P K T

Adverse Events

[y
o

. [Investigational Drug/Medical Device

[y
[N

. |Study Data, Biological Samples, and Study Records

[y
N

. |Monitoring, Inspections, and Audits

=
w

. |Publications

[y
N

. |Indemnification

[y
wv

. |Conflict with Attachments

=
[e)]

. |Termination

=
~

. |Sponsor’s Anti-Corruption Policy

18.

Use of Name

* K3E FFEIE NA (Please fill in “NA” if not applicable)
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ARG AEN TRZEL
182423 2&3 JEFR BB (Guidelines for completing the checklist 2 and checklist 3)

Checklist 2- Protection of Human Subjects Checklist

AAHRPP 1.8.A. Sample Language:

[The sponsor] will provide payment to the institution for reasonable, unreimbursed medical expenses,
including hospitalization, which the institution may incur as a direct result of the treatment of a
participant’s injuries that directly result from the study drug or its administration during the clinical
trial, as determined by [the sponsor] and the principal investigator.

Research-Related Injury. [The sponsor] shall be responsible for payment of the actual and reasonable
medical expenses incurred in diagnosing and treating any injury, illness, or adverse reaction of a study
participant that results from the administration of the study drug [or device] in accordance with the
protocol or the proper performance of any Protocol procedure.

AAHRPP 1.8.B. Sample Language:

[The sponsor] or CRO conducts monitoring of sites on a periodic basis throughout the study. If a
monitor finds non-compliance at the site that affects safety or materially affects the proper conduct of
the study, [the sponsor] or CRO shall in a timely manner notify the investigator, and if non-compliance
is serious or continuing, the site.

The following is acceptable language for 1.8.B., 1.8.C., and |.8.E. because it is written to cover all:

During and for a period of [specify a period of time appropriate to the specific study, for example, at
least two years after the completion of the study; or specify a triggering event, for example, completion
of data analysis], [the sponsor] shall promptly (or in a timely manner appropriate to the level of risk
involved) report to the investigator any information that could directly affect the health or safety of
past or current study participants or influence the conduct of the study, including but not limited to the
study results and information in site monitoring reports and data safety monitoring committee reports
as required by the protocol. In each case, the investigator and [the organization] shall be free to
communicate these findings to each study participant and the IRB.

AAHRPP 1.8.C. Sample Language:

[The sponsor] shall promptly notify investigator of any findings of (1) new and unexpected serious
adverse safety events arising from [the sponsor’s] monitoring of the study that could affect the safety
of participants, and (2) trends or patterns of non-serious or expected adverse events that occur at a
specificity or severity that is inconsistent with prior observations, all in accordance with the obligations
set forth in 21 C.F.R. 312.32(c), 21 C.F.R. 312.55(b), 21 C.F.R. 56.108(b) and FDA's Guidance on Adverse
Event Reporting to Institutional Review Boards in Clinical Trials (January 2009). [The sponsor] agrees to
provide data and safety monitoring plans to the principal investigator prior to IRB review of the study.

[The sponsor] will provide the [organization’s] principal investigator with any findings from its data and
safety monitoring that could affect the safety of participants or their willingness to participate or
influence the conduct of the study. Reports of an urgent nature must be provided within ten business
days; routine reports must be submitted within 30 business days. (This language is not required in the
contract if these provisions are described in the protocol).

The following is acceptable language for 1.8.B. and 1.8.C. because it is written broadly enough to cover
both:

[The sponsor] shall provide notice to the institution of any findings that may (i) affect the safety and
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welfare of participants, (ii) affect the willingness of participants to continue their participation in the
clinical trial, (iii) influence the conduct of the clinical trial, or (iv) alter the IRB's approval to continue the
clinical trial. The institution will work with its IRB and the principal investigator to disseminate this
information to the participants.

AAHRPP 1.8.E. Sample Language:

Following completion of this study under this contract, if [the sponsor] becomes aware of relevant
findings from the study data that would directly affect the safety of the former study participants, [the
sponsor] shall promptly (or in a timely manner appropriate to the level of risk) notify the institution of
such relevant finding so that the institution may communicate such findings to the former study
participants. [The sponsor] shall determine the relevance of the findings and the institution shall inform
former study participant as appropriate. [The sponsor’s] reporting obligation shall continue for two
years following completion of the study conducted under this contract or until the occurrence of a
triggering event (such as a data lock).

