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Policy Statement
The IRB shall require a set of documents listed in a checklist for initial submission and re-
submissions, and only complete submissions shall be accepted. Only complete protocols submitted
on or before the 2" Wednesday of the month will be taken up during the IRB meeting which is
scheduled every 3™ Wednesday of the month

2. Objective
This activity aims to ensure that study documents which are submitted by proponents for initial
review are properly received, identified, recorded, and are complete.

3. Scope:

This procedure applies to all protocols submitted to the IRB for ethical review. The CIM-CVGH IRB
accepts the following protocols for review: 1) from students of Cebu Institute of Medicine, 2) from
the residents in training of Cebu Velez General Hospital, 3) for all researches to be done in CIM
and/or CVGH 4) protocols submitted for review from institutions other than CIM/CVGH. This SOP
begins with the receipt of study documents for initial review and determination of completeness of
submission or resubmission and ends with the determination of type of review or action.

4. Responsibilities
It is the responsibility of the IRB members, officers, and secretariat to understand and implement

this SOP of the CIM-CVGH IRB.

5. Workflow

ACTIVITY RESPONSIBILITY TIMELINE

Step 1. Receive the initial protocol package for review and Secretariat
check the completeness of the documents

Step 2. Assign a permanent code to the protocol package Secretariat

Step 3. Give a duplicate copy of the review application form Secretariat To be done

to the person submitting the package. within 7 days
from

Step 4. Determine the type of review and the primary Chair/Member submission

reviewers Secretary

a. Expedited Review (SOP on Expedited Review (SOP#4.1)
b.  Full Review (SOP on Full Review (SOP#4.2)

c. Exemption from Review (SOP on Communicating REC
Decisions (SOP#6.2)
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Step 5. Prepare the protocol review package for distribution Secretariat

to the primary reviewers. For resubmissions, include Form
2.5: Resubmission form

Step 6. Log the received protocol package in the Incoming Secretariat
Documents logbook and Protocol Data Base

Step 7. File the initial protocol package in a properly labeled Secretariat

Description of Procedures

Step 1. Receive the initial protocol package for review and check the completeness of the documents

The Secretariat shall ensure that the Review Application Form (Form 2.1) and the Protocol
Summary Sheet (Form 2.2) are completely filled up, sighed and dated by the researcher
including receipt for review fee if applicable.

Protocols should be accompanied by a letter signifying that it has undergone and passed
technical review of the respective departments. The Technical Review Committee should
have addressed the technical issues in the study protocol.

Upon submission of the initial protocol for the principal investigator or his/her
representative should ensure that the protocol follows the standard protocol format.

Step 2. The Secretariat shall assign a permanent code to the protocol package

For efficient file management, it is necessary to use a unique identifier to refer to this file,
the Protocol Code Number. This code number is given as follows: CIM_CVGH IRB: YYYY
(year) — mm (month) - number (chronological number based on order of receipt).

For example, if the protocol entitled “Comparison of Drug A versus Drug B in inducing
remission rate of X” is the first protocol received in 2017, the code (Name of Hospital) CIM-
CVGH IRB: 2017-01 — 01 should be used to identify this protocol. The code will be
communicated to the researcher/principal investigator in all communications regarding the
protocol

Step 3. Give a duplicate copy of the review application form to the author.

A duplicate copy of the review application form, containing the Protocol Code Number, will
be given to the person who submitted the protocol. The author will use this Code Number
to refer to the protocol submitted in all future re-submissions, and/or communications to
the IRB.

Step 4. Determine the type of review and the primary reviewers

The Chair/member secretary shall determine if the protocol warrants expedited or full
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review. (See SOP on Review Procedures SOP #3). If the request for review is not be within
the mandate of the IRB, the decision will be “Exempted from Review”. In the latter case,
the appropriate communication to the researcher should be sent (SOP on Communicating
IRB Decisions SOP# 6.2).
Protocols that are exempted from review:
o Research about public behavior (voting trends, opinion surveys, etc.)
Evaluation of public programs by the agency itself
Quality control studies by the agency itself
Standard educational tests and curriculum development
Surveillance functions of DOH
Historical and cultural events
Research involving large statistical data without identifiers
Research not involving humans or human data

O O O O O O O

The Chair/Member-Secretary designates at least two IRB members to be the primary
reviewers of the protocol regardless of whether the type of review is expedited or full
board.

