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1. Purpose

To ensure that the conduct of the study is in compliance with the approved
protocol and that the safety and welfare of study participants are promoted.

2. Scope

This SOP applies to the management and review of protocol amendments
submitted by the proponent of previously approved protocol.

3. Responsibility

It is the responsibility of the IRB Secretariat to manage protocol amendments.
Investigators may amend the contents of protocols from time to time. Protocol
amendments may be submitted for either “expedited” review by the
Chairperson/members / reviewers or full IRB review.
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5. Detailed Instructions

5.1 Manage the Amendment Package.

Upon receipt of the protocol amendment package, the IRB Secretariat
should follow the receiving procedure in SOP on the Management of
Protocol Submission and SOP on Procedure for Maintaining
Confidentiality of IRB Documents. Contents of the Amendment Package
should include but may not be limited to the ff.
Request for Amendment Memorandum of the Protocol by the
Principal Investigator on an existing and previously approved
protocol. The memorandum should:
— State/describe the amendment
— Provide the reason for the amendment if applicable
— State any untoward effects with original protocol if applicable
— State expected untoward effects because of the amendment if
applicable
Protocol Amendment Submission Form
- Check for completeness and for the presence of the required
signatures (Principal Investigator or Medical Advisor of the
Institute, if applicable).
(See ANNEX 1, Form HRP-IRB-017)
Protocol and Related Documents
— The related amendments may be summarized accordingly
— The amended version of the protocol and related documents
should be provided.
— The changes or modifications should be underlined or
highlighted.

5.2 Notification of CHH IRB Chairperson

Upon receipt of the amendment package, the Secretariat should inform
the Chairperson of the IRB verbally.

The request for amendment memorandum and the protocol and related
documents must be noted received by the Chairperson by the Secretariat.

After review of the materials, the Chairperson will determine whether the
protocol requires expedited or full review.

The type of review will be noted on the comments portion of page 2 of
the Protocol Amendment Submission Form

5.3 Determine whether expedited or full board review.

Refer to SOP/006/05 for Expedited Review.
Refer to SOP/007/05 for Full Board Review.
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Protocol amendments for Full Board review include protocols which
increase risk to study participants, as judged by the Chairperson, such as
a change in study design, which may include but is not limited to:

— additional treatments or the deletion of treatments

— any changes in inclusion/exclusion criteria

— change in method of dosage formulation, such as, oral changed
to intravenous

— significant change in the number of subjects

o (Increase: if there are <20 subjects enrolled, change of 5 is
significant; if there are >20 subjects enrolled, a change of
20% is significant —

o Decrease: if the decrease in the number of subjects alters
the fundamental characteristics of the study, it is
significant)

— significant decrease or increase in dosage amount

If the Chairperson decides the protocol requires full board approval, the
Chairperson will indicate this decision on the Protocol Amendment
Submission Form
The Secretariat places the protocol amendment request on the agenda for
the next convened meeting.
For full board review, the following documents are distributed to each
IRB member:

- the amendment’s revision documents to clearly identify each

change.

- requested changes to the consent form, if applicable
If an amendment is received just prior to the IRB meeting, the
Chairperson may decide to review the amendment in full board, even
though the amendment may be expedited.

5.4 Expedited Review

Refer to SOP expedited review procedure.

5.5 Full Review by the CHH IRB

Refer to SOP for full Board Review.

5.6 Protocol Amendment Review Process

5.6.1 Review amended protocols

- Note recommendations for changes to the protocol and/or informed
consent requested by IRB Members in the minutes as “with
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modifications made by CHONG HUA HOSPITAL” and will be
communicated to the clinical trial office or investigator.

- The Chairperson or designee calls for comments on the proposed

amendment to:

e Approve the protocol amendment as is with no modification
of the informed consent

e Require a modification to the proposed amendment or
informed consent documents, stating the reason and action
required to sustain the study with follow-up by the
Chairperson

e Require a modification to the proposed amendment or
informed consent documents, stating the reason and action
required to sustain the study with a follow-up for full board
review

e Suspend the study, until further information is obtained

e Not suspend the study as currently approved, but request
further information regarding the amendment and the effects
of the amendments on the approved study

e Not approve the amendment request, stating the reason — but
allow the study to continue as previously approved

- If the IRB approves the protocol amendment, the Secretariat staff
communicates this decision to the investigator.

- If the IRB does not approve the protocol amendment, the Secretariat
staff immediately notifies the investigator in writing of the decision
and the reason for not approving the amendment.

