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1. Purpose

This procedure describes how CHH IRB proceeds and manages the
termination of a research study. Protocols are usually terminated at the
recommendation of the CHH IRB, Data Safety Monitoring Board (DSMB),
Scientific Director, sponsor or other authorized bodies when subject
enrollment and subject follow-up are discontinued before the scheduled end
of the study.

2. Scope
This SOP applies to any study approved by CHH IRB that is being
recommended for termination before its scheduled completion.

3. Responsibility
It is the responsibility of the CHH IRB Chairperson to terminate any study
that the CHH IRB has previously approved when the safety or benefit of the

study participants is doubtful or at risk. The Secretariat is responsible for
management of the termination process.
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5. Detailed Instructions

5.1 Receive recommendation for study termination.

Staff secretary receives recommendation and comments from DSMB,
CHH IRB members, Sponsor or other authorized bodies for study
protocol termination.
Inform the principal investigator or the study office to prepare and
submit a protocol termination package.
Receive the study protocol termination package prepared and submitted
by the principal investigator or the study office.
Verify the contents of the package to include but not limited to the ff:
e Request for Termination Memorandum

(HRP-IRB-023, see ANNEX 1 of this SOP)

o The request for termination memorandum should contain a
brief written summary of the protocol, its results, and accrual
data.

« Original Continuing Review Application Form
(HRP-IRB-018, see ANNEX 2)

o Termination is indicated under “Decision/Comments”.

o Completeness of the information, including accrual data since
the time of the last continuing review.

o Presence of the required signatures (Principal Investigator).

Initial and date the package upon receipt.

5.2 Review and discuss the Termination Package.

Notify the Chairperson regarding the recommendation for study
protocol termination.

Send a copy of the termination package to the Chairperson preferably
within one working day upon receipt.

The Chairperson reviews the results, reasons and accrual data.

The Chairperson calls for an emergency meeting to discuss about the
recommendation.

The Chairperson signs and dates the Continuing Review Application
Form in acknowledgment and approval of the termination.

The Chairperson returns the form back to the Secretariat
preferably/preferably within 14 working days of receipt of the package.
The Secretariat reviews, signs, and dates the Continuing Review
Application Form indicating that the termination process is complete.
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5.3 Notification to the Principal Investigator.

- Make a copy of the completed Continuing Review Application Form
- Send the copy to the principal investigator for their records within 14
working days from receipt.

5.4 Store the protocol documents.

- Keep the original version of the request memorandum for termination and
the original version of the Continuing Review Application Form in the
Protocol file.

- Send the file to archive.

- Store the protocol documents indefinitely.

5.5 Inactivate the protocol documents.
- Place the study protocol into the inactive protocol folder
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6. ANNEX

ANNEX 1
CHONG HuA HosPITAL STUDY TERMINATION
Healing with Passion. Caring with Compassion. MEMORANDUM

Form HRPIRE-023
DATE:
PROTCOCOL MUMEBER: AssIGNEDMo:[ T T /[T T T HIT]
PROTOOOL TITLE:
PRINCIPAL DVESTIGATOR:
PHONE - E-MATL:
THSTITUTE:
CHH RS APPROVAL DATE: DATE OF LAST REPORT:

STARTING DATE: TEFMIMATION DATE:
NQ. OF PARTICIPANTS: NO. ENFOLLED:
SUMMARY OF RESULTS

ACCRUALDATA:

P.ISIGNATUFE: DATE
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ANNEX 2:

CHoNG Hua HosPITAL

Healing with Passion. Caring with Compassion.

ANNEX 2

CONTINUING REVIEW
APPLICATION FORM

Form HRP-IRB-018

DATE FILED:

PROTOCOL No.:

assionEDne: [T T /[T TTHT]

PROTOCOL TITLE:

PRINCIPAL INVESTIGATOR:

1. ACTHON REQUESTED!
O Senew - Mew participand aconal io conbrue
[ Senes - Ennoled paricinent Tilow up only
O Terminaie - Protooo discontinued

2 AMEMDMENTE SMNCE THE LAET REVIEWT
Omo
0 YES iDescribe =y I aiached mamattve)

3 PROTOCOL PARTICIPANTS EURMGART:

Acrrusl cefling set by IRE
New participants acoued snoe (st eview
Tota parfcipants accrued since protoco began

5 IWMPAIRED FARTICEFANTS
0 mons

O Prysicaiy
O Cogrithesty
0 8oty

&. HANE THERE BEEHN ANY CHANGEE IN THE FARTICIPANT
POPULATEDN, FECRUMKMENT OR SELECTIGN CRITERIS SINCE
THE LAST REVIENT

Omo
O YES (Ewpéain changes in aifached ramative)

T. HAWE THERE BEEHN ANY CHANGEE IN THE BFORMED
COMEENT PROCESE OR DOCUMENTATION SINCE THE LAST
REVEW?

O mo
O YES (Ewpéain charges i alfached ramative)

B CHANGE N PRMCIPAL INVEETIGATOR?
m
O} CELETE:,
0 Apo:

g

10

2. HAVE ANY PARTICIPATING INVESTIGATORS SEEN ADDED OR.

1B THERE NEW INFORMATICON FROM SIMILAR RESEARCH THAT
MEGHT AFFECT THE RISKSEMEFTT RATIC OF THE HUMAN
EUSJECTS INVOLVED B THIS PROTOCOL?

Owo
01 YEE (Discuss in ihe afached namaive]

HAVE ANY UNEXPECTED COMPLICATIONS OR ADVERSE
EVENTS BEEN MOTZD SDNCE LAST REVIEWT

mi

OYES (Siscuss in e atached namtve|

HAVE ANY PARTICIPANTE WITHDRANN FROM THIE STUDY SINCE
THE LAET 1RE APFROVALT

Omo

CIYES (Discuss in e afached namaive)

DELETED SINCE LAST REVIEWT
o
OYEE (identfy o changss n the ablached rarmatve )

HAVE ANY REW COLLASCRATIMG EMTES [INSTITUTEINE]) BEEN

ADDED R DELETED SINCE THE LAET REVEWT

Ono

COYEE iidentfy al crang=s and prowide an sxpanaton of changes o the
aEached naratve]

HAVE ANY BIVESTIGATORS DEWVELOFED EQUITY OR
COMNSULTATIVE RELATIOMSHIP WITH A SCURCE RELATED TG THIE
PROTOCOL WHIGH BIGHT BE COMEBIDERED A CONFILCT OF
INTEREST?

aND

DI ¥ES {Append a saberment of disciosue)

Fape 13
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ANNEX 2
CHoNG Hua HospIiTAL CONTINUING REVIEW
Healing with Passion. Caring with Compassion. AFFL' CATI ON F G RM

Fom HRP-IRB-018
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ANNEX 2
CHONG HuA HOSPITAL CONTINUING REVIEW
Healing with Passion. Caring with Compassion. APPLICATION FORM

Form HRP-IRB-018

SIGNED
Diates
Principal Investigaon
IRE Comment'Decision: 5 peeds Clarification
O Approval
O Disapproval
SIGNED
Dae

Chalrperson, CHOWG HUA HOSPITAL IRB
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