Primary reviewers are selected on the basis of expertise related to the protocol.

If the IRB membership does have the needed expertise, the Chair/Member Secretary
chooses from the roster of Independent Consultant. If none is available a consultant with
the needed expertise is recruited as per SOP on Selection of Independent Consultant (SOP
No. 1.2).

Step 5. Prepare the protocol review package for distribution to the primary reviewers

The initial protocol review package consists of all the documents in the initial protocol
package plus blank copies of the Study Assessment Forms (Form 2.3: Protocol Evaluation
Form, and Form 2.4: Informed Consent Assessment Form), and letter or approval from the
technical review board

The timeline from receipt of complete package to distribution to primary reviewers within
7 calendar days.

For resubmitted protocols, Form 2.5 Resubmission Form should be completely filled up by
the investigator indicating the IRB comments, and the revisions made

Step 6. Log the received protocol package in the Protocol Data Base

After ensuring the completeness of the initial protocol package, log the pertinent data in
the incoming documents logbook and electronic protocol database.

As soon as subsequent data is available, complete the required protocol details in the
protocol database.
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Step 7. File the initial protocol package in a properly labeled
e File the initial protocol package in a properly labeled Protocol File folder and place it in the
Active Study File cabinet (SOP #7.2)
e Write the IRB Protocol Code Number of the protocol on the side of the file binder. On the
front cover of the protocol binder, write the following:
o IRB Protocol Code Number
Full title of the research
Name of the Principal Investigator and Co-Investigator/s
Name of the Sponsor if applicable
File the properly-labeled protocol file folders sequentially in the appropriate shelf of
the storage cabinet for active study files taking note of the sequence of protocol
code numbers on the file binders.

O
O
O
O

7. Forms
Annex 1 - Form 2.1: Review Application Form
Annex 2 - Form 2.2: Protocol Summary Sheet
Annex 3 - Form 2.3: Protocol Evaluation Form
Annex 4 - Form 2.4: Informed Consent Assessment Form
Annex 5 —Form 2.5: Resubmission Form

8. History of SOP

Version No. Date Authors Main Change
01 Nov 16, 2016 | SOP Team FIRST DRAFT
Submission on or before 2™ Wed of the
December 14, month will be reviewed (instead of on
02 2019 SOP Team or before 3" week of the month)
Addition of Resubmission Form

9. References:

e Philippine Health Research Ethics Board (PHREB) Workbook 2015

e World Health Organization, Operational Guidelines for Ethics Committees that Review
Biomedical Research, 2000.

e International Conference on Harmonization, Guidance on Good Clinical Practice (ICH GCP)
1996.

e National Ethical Guidelines for Health Research 2011 PNHRS

e Chong Hua Hospital Institution Review Board Standard Operating Procedures
http://chonghua.com.ph/irb/SOP.html
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ANNEX 1

INSTITUTIONAL REVIEW BOARD

Review Application Form

79 F. RAMOS ST., CEBU CITY Form 2.1
Tel. 253-7413 Fax. (63-32) 2539127
APPLICATION FORM FOR REVIEW
Sponsor Protocol IRB Pratocol
Number: Number:
Type of Submission: O Initial Review O Continuing Review
O Resubmission for re-review O Protocol Termination
0 Protocol Amendments [0 Final Report
Submission Date:
Protocol Title:
Principal Investigator:
Telephone number: Fax
E-mail: Preferred Contact
Institute:
Investigator Initiated:
Sponsor Initiated Name of Sponsor
Conflict of Interest Are you a regular employee of the sponsor? OYes T No
Declaration Did you do consultancy or part time work for the sponsor?
(Relationship with In the past year, did you receive any monetary UYes J No
sponsor) consideration or gifts from the sponsor? OYes 7 No
Other ties with the sponsor
OYes J No
Pl Signature:
Documents submitted: { Please Check)
C  Protocol summary O cvs
C  Patient information form O GCP certificates
C  Informed consent form O  Study budget
C  Advertisement O  Revised protocol
C  Investigator brochure O Revised consent form
C  Protocol summary O Amendments
[ Case report forms (CRF) O Research team list
[ Research team list 0 Questionnaire
Type of Research
Phase of Study