The following is acceptable language for 1.8.B., 1.8.C., and 1.8.E. because it is written to cover all:

During and for a period of at [specify a period of time appropriate to the specific study, for example,
least two years; or specify a triggering event, for example, completion of data analysis] after the
completion of the study, [the sponsor] shall promptly (or in a timely manner appropriate to the level of
risk) report to the investigator any information that could directly affect the health or safety of past or
current study participants or influence the conduct of the study, including but not limited to the study
results and information in site monitoring reports and data safety monitoring committee reports as
required by the protocol. In each case, the investigator and [the organization] shall be free to
communicate these findings to each study participant and the IRB.

The duties of contract research organization (CRO)

In the event adequate funds are not made available by Sponsor for payment hereunder in accordance
with payment term, CRO shall attempt to negotiate with Sponsor and is obligated to promptly notify
the Institution and Investigator to suspend the study activities until the funding issue is resolved. If the
funding issue cannot be resolved, all parties agree to discuss in good faith the relevant matters
regarding the suspension of the Study. If CRO fails to comply with the notification obligation and causes
damage to the Institution and/or Investigator, CRO shall be liable for compensation for the damages.

MBHBRETERARBAS O] ZARIRENRIE - JTMERBRRIEEHRETE
Y WARBRREIKEBRABISALEEFLR  EXERERIERER  EHERRE
ZERABNPULEARRZERSE ; BTN AMBERBNEBEMEMMBR/NTEBER
ABE  ZEMAKBRERIBSRESE -

Checklist 3- Agreement Clause Checklist

1. Responsibility of Investigators and Research Staff

The investigator(s) should be qualified by education, training, and experience to assume responsibility for
the proper conduct of the trial, should meet all the qualifications specified by the applicable regulatory
requirement(s), and should provide evidence of such qualifications through up-to-date curriculum vitae
and/or other relevant documentation requested by the sponsor, the IRB/IEC, and/or the regulatory
authority(ies). (ICH E6 4.1.1)

The investigator should be thoroughly familiar with the appropriate use of the investigational product(s),
as described in the protocol, in the current Investigator's Brochure, in the product information and in
other information sources provided by the sponsor. (ICH E6 4.1.2)

The investigator should be aware of, and should comply with, GCP and the applicable regulatory
requirements. (ICH E6 4.1.3)

The investigator/institution should permit monitoring and auditing by the sponsor, and inspection by the
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appropriate regulatory authority(ies). (ICH E6 4.1.4)
The investigator should maintain a list of appropriately qualified persons to whom the investigator has
delegated significant trial-related duties. (ICH E6 4.1.5)

Responsibility of Sponsor

The sponsor is responsible for implementing and maintaining quality assurance and quality control
systems with written SOPs to ensure that trials are conducted and data are generated, documented
(recorded), and reported in compliance with the protocol, GCP, and the applicable regulatory
requirement(s). (ICH E6 5.1.1)

The sponsor is responsible for securing agreement from all involved parties to ensure direct access (see
1.21) to all trial related sites, source data/documents, and reports for the purpose of monitoring and
auditing by the sponsor, and inspection by domestic and foreign regulatory authorities. (ICH E6 5.1.2)
Quality control should be applied to each stage of data handling to ensure that all data are reliable and
have been processed correctly. (ICH E6 5.1.3)

Agreements, made by the sponsor with the investigator/institution and any other parties involved with
the clinical trial, should be in writing, as part of the protocol or in a separate agreement. (ICH E6 5.1.4)

