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5.

Policy Statement

A full review shall be conducted when a proposed study entails more than minimal risk to study
participants or when study participants belong to vulnerable groups or when a study generates
vulnerability to participants. Such a protocol shall be deliberated and decided upon during a regular
meeting, within 4 weeks after submission of required documents. Full review shall be conducted
through a primary reviewer system.

Objective of the Activity

A full review aims to ensure compliance with technical and ethical standards in the conduct of
researches involving human participants and identifiable human data and materials.

Scope

This SOP applies to initial, resubmissions and post-approval submissions on protocols which have
been classified as entailing more than minimal risk to study participants or whose participants
belong to vulnerable groups. This SOP begins with the assignment of primary reviewers or
independent consultant/s and ends with the filing of protocol-related documents.

Responsibilities

It is the responsibility of the Secretariat to manage the document submission, send protocol
documents to the primary reviewers, refer the protocol to full board meeting for discussion and
decision, communicate the review results to the Principal Investigator, keep copies of the
documents in the protocol files and update the protocol entry in the IRB database. It is the
responsibility of the primary reviewers to review the protocol and related documents by using the
assessment forms, present the protocol for discussion during the full board meeting and make a
recommendation for appropriate action based on the discussion of the IRB.

Workflow

ACTIVITY RESPONSIBILITY TIMELINE

Step 1: Assignment of primary reviewers or
Independent Consultant/s (SOP on Appointment of | Chair
Independent Consultants (SOP#1.3)

Step 2: Notification of primary reviewers or

Secretariat

Independent Consultants 4 weeks

Step 3: Provision of protocol and protocol-related
documents and assessment forms to reviewers

Secretariat

Step 4: Presentation of review findings and Primary Reviewers
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recommendations during a Committee meeting
(SOP on Conduct of Meeting (SOP#5.3)

Step 5: Discussion of technical and ethical issues Committee members

Step 6: Summary of issues and resolutions Chair

Committee members and 4 WEEKS

Step 7: Committee action Chair

Step 8: Documentation of Committee deliberation
and action (SOP on Preparing the Meeting Minutes | Secretariat

(SOP#6.1)

Step 9: Communication of Committee Action to the

researcher (SOP Communicating REC Decisions Secretariat
(SOP#6.2)

Step 10: Filing of protocol-related documents Secretariat

6. Description of Procedures
Step 1 - Assignment of primary reviewers or Independent Consultants.

9 The Chair/Member Secretary shall assign two or more CIM-CVGH IRB members (One (1) Medical
member with related expertise to review the protocol and one (1) non-medical person to review
the informed consent.) An independent consultant may be invited to provide expert opinion
about a protocol (SOP # 1.3).

Step 2 - Notification of primary reviewers or Independent Consultants:

' The Primary reviewers shall be informed thru text/call and email. The reviewers will
acknowledge the acceptance of the assignment. If the designated primary reviewer/s is/are not
available, the Secretariat shall inform the Chair so the protocol shall be re-assigned to other
reviewers.

Step 3 - Provision of protocol and protocol -related documents and assessment forms to reviewers:

9 The Secretariat shall prepare and send the protocol review package to the primary reviewers
within 7 calendar days from protocol submission.
9 The review package consists of all the documents in the initial protocol package plus blank
copies of the:
0 Study Assessment Forms (Form 2.3: Protocol Evaluation Form, and Form 2.4: Informed
Consent Assessment Form), and
0 letter of approval from the technical review board
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Step 4 - Presentation of review findings and recommendations during a committee meeting:

T

At least one primary reviewer should be present during the meeting. The protocol shall be
projected using LCD projector for all the IRB members to see. The primary reviewer shall go
through the review, guided by the assessment form. If the primary reviewer is absent, the
review shall be postponed to the next IRB meeting, and then the primary reviewer will make a
detailed documentation of his review of the protocol.

Step 5 - Discussion of technical and ethical issues:

1

1

=a =9

=

Check the CV or information about the investigators (including GCP training for clinical trials),
the study sites and other protocol related documents, including advertisements

Consider whether study and training background of the principal investigator/s are related to
the study to check for suitability of the PI.