[0 Survey [] Social [ Medical [ Community Based [ Individual Based
[] Screening [] Observational [ ] Epidemiology] |Interventional Study
[] Clinical Trial:_] Phasel [] PhaseIl [] Phase I11 [] Phase IV
[[] Genetic Study [] Retrospective[ | Prospective [] Others
[] Single center] | Multicenter [ ] Others
Study Duration
Received by:
Primary Reviewer
Full Board

Type of Review : [0 Exempt [0 Expedited |l
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Protocol Summary Sheet

CIM-CVGH

INSTITUTIONAL REVIEW BOARD Form 2.2
TO F. RAMOS ST, CEEU CITY
Tel 253-7413 Fax (63-31) 153-9117

PROTOCOL SUMMARY SHEET

IRB Reference Submitted date:
Number:
Type of [initial Review [CJcontinuing Review
Sulbymission: [ ]rResubmission for re-review [ study Termination
DProtocol Amendments |: Final Report

Protocol Title:

Principal Investigator:
Telephone number/s:
Sub Investigator:
Telephone number/s:
Fax :

E-mail: Preferred Contact | [ Trhone[ JFax [ JE-mail
Department affiliated
Documents submitted: Provide details (May include version number and date of submitted version)
Protocol summary
Patient infermation form
Informed consent form
Advertisement
Investigator brochure
Protocol summany

Casa report forms [CRF)
amendments

Cvs

others

Ooooo oo oon

Received by: Signature
Full Name

Date received:

Note: Please keep the duplicate copy of the form and submit the original with the package upon submission.
DO NOT FILL UP BEYOND THIS

TYPE OF REVIEW
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ANNEX 3

INSTITUTIONATL EEVIEW BOARD
™ F. RAMOS ST., CEED CITY
Tel 03I be-2T64 Fao (63-31) B53-9427

FORM 2.3:

FROTOCOL
EVALUATION
FORM

IRE: REFEREMICE MiC. I R | 8 | _| | | | | = | |
FRARCIFAL IMVTETERATON (F.L] SPOM ] CoATE TH VDA
L CORTALT R L CWlAlL-ADDACT
PR ML & TTTLE
QUESTIONS Commients Remarks
1] Are tre objectives clear? ¥ i
2] Izthere 8 ness for umEn partiomEns Y3 NO
3] Isthe backgnound informaton suificent? ¥ NO
4] |5 the shudy design approoriste for the objedies? ¥ L=
= Are the cOntrol arms approonste? jor cimics trin) Y3 N O
3) |5 the aporoedmabe number of sUbjects imaoheed in the trial spediiedr | YO -
= Are the incdusion criteris approoristeT ¥ N DO
= |5 the proposed sunjsst poplation Sogroprishe for the nyre of | Y[ N O
b= reszanch”
= Has the IRE taken imbo scoount any specisl] velnemability smong Y |
prospective subjects that mizht be relsmnt o essuating the riss
of partidostion”
= Are the exclusion critera appropriate? ¥ L=
= Are thers sy mroups of people who might be: mone susceptible Y NI
bo the risks presembed by Bhe shudy and wihao herefore ought to
be =xciuded from the resesrch?
E] |5 the setting of the shady dearly identified? ¥ N[O
= Are the fadiffes and infrastnochure of the particpating sites Y N
sdsguabe?
= |5 the duration of the shasy spacified T Y3 NO
7] Arethe proosdunss to be dore inthe Sudy desrty desaibed and Y |
urderSandsne”
= Are Diood tisase sampies sent abroad” Y N
2] Areresesnch data recorded and misinksned with sbrick Y NI

confidentislity?
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[ FORM 2.3:

PROTOCOL
EVALUATION FORM

INSTITUTIONAL REEVIEW BOAERED
M F. RAMOS 5T, CEED CITY
Tel QFE-4 be-2Te4 Fao (63-335 RE127

|5l Considerng the degres u'fl'id-q,.i::l':_ :lan‘nfr"-n:rilzc-_'in;t"rt YO |
ressanch appropriate snd sdequate in terms of Smeliness and
thm’l:h.lEI‘l‘l!E.'