Funding
The financial aspects of the trial should be documented in an agreement between the sponsor and the
investigator/institution. (ICH E6 5.9)

o [RGB ZMIEFE EHEIARZFTENHABEBIRREIFAIEEREYN (EnBEREREBIEESE
BI%5 102 1§ ) -

o [BIRABMAIBLKEEABRABEIRS (KIBAR T2NHAZEEREEEM, ) -

o KAEATMBEFLCE ER2HRIINASHND - BAZ—HABERIEZMA STRUERABRESHE
PN REFEMMBEZ RBEATHNZESATIEHEEZA -

o BHBEXERAMBASHLERZNNIE  SHAMEREBRB|UREABERERS  UBEHBR
FENEEBEIEIFEAGFAR , ELENBRIESHER  EHERRFSRARIEBNPLEAHR Y
HESE , EXTMRARBERBNEFMSHEBR/GEETHABE  IAMARBEERIBERE
=it
In the event adequate funds are not made available by SPONSOR for payment hereunder in accordance with the
Budget Plan, CRO shall attempt to negotiate with SPONSOR and is obligated to promptly notify the Institution and
Investigator to suspend the study activities until the funding issue is resolved. If the funding issue cannot be resolved,
all parties agree to discuss in good faith the relevant matters regarding the suspension of the study. If CRO fails to
comply with the notification obligation and causes damage to the Institution and/or Investigator, CRO shall be liable
for compensation for the damages.

4. Protocol

® The contents of a trial protocol should generally include the following topics: General information,
Background information, Trial objective and purpose, Trial design, Selection and withdrawal of subjects,
Treatment of subjects, Assessment of efficacy, Assessment of safety, Statistics, Direct access to source
data/documents, Quality control and quality assurance, Ethics, Data handling and record keeping,
Financing and insurance, Publication policy, and Supplements. (ICH E6 6)

5. Study Conduct

® Systems with procedures that assure the quality of every aspect of the trial should be implemented. (ICH
E62.13)

6. Independent Ethics Committee or Institutional Review Board

@ A trial should be conducted in compliance with the protocol that has received prior institutional review
board (IRB)/independent ethics committee (IEC) approval/favourable opinion. (ICH E6 2.6)

7. Data Protection and FDA Financial Disclosure

[+-]

The confidentiality of records that could identify subjects should be protected, respecting the privacy and
confidentiality rules in accordance with the applicable regulatory requirement(s). (ICH E6 2.11)

. Informed Consent and Subject Recruitment




'i’;

7(:;% Fre

O NTUH

Rt B FFFRGRFR

ThPREWRFLENE

X1

10/

v LA 5 yait B E> ?5?;‘:%& Wk |21
B4l p # | 2024/06/11
2 % %%, | 30800-2-000068 R | 2 WAL B 2024/09/20

a4 p ¥y

2024/10/7

® Freely given informed consent should be obtained from every subject prior to clinical trial participation.
(ICH E6 2.9)

9. Adverse Events

® All serious adverse events (SAEs) should be reported immediately to the sponsor except for those SAEs
that the protocol or other document (e.g., Investigator's Brochure) identifies as not needing immediate
reporting. (ICH E6 4.11.1)

® Adverse events and/or laboratory abnormalities identified in the protocol as critical to safety evaluations
should be reported to the sponsor according to the reporting requirements and within the time periods
specified by the sponsor in the protocol. (ICH E6 4.11.2)

® The sponsor should expedite the reporting to all concerned investigator(s)/institutions(s), to the
IRB(s)/IEC(s), where required, and to the regulatory authority(ies) of all adverse drug reactions (ADRs) that
are both serious and unexpected. (ICH E6 5.17.1)

10. Investigational Drug

® Investigational products should be manufactured, handled, and stored in accordance with applicable good
manufacturing practice (GMP). They should be used in accordance with the approved protocol. (ICH E6
2.12)

11. Study Data, Biological Samples, and Study Records
® All clinical trial information should be recorded, handled, and stored in a way that allows its accurate
reporting, interpretation and verification. (ICH E6 2.10)

12. Monitoring, Inspections, and Audits
® The sponsor should ensure that the trials are adequately monitored. The sponsor should determine the
appropriate extent and nature of monitoring. (ICH E6 5.18.3)

13. Publications

@ Principle :
Institution may freely publish and disseminate the results of their investigative findings hereunder and
shall solely determine the authorship and contents of any such paper. Institution shall provide sponsor
with a copy of the papers (manuscript, poster abstract, lecture or oral presentation) at least thirty (30)
days prior to their submission to a scientific journal or presentation at scientific meetings. Sponsor may
comment upon, but may not make any editorial changes to, the results and conclusions set forth in the
papers; however, if identified by sponsor, any Sponsor Confidential Information that may be contained
therein shall be deleted.
Multi-Center Studies. If Study is part of a multi-center trial, Institution agrees that the first publication
is to be a joint publication covering all centers. However, if a joint manuscript has not been submitted
for publication within 12 months of completion or termination of Study at all participating sites, Institution
is free to publish separately.