Look for disclosure or declaration of potential conflicts of interest or the lack of it.

Non-physician principal investigators should be advised by a physician when necessary as a sub-
investigator.

If applicable, determine if the facilities and infrastructure at study sites can accommodate the
study.

Use the Protocol Evaluation Form (Form 2.3) for the protocol and the Informed Consent
Evaluation Form (Form 2.4) during the discussion to review the protocol and the consent form
and make relevant comments

Check the "Assent Form" if the protocol involves children ages 7-17 and "parental Informed
Consent form for all minors as study participants based on PHREB guidelines. The procedure for
getting the assent of vulnerable participants should be clear (the objective of the study and the
procedures to be done including risks and benefits should be explained to the child or
vulnerable participant separately).

Step 6 - Summary of issues and resolutions:

T

Issues and recommendations will be recorded in real-time. Final decision will be done through
consensus by the IRB.

Step 7 - Committee action:

T

The possible specific IRB actions include: 1) approval, 2) minor modifications, 3) major
modifications, or 4)disapproval

Step 8 - Documentation of committee deliberation and action:

T

The CIM-CVGH IRB deliberation and action shall be documented in the Minutes of the Meeting.
See SOP on Preparing the Meeting Minutes (SOP# 6.1).
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Step 9 - Communication of Committee Action to the researcher:

9 The Secretariat shall prepare the communication of the decision to the researcher. See SOP on
Communicating IRB Decisions (SOP#6.2)

Step 10 - Filing of protocol-related documents:

9 The Secretariat shall file protocol-related documents. See SOP on Managing Active Files (SOP#
7.2)

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 IRB MEMBERS FIRST DRAFT
02 May 3, 2018 IRB MEMBERS Formatting; Annex / Forms included

9. References

9 International Ethical Guidelines for Health-related Research Involving Humans Council for

International Organizations of Medical Sciences (CIOMS) 2016

Philippine Health Research Ethics Board (PHREB) Workbook 2015

World Health Organization, Operational Guidelines for Ethics Committees that Review

Biomedical Research, 2000.

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

)l
)l
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IM-CVGH

INSTITUTIONAL REVIEW BOARD

Review Application Forn

79 F. RAMOS ST., CEBU CITY Form 2.1
Tel. 253-7413 Fax. (63-32) 2539127
APPLICATION FORM FOR REVIEW
Sponsor Protocol IRB Protocol
Number: Number:
Type of Submission: O Initial Review O Continuing Review
O  Resubmission for re-review O  Protocol Termination
0 Pprotocol Amendments [ Final Report
Submission Date:
Protocol Title:
Principal Investigator:
Telephone number: Fax
E-mail: Preferred Contact
Institute:
Investigator Initiated:
Sponsor Initiated MName of Sponsor
Conflict of Interest Are you a regular employee of the sponsor? OYes 0 No
Declaration Did you do consultancy or part time work for the sponsor?
(Relationship with In the past year, did you receive money or gifts from the OYes O No
sponsor) sponsor? OYes 2 Neo
Other ties with the sponsor
OYes J No
Pl Signature:
Documents submitted: { Please Check)
C  Protocol summary O cvs
O  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

Type of Review :

[ Survey [] Social [] Medical [] Community Based [] Individual Based
[] Screening [] Observational  [] Epidemioclogy[ ] Interventional Study
[] Clinical Trial[ ] Phasel [] Phase Il [] Phase III [] Phase IV
[0 Genetic Study [] Retrospective[ ] Prospective [Jothers
[1 Single center] | Multicenter [ ] Others
Study Duration
Received by:
Primary Reviewer
[0 Exempt [0 Expedited [0 Full Board
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Protocol Summary Sheet

CIM-CVGH &

INSTITUTIONAL REVIEW BOARD Form 2.2
7o F. RAMOS 5T CEBU CITY
Tel 253-7413 Fax. (63-31) 153-9127

PROTOCOL SUMMARY SHEET

IRE Reference Submitted date:
Number:
Type of [Cinitial Review [Jcontinuing Review
Submission: [ ]resubmission for re-review [ Jstudy Termination
DPFDtDCD' Amendments |:|F|nal Report