Lo} I the principal imreestizator is other then fulHime on the pojed., is Y3 N
the owernzit s meonrtorms brres 0o ent™

Hi] Iz the mechamsm for prossding IRformrat oncbo Bhe ITRE in the svent AT N
that unespeched nesults are discovensd aporoprisbeT?

2] It the ressarch venives the evalustion OF & therapeutic procacure, Y [T

have: e rigks and Denefits of the resesrch interssntions been
evaluated separatsly finom thoss off the Bherapeutic imtenssntions?

3] Has dise care been used o minimize risks and madmize the Y N
I e e = i =
Ha] Are thers adegquste prossions for 8 combinuing resssessment of the Y N
balsmics bebwesam noks anad Denafits?
3] Doesthe inshtrbon hese 2 osts and safisty monrbonng bossd™ Y [T
a s, wheskd 11 B ashed 1o rraniod e srepect usder v © Y N
b. F e instiutien dosss el have adats arnd delsty menibcring Exaarnd, Y N

should e IR request o ecsmmeesd hat o be spooisted, sithern by
thar irstitutioes o B speormiaod, Sor Bab progect @

Recomimendstions:

O Approve

O Mimor FModifications
O I ajor Modifications
O Disspprove

Primary Reviewesr

Mame & Signatwre / Date
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ANNEX 4

FORM 2.4:
IM-CVGH
INFORMED
INSTITUTIONAL REVIEW BOARD CONSENT
ToL AI2A1C TG P GIT 2438127 ASSESSMENT FORM

meperemenceno. | [ [ [ | [=] [ [=0
PRINCIPAL BN ESTIGATOR | =ceexa | ST oF ARArE
PROTOOCL KO, & TIE
Primiary Revisaer Ceske:
[ Applicable [0 Mot Applicable

QUESTIONE CommaentsRemarks
1] s thene s shatement saying the stucy imwolses nessanh® YO WO
Z] s the purposE of the trisl Cleary steted? YO WO
3] |5 there an expianation to the subjects wiy they wene included in the study® YO KNO
_ﬂ: Ars thare prosemons ensunng that the subpect’s parbopabion ik the taal i YO NO

woluntaryT

5] 1= the subject wel- niormed of Fis, el MESDOnS o Es T YO MO

[ Thilr inchece s growding Penitd infbrnador echudih g SFmpioTu or Sy ST T in e regiremn |

| ksthelanguage and presentation of the information to be ooreeyed sopropriste YO NO
ot suhjbct pll:lp'ukt'h:l"l.' Kooanider the i of Domplncny: ond e rewd e ronakaien vl a
i e St i Trpilet |

7 Fﬂ_ui'i-mlrd:,.urv:h:l:in l:emml::_s: and the probability for random YOO NO
B Enmant to aach frestment arm supisined”

E| Isthe expacted curstion of the subject's participation in the trisl specified? YO WO

5] ks the approximete number of study subject sheted” YO WO

10] For sxperimentsl shudies is the nabune of the sweriment explined e YO NO

11] For studies using placeno is the use of plac=bo sthically spplicanie? YO WO

17] |5 detniled axplanstion of the procedures or tests thek sne new or ROt widely usad YO NO
O comoinations;doses of dryes mever teshed befone provided o the: subject?

13] Are the proposed explsnations of the ressanch approprigte and adequets to | Y N
provéige the subject an scourste sceccment of its risks and snticpated benefits?

14] Are the risks to the shudy partidpants discosed? YO WO
15] Are the potential adverse svents disclosed® YO WO
1] Are the possibie benefits to the particpants disoussed™ YO WO
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IM CVGH ? FORM 2.4:
= .5

i INFORMED
INSTITUTIONAL EEVIEW BOAERD COMSENT
:Eiuf_ﬂ:ﬁtﬂ";ﬁhﬁrﬁm|:.' ASSESSMENT FORM

DUESTIONS Coomum&n g Remarks

17] Are the potential benefit to the Community disoussec? | NO
1E] Are thers lists of albernative procedurs] = or course|s] of testrent that may be

wwmilabis to the subject and their important potertial benefits snd risisT
19] Are thess any sntic pated sxpensas to the subjsct in the course of the study™ NO

20] 15 there s compensation snd/or trestment svailabie to the subject inthe svent of | vy N
triskrelated injuryT

I5 thisre & peerson bo conmtact in the event of trisk-neatad injury™ YO HNO

21] Istherne & person to contact for furthesr infiormation regerding the trial and the YO WO
rights of the trial subjedsT?