AAHRPP 1.8.D. Sample Language:

[The sponsor] acknowledges and accepts the interest of the [organization] in the non-commercial
publication of the results, independent of a positive or negative outcome of the study. With respect to
any proposed publication or presentation of the results of the study, the organization and/or investigator
agree to submit to [the sponsor] a copy of the proposed publication or presentation at least two months
prior to the submission thereof for publication or the date of such presentation in order to allow [the
sponsor] to review it. Any manuscript for publication submitted to [the sponsor] shall be reviewed without
unreasonable delay, and approval shall not be withheld unreasonably. If [the sponsor] does not notify
[the organization] within thirty (30) days of the [the sponsor’s] receipt of the intended publication, [the
organization] shall be free to publish. In the case a difference of opinion between [the sponsor] and [the
organization], the contents of the publication will be discussed in order to find a solution which satisfies
both parties. [The organization] acknowledges that in the case of multi-center studies the results of the
study are to be published only through coordination by [the sponsor] in order to combine the results of
all participating centers. [The organization] shall be free to publish the results of their center provided the
overall results have not been published with twenty-four (24) months from the completion of the study,
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14.

15.

subject to the compliance to the remaining terms set forth in the section. [The sponsor] may recommend
any changes to the publication it reasonably believes are necessary for scientific purposes. [The
organization] agrees that the implementation of such recommended changes shall not be unreasonably
refused. If [the sponsor] informs [the organization] that such publication could be expected to have an
adverse effect on the confidentiality of any of [the sponsor’s] confidential information, [the organization]
shall prevent the publication, unless the confidential information can be deleted from the publication
without detriment effect on the scientific correctness of the publication. If the publication could in [the
sponsor’s] view have an adverse effect on the ability to obtain patent protection for any invention, [the
sponsor] may request a delay of the publication for a reasonable period of time in order to permit the
preparation and filing of any desired patent application by or on behalf of [the sponsor], such period,
however, not to exceed three months from the date on which [the sponsor] received the intended
publication for review. [The sponsor] may request a further delay of publication only in the case when a
patent application has been filed and the prior application is incomplete and subject matter has to be
added to the application during the priority year. In this case [the sponsor] may request delay of any
publication until the competition of the priority application. [The sponsor] shall not unduly delay such
completion. [The organization] and/or investigator shall comply with all applicable requirements
regarding disclosure of industry support (financial or otherwise) in connection with such publications and
presentations. [The organization] shall impose the same obligations on publication as set forth in this
section on all study team members. The obligation set forth in this section shall survive for a period of ten
(10) years upon early termination or expiration of this Agreement.

Publication. [The organization] shall be free to use the results of the research and clinical study for its own
teaching, research, education, clinical and publication purposes without the payment of royalties or other
fees. [The organization] shall submit to [the sponsor] for its review, a copy of any proposed publication
resulting from the research at least thirty (30) days prior to the date of submission for publication, and
shall consider in good faith all comments provided by [the sponsor] during that review period. If [the
sponsor] determines that the proposed publication contains patentable subject matter which requires
protection, [the sponsor] may require the delay of publication for a period of time not to exceed sixty (60)
days for the purpose of filing patent applications. {If multicenter study, may insert language agreeing to
delay publication until the earlier of the multicenter publication, or one year after end of study, but with
firm commitment from Sponsor to encourage publication}.
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Indemnification

If required by the applicable regulatory requirement(s), the sponsor should provide insurance or should
indemnify (legal and financial coverage) the investigator/the institution against claims arising from the
trial, except for claims that arise from malpractice and/or negligence. (ICH E6 5.8.1)

The sponsor's policies and procedures should address the costs of treatment of trial subjects in the event
of trial-related injuries in accordance with the applicable regulatory requirement(s). (ICH E6 5.8.2)

When trial subjects receive compensation, the method and manner of compensation should comply with
applicable regulatory requirement(s). (ICH E6 5.8.3)
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16.