Protocol Title:

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

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

Case report forms [CRF)
Amendments

CVs

Others

oo oo o oo e

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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g:l E}|:; FORM 2.3:
| A T
—— PROTOCOL
INSTITUTIONAL REEVIEW BOARD EVALUATION
T F. RAMOS 5T., CEED CITY
Tel 0324462764 Fa (63-31) 2E0127 FORM
IRE REFERENLE MO\ | R | g | _| | | I I = I |
PRIKCIRAL IMVESTIGATON [F.L] SROM ] CATE OF FOVIDA
PUL DONTACT Rl 7L ChlANL - CACSS
PROTCRCOOL MO & TITLE
FUESTIONS Comments Reamarks
1] Ame tie objectives clear? | N
2] Isthere 8 nesd for umen paridpenks? L u
3] Is the background information uificiens” Y3 N3
4] Iz Hivs shudy dasiEn approDrisbs for the objectises? L H O
= Are the COMT aPMSs ApPIODNYtET jar clnical trink) Y N[O
3] Iz tres mpoerceimabe number of Subjects imeoiead in the sl spedtiegr | Y0 ol
s Are the indusion criteria appropriste T ¥ H O
» |5 the proposed suSject population sporoprizbe for the nsture of | ¥ H O
tive P anch®
s Has the IRE taken into scoount any specal veinemabilty among YO |
prospective subjects that might be relevant b evslusting the risk
of partidoation?
= Are the swchuson citena approprigb=T L H O
» Are thers sy groups of people who might be mone suso=ptible Y3 |
bo the risks presented by e shudy and wiho therefore cught to
b oo huschedd frowm the nesearch®
£] |5 the sething of the shasy deary identified” Y3 HO
» Are the fadiities and infrastmuchure of the participeting sites YO NO
mdecuartba?
=I5 the duration of the shady specified ™ Y3 NO
7] Arethe proosdunes T be done i Bhe study cesrty desoibed an YO |
undersandade?
= Are Dlood/tisase samoles sent abroad™ YO m]
E] Ameresmsnch cot recorted and misintsl ned with strict YO |
confidentiality?
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CIM-CVGH:

INSTITUTIONAL REVIEW BOARD
79 F. RAMOS ST., CEBU CITY
Tel. 032-416-2764 Fax. (63-32) 253-9127

FORM 2.3:

PROTOCOL
EVALUATION FORM

should the IRB request or recommend that one be appointed, either by
the institution or the sponsor, for this project?

B)  Considering the degree of risk, is the plan for monitoring the Vim| N[O
research appropriate and adequate in terms of timeliness and
thoroughness?
10) If the principal investigator is other than full-time on the project, is Vim| NCI
the oversight and monitoring time sufficient?
11) Is the mechanism for providing information to the IRB in the event AC] NI
that unexpected results are discovered appropriate?
12) If the research involves the evaluation of a therapeutic procedure, Vim| NCI
have the risks and benefits of the research interventions been
evaluated separately from those of the therapeutic interventions?
13} Has due care been used to minimize risks and maximize the Vim| NI
likelihood of benefits?
14) Are there adequate provisions for a continuing reassessment of the Vi N
balance between risks and benefits?
15) Does the institution have a data and safety monitoring board? Vim| NI
a. If so, should it be asked to monitor the project under review? YO N
b. If the institution does not have a data and safety monitoring board, Vil NI

Recommendations:

Approve

Minor Modifications
Major Modifications
Disapprove

aaaoaa

Primary Reviewer

Name & Signature / Date
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c FORM 2.4:
IM-CVGH