22) Do other groups of pokential subjects have & grester need to receiveanyof | YOO WO
the anticpated DenefitsT

23] 'Whether they fimish the study or not, sre the subjects compenseted ona | YO N[O
DEr visit basis for trial related expenses?
24] WAl the subjisct or thie subjact’s lazally scoeptabile reprecentetive [LAR) be YO WO

ni'ommed, in 8 Smely manner, of any new sesilabis informstion wiich may be
releimnt to the subject's willingness to continue his/her partidpation?

23] Isthe subject informed of his nght to refuse to parbopat= or wethdraw fromthe |y Mg
trial, st any Hme, without penalty or ks of benefits bo whidh the sutjed is
othersise entidedT

25| Isthe subject informed of any fionecessble svents and or reasons which may ovuse | YO M
riz/hear osrticpation im the frisl to be terminatad®

Z7] In the evant of apy IRformation that will aff=ct the wilingness of the tubjedt 1 YOO MO
participate. is re-consenting necessany or provided for?

ZE| &ne the withdrasasl oiteris made Enown to the subject? YO HDO

28| I awaiver of some or all of the consent requUirements is requested, does the YO KO
miportanos of the research justify such 2 waiver?

30] Are thene prosisions Tor medical / psychosodal sapport if apolicable” YO HNO

31| Does the ressarch involve observation o intrusion in situstions where the |y Mg
subjiects hawes a ressonebie expecistion of privaoy”
Would ressonable people be offendad by such an intrusion? Can the resesrch B2 | YO WD
redesizned to svoid the intnusion?
If jprivacy is bo be invaded, does the importance of the nesesrch objective justity voO N
thee indnusion®

yOo NO

‘What iff amything, will the subject be toid bster?
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CIM CVGH ? FORM 2.4:
n E R

i INFORMED
INSTITUTIONAL EEVIEW BOARD COMNSENT
ﬁfi.ﬂﬂﬁ:ﬂ"rﬁhﬂ[ﬂm.:: ASSESSMENT FORM

3Z] Isthere a mechanism fior providing information to the IRE in the eswent that YO NO
unesmeched resufts sre discoenadT flineserced sl doy rede D ooty of
snan Bapatng dhiks o elyects |

33] s there s provison allowing consent from the subject for obfher monitors) YO MO
muditorsy IREIEC aooess to the subjed's onginal medical record for verifiction
DrposesT

34) Are the reconds identifying the subject kept confidential and to the: exbant YO NO
permitied iy the applicabie kaws andor remulstions, nok made availabie in pubic?
Should the trial be published, will the subject™s identity remain conficential? YO NO

35] For menetic sbudies is there 8 disoussion on the precautions in place to prevent YO HNO
disciosure of resufts without the subject's permizsion

36] s the subject informeed of the: possible direct or secondary use of subjact's YO MO
medical records & Diologi ol specmen in e course of clinical re

37] &re plans in pisce to destroy - oolleched biokogios] specmen at the end of the YO NDO

study or details of storsze and possitie fubure discussed with the patient”

Recommendations:
O Approve
O Minor Modifications
O hajor Modifications
O Disapprove

Primmary Reviewer

Mame & Signature J Date
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ANNEX 5

PROTOCOL
RESUBMISSION FORM

&) CIM-CVGH

INSTITUTIONAL REVIEW BOARD FORM 2.5
THF, BAMOS KT CEBL CITY
Tel 2557415 Fox. (63-3F) 2539117

IRE REF. NO. DATE SUBMITTED

Protecol Title:

Document to be revised Protocol Informed Consent
Advertisement Composition of Research Team
Others

Study Duration

Sponsor:

|
|
Principal Investigator: |
|

Telephone Number: | Famx: |
Preferred O Phone O Fax O Email
Email: means
of contact
Institution |
IRB Recommendations Rewvision made by the Pl
Pl Mame & Signature: DHATE:
Received by IRE Secretariat: DHATE:
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