17.

18.

The investigator/institution and the sponsor should sign the protocol, or an alternative contract, to
confirm agreement. (ICH E6 4.5.1)

The Protocol, including any amendments thereto, constitutes an integral part of this Agreement by
reference. In case of any inconsistency between this Agreement and the Protocol, the Protocol shall take
precedence on matters of medicine, science and conduct of the Study; otherwise the terms of this
Agreement shall prevail.

Termination

If the trial is prematurely terminated or suspended for any reason, the investigator/institution should
promptly inform the trial subjects, should assure appropriate therapy and follow-up for the subjects, and,
where required by the applicable regulatory requirement(s), should inform the regulatory authority(ies).
(ICHE6 4.12)

If a trial is prematurely terminated or suspended, the sponsor should promptly inform the
investigators/institutions, and the regulatory authority(ies) of the termination or suspension and the
reason(s) for the termination or suspension. The IRB/IEC should also be informed promptly and provided
the reason(s) for the termination or suspension by the sponsor or by the investigator/institution, as
specified by the applicable regulatory requirement(s). (ICH E6 5.21)

SPONSOR'’s Anti-Corruption Policy

SPONSOR’s corporate policies provide that SPONSOR colleagues must conduct all SPONSOR business in a
lawful and ethical manner, in accordance with applicable laws and regulations, including the U.S. Foreign
Corrupt Practices Act of 1977 (the “FCPA”). The FCPA prohibits making, promising, or authorizing the
making of a corrupt payment or providing anything of value to a government official to induce that official
to make any governmental act or decision to assist a company in obtaining or retaining business. The FCPA
also prohibits a company or person from using another company or individual to engage in any of the
foregoing activities. As a U.S. company, SPONSOR must comply with the FCPA and as such, requires that
its consultants, agents, representatives, and a company’s acting on its behalf (“Business Associates”) do
the same. Consequently, SPONSOR requires all of its Business Associates to conduct themselves in
accordance with these principles.

Business Associates may not directly or indirectly make, promise, or authorize the making of a corrupt
payment or provide anything of value to any government official to induce that government official to
make any governmental act or decision to help SPONSOR obtain or retain business. Business Associates
may never make a payment to or offer a government official any item or benefit, regardless of value, as
an improper inducement for such government official to approve, reimburse, prescribe, or purchase a
SPONSOR product, to influence the outcome of a clinical trial, or otherwise improperly to benefit
SPONSOR’s business activities.
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o REUMEAZES EXIBWEMNIAEFAEFESHARBASHARTER 2RI TOEEY -
Use of Name