- If the IRB arrives at a consensus to require modifications to any of
the documents, or the protocol amendment, the Secretariat sends a
written request about the specific changes to the investigator asking
him or her to make the necessary changes and resubmit the
documents to CHONG HUA HOSPITAL Ethics Committee.

- The Chairperson completes a decision form after the IRB has reached
its decision.

- Keep the forms, minutes of the meeting relevant to the discussion and
the decision reached by the IRB as the official records of the
amendment review process.

5.6.2 Written Communication of the Decision

The Secretariat staff notifies the Principal Investigator in writing after
the IRB meeting as soon as possible, but no later than 14 working
days following the review.
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5.6.3 Completion of the Amendment Submission Form

— The Chairperson must sign and date the original version of this
form and return this to the Secretariat no later than 5 working
days after the review.

— Addition of Amendment to the Protocol Number

The Secretariat assigns a letter to the protocol number that
corresponds to the number of the amendment. For example:
The third amendment to CHONG HUA HOSPITAL 015/01-
03 would be formatted as: CHONG HUA HOSPITAL
015/01-03C

— Record the amended protocol number on the form.

— The Secretariat signs and dates the original version of the form.

5.7 Notification to the Principal Investigator

— Send a signed and dated Amendment Submission Form to the
Principal Investigator (P.1.) for their records no later than 14 working
days.

— The P.I. should then provide a “clean” copy (underlining and
highlighting removed) of the protocol and related documents as well
as the “clean” electronic version (where applicable) to the Secretariat
of the IRB.

5.8 Storage of the documents

— Place the original completed documents, the “clean” version of the
protocol and related documents in the protocol file with the other
documents pertaining to the amendment.
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6. ANNEX
HONG Hua HOSPITAL PROTOCOL AMENDMENT
C Healing with Passion. Caring with Compassion. 5 UBM I 55 IGN Fo R M
Form HRP-IRB-017

Any amendment fo an apcmired profocol MUt be rdewed and asoroved By e URS bafore fhe amendment is impiemented. | Such ame ndments could include
CRanges B e Sy OSSN, LTCSTURES, SNTNImEnt MEmods of ECTUTTEYY, DErsOnns, Suncing SITE oF S Consant Smintemanon Sest This inciuoes
chanpes that anpear fo reduce Aokt 1o sufject. These o= MO EXCEPTIONS fo fis mie.

g . —

Prolocol No. and Stuay TR

1. Using the standard temmplate attached describe each proposed amendment and provide the reason for such.

2 For each amendment listed above. sxplain whether the proposed amendment increases or decreases the
Izl risk o participants (thereby changing the risk'bensft ratio) and, ¥ so, descnbe.

O Does not change the fskibensht rato
O Increase the rek to participants

O Decrease the nisk in particpants

3. Has the funding source or the status of funding changed since inftial or |ast re-approval review?

O YES ]
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CHONG Hua HOSPITAL Pﬂgzgﬁ?sl-sfg:fgg;ﬂﬁ NT
Formm HRP-IRB-017

COMMENTS:

TYPE OF AMENDMENT REQUESTED:

[0 EXPEMTED {Minor changes)

[0 FULL REVIEW BY IEC/ARE {More than minor changes or that amendment “materially affects
risks to subjects™)

SIGHATURE:
Diate
PrinCipal Invee0gaimr
[] EXPEDHTED (Minor changes) ] FULL REVIEWED
APPRICVAL:
Ciater
Chasperson, IECTRE
COMPLETION:
Dater

Sacratary, [ECARE

PROTOCOL NUMBER: IRE-[JJOJT1-0J0O
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PROTOCOL AMENDMENT
STANDARD TEMPLATE

FORM

o HRP.IRB-00T

Sacfinn Relore Amsndmant

s Tinle: | Protocol e.:
Vriaon b,
| Supenadad:
PRl hes Dl
|
Climdcal Study Frotocol Tithe
Aften Aot Eafinnale




CHONG HUA HOSPITAL SOP/012/05
INSTITUTIONAL REVIEW BOARD

Effective date:
chh_irb@chonghua.com.ph 01 January 2017
Title:
Caring with Compassion. 4.2 Study Protocol Amendment Page 11 of 12

) INFORMED CONSENT
: CHONG Hua HosPITAL STANDARD TEMPLATE

Healing with Passion. Caring with Compassion. ECRM

Foom HRPJHB-0 T

Sponsor Tt Piodoonl Mo.!

Visrsdom Mo.:

superseded
FHectie Dabs:

Climsic.al Stuthy Prastoeol Tille:

“Section Bedore Amendmend Afer A i Rationale
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