Neither party will use the name of the other party or any of its employees for promotional or advertising
purposes without written permission from the other party.
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iR B EE M TEE ( Clinical Trial Budget Summary )
— - MEREEZESEEHERT (IRBNo.) !
_ - ETE8H (Protocol Title) :
=~ FTE/EHA (Principal Investigator) :
M - &BHE (Sponsor)/ZRTHFS##4E (CRO) -
41~ ETEFITHIE (Duration of Study) : COOOFOOHOOHZCOOOFOOHOCH - &
BEBLMAREZESENZEHRERE
7N ?E‘IEUQ%A% (Target Enrolment) : A
+ - ERFREERAEE MR (Clinical Trial Budget Summary) ( B : FE&HEIT ) (currency: NTD)
Item Cost per patient | Estimated Total Cost Remark
(NTS) (NTS) for
patients
FHEAE/ 1. #£&7 A 0000 -
BETIEASE 2. REEOHEBESMBNER 2 ME -
Principle RPERETES (RESNLEREESEE
Investigator/ 2 -
1 Sub-Investigator
Fee (LU BB RRAR - S ATRA MR ]
IR TUB TS Q&A - R :
https://www.ntuh.gov.tw/NCTRC/Fag.action?q
_type=A018&fid=1118&agroup=a#1118 -
IR &/ REAR S 51/ Table 1/H3F 000 7T
e EnIEE . EBE A 0000
Study
Coordinator/ [LATESRA - E A1
2 Istudy Assistant (1) BB #FHEIHEES - B5R - EX8E
Fee ZREER - BR - BB - FE-
(2) BELEGREBEARIBGRRTERIINNZRER
WRRE -
LEE/MeRE 1. BHAES SRS Table 1
Examination/ 2. ERARRINA R
Laboratory Fee
[LITESGRAA - BERiAEmER]
(1) BIENEBASNER
(2) ESETHREEEEEHEETS
3 1083125664 SF 6K ) K 7 e B85 55 7% == (2 ff 28
B 5 1091700288 Skbl)AsE - BEERFE
ZNEEALTEEREERB 109F 48 1H
TEEERREN 1.3 185185 1.69 2 - RS
9F§”’Eﬁ%tbﬁ”i R FARA - RIITEE R
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Item Cost per patient | Estimated Total Cost Remark
(NTS) (NTS) for
patients
P2 &/ERE 1. BBASFUHS Table 1
Outpatient Fee/ 2. ERERNF A%
Hospitalization
4 |Fee [DUFERRE - EHEaHENER]
(1) BEMBEFDFNER
(2) MZEEIHRE R EZEE" -
i ISR (1) FAZAS 3RS Table 1
Participant (2) AREBZARERBREARRE
Reimbursement/ (3) A 0000
gz:pensatlon WIS A 4R 51 T i B
5 [DIFERRAE - X ATARER ]
(1) BIENBBEATIER
2) FEEAEMSHEZEEE  EEESHE
BH MMAEAERGIEIAEZERER
WRRE - ZE D byvisit 318 - ZLUNEE
ERIRTEE
HEPFE UETE 7R 47 51 o] il B
Lab Certification
Fee [BIMEBHRA - EHEEERER]
HERINZE
6 (1) tEREEy
www.ntuh.gov.tw/labmed/Download.action?q ty
pe=A02&agroup=a
(2) fBERER -
https://www.ntuh.gov.tw/path/Fpage.action?mui
d=88&fid=7328
Hfth % PRA B4R 1. F%/IEH/£% 00000
BER 2. #EEF A 0000
, Miscellaneous Fee UEIEAR 4R 5 O] fBR
[IMEBHRA - EHEHRER]
REBFERFEBARFEEAERREE
Hith# A 1. F#/IEH/%£% 00000
HERABBEET 2. &8 A\ 0000
8 ERBEY [ IEIER 4R 5 o] Bk
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9 |study Data S
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patients

KIFREIMIER - t4R5ERBRRE

2 D e RS 1. 5—FEH o000
Investigational 2. B2 F7BEM 000 7T/F - HRF 00
Drug F o

Management Fee

(L T IEEEERaR - R rFATE MR ]
10 (1) RERTME - EAEIERBER - ERE
FRRE AR G R ERSEEELE
55
() BIREEEMTESRT ERSEETEE
(3) 2EEA - BASRAEEED

https://www.ntuh.gov.tw/NCTRC/Fpage.action?m
uid=2940&fid=2766

EHRBE/MBER Items 1-10 Z A x 17%
112 (17%)
Overhead (17%)
HRE ltems 1-11 2 48]
Total
HaE -
1. ASARBRAEESWNEERE RSN aEERESHERRAEARER ZERR
AUHWEHRE -
The budget for National Taiwan University Hospital (NTUH) shall be charged with a separate

administration fee (overhead). Due to study injury, any costs paid directly by the sponsor to the
subject, which are not budgeted for NTUH shall be exempted from overhead charges.

2. R ECZHEER (IRSE/faRE - PFIRE/ERE  XHEEFE/EEES ) TEEH
# - AOE; EREREARNTIEAEZER  BERHELE  FZEHAENZR
il -
Expenses related to subjects' follow-up visits (such as examination/lab fees, outpatient fees
/hospitalization fees, subject transportation/nutrition reimbursement fees) must be paid in full and
cannot be withheld in advance. If there is any shortfall in the aforementioned expenses during the

trial, the funds should be promptly supplemented without being subject to the limitations of regular
payments.

3. AUEERRERFGAAR  THAE - MIREIEE/MEENES - wE/mRE - B5R/Ek
E -SHAEERE/EEES  HUUEBEEMIIZEE  REBWEAZBEBEZREN
Hitf R BERER (EERE/EXS ) - r RUBRBERY (NEFE ) T EnEEE
Al "EEEIBELE, FE -

If the number of enrolled cases exceeds the estimated total number of subjects in the budget table,
the Principal Investigator/Sub-Investigator fee, Study Coordinator/Research Assistant Fee,
examination/lab fees, OPD registration/hospitalization fees, subject transportation/nutrition
reimbursement fees, etc., will be paid based on the amounts listed in the budget table, according to

the actual number of enrolled subjects and the number of visits incurred. Other related expenses for
the clinical trial (initial fees/miscellaneous expenses, etc.) will be paid based on the actual number of

12
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occurrences (or annually). The drug management fee will be charged according to the
"Investigational Management Fee Assessment Form."

A~ BEEZEMNIEH (Invoiceable/Conditional Payment)

N IREEREREEBEMITIV (Payment Terms & Methods)
1. TFEAEREEE

(1) TR . SHRECMEBOHAZMNOOOT - BIZLTNEE (BBITER)

(# R RE AR FA N ERAE ] VAR IR A ER
FEDEM 30% WERATBRNTAERETH (O2REE  BEE  M28
FTEFRRMNRAM2ER ) REWMEHHEER (NEKE - E8EF) -

*

.

RSB ITRIE -
« LLERRSBERR  fESARMTERE -

ERE

ERHEISEEZEZEMBBIRE - A PET - MR~ CT S EERRENSEBERINHE
% BRAZED J0%MEBATEMBZLER - Al 0% EBAZ—R - BRITIRNME

(2) BENTR . (BETER)

2. BEREMA :
(1) RERMAHLN (ER - 2 BEAHSHEETER )
(2) IFEER (payment information)
F#&(Beneficiary's name): S ABERIEEES 401 FF
(National Taiwan University Hospital)
tR1T(Beneficiary's bank): SEEEBZERTERSTT
(TAIWAN COOPERATIVE BANK, TAI-DA BRANCH)
& 3% (Account no.): 1346 713 100 100
SWIFT CODE: TACBTWTP
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Table 1. ERFRiLEGIESE T ARMATR ( Patient Visit Schedule and payment in NTS per patient and total patients )

HE Item

Screening

Treatment

Visit Schedule

patient

Day (week or month)

Cost per | Total Cost
for___
patients

ERAB/BREHAE

Principle Investigator/Sub-Investigator Fee

gt A A
Study Coordinator/Study Assistant Fee

HEE/ HRE

Examination/ Laboratory Fee

BE B/

Pig#

Outpatient Fee

fEBEE
Hospitalization Fee

EHEESR/ERE

Subject Traveling/Nutrition Reimburse Fee

IEFERAA

1. Patient Visit Schedule : Z31%

RIS ( day or week or month ) ¢

2. BERET A5UEEESEEEYER - 4 ECG - CXR - CTScan & -
3. BIFBE - Fbyvisit TITHEH (FIMBIESY - BETRHE - BHRE  EREIEE - ) B85S ) B2NESTREE -
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https://www.ntuh.gov.tw/ckfinder_file/NCTRC/files/document/01_contract/1-9_1_%E6%96%B0%E6%A1%88%E5%81%B4%E6%A8%99%E5%88%86%E9%9A%94%E8%A3%BD%E4%BD%9C%E7%AF%84%E4%BE%8B.pdf
https://www.ntuh.gov.tw/ckfinder_file/NCTRC/files/document/01_contract/1-9_1_%E6%96%B0%E6%A1%88%E5%81%B4%E6%A8%99%E5%88%86%E9%9A%94%E8%A3%BD%E4%BD%9C%E7%AF%84%E4%BE%8B.pdf