INFORMED
INSTITUTIONAL REVIEW BOAERD COMNSENT
ToL At el B ats 29127 ASSESSMENT FORM

mepeseREncEND. | | | [ | |-] [ [-] |
PRINCIPAL B TSTIGATOR POREDA | o oF Rrars
PROTOCOL M. K TILE
Prirrary REviesar: [t
O Applicable [ Mot Applicable
WUESTIONS Commen s Remarks
i} s theres shakement saying the study imeolses ressamh? YO WO
2} s the purpose of the trial clesry styted? YO WO
3] 5 there an mxplanstion b the subjects why they wene includsd in the Study™ YO NO
_4! Are there prosesons snsunng that the subsd’s partopson in the bl s YO WO
woluntary™
3] Iz the subject welHnformed of sy e FEsDOnE o IFHesT YO MO

[Thalr inckude s growiding benih infbrmodon dechadih g rrmyroTu o @ Chan e e in e repioen |

E] Isthelanguage and presentation of the information to be ooreeyed sppropriates YO NO
Tt Suhjﬁ:t Plﬂp’l.ll!t.l\:l"l.' Kzariger the bmmi p camsley ond e newd for mandoiss itz a
[} ther rean Imh |

7| For dinical triss, are e sl Testment{s| and the proasility for rancom YO WO
EZIEnmEnt to asdh restmant arm siplained®

E] Isthe exparted curstion of the subject's particpstion in the trisl specifiss? YO NO

5] s the approwimete numicer of study Ssubject sEted? YO NO

10] For axperimentsl studias i e naturne of the sxperiment sxpisined weil YO NO

11] For studies using plsc=Dbo is the use of placebo sthioally spplicanie? YO NO

17] Is detailed =xplanstion of the procedures or tests thak are new or not widely used YO NO
o comibirations, doses of dres rever tesher befone prvided fo the subjsct?

13] Are the proposed explarations of the ressarch sppropriote and adequete to | YO MO
prowide the subject an acourate azessment of its risks and anticpated benefits?

14] Are the risks to the shudy paridpants disdosed? YO NO
15] Are the potental sdwerss events disclosed? YO NO
16] Are the possible benefits to the particpants disoussed™ YO WO
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[
m s =
iz IMFORMED
INSTITUTIONAL REVIEW BOARD COMSENT
Trf-.iﬂﬁ:ﬂ :::.BILJE’IT:‘J-'.II!? ASSESSMENT FORM

QUESTIONS CommentsRemarks

17] Are the potential benetit to the Community disoussedT YO §NO
1E| Are thers ists of aitermative procecure| o) or course{s] of mestment that may De

sremilabie bo the subject and their important pobential Denefits and risks?
15] Are thess amy sntic pated sxpenses to the subject in the course of the shudy? NO

20] 15 there 8 compensation and/or restment svailable to the subject inthe svertol | v MO
triakrelsted injury”

15 thezre & person to comtact in the ssent of tris-nedabed injury” YO §NO

1] Isthere s persan o contact for further infiormation reganding the trial and the YO §NO
rights of the trisl subjedsT

22) Do other groups of potential subjects have & grester need to receive anyef | YOO WO
the antiopated bensfits?

23] Whether they finish the study or not, are the subjects compersated oma | YO N[O
oEr visit basis for trial related sxpensec?
24] 'Will the subject or the: subject's legaily sco=ptable representstive [LAR) be YO MO

i DrTmed, in & timely manner, of any new selabie informeation wihich may be
melevant to the subject’s willingness to continue his‘her paridpstion?

23] ks the subject informed of his nght fo refuse to parbopats or withdreaw from e |y N[O
ftrial, =k amy Gme, without penalty or ko of benefits to whidh the subjedt is
otheraise entitedT

28] ks the subject informed of any foresesable svents and or reasons which mey vuse | Y MO
T, heer pesrticipation inthe trisl to be termingtec®

Z7] I thE Evenk of Bny IRFormenon that will 8ot te willRgness of the subjecd 1o YO MO
perticipate, is re-consenting necessany of provdded forT

ZH| Are the withdrawel oiteria rade Enown bo the subject? YO MO

23] I & waiver of some of all of the consent requirements is requested, does the YO MO
minoriance of the neseanh justity such = waiver?

30| Are there prosisions for el [/ psychasocal Support it applicabie? YO MO

31| Does the ressarch invohve observation o inthusion in sibustions where the |y MO
Subjects heye o ressonable expeciation of privacy®
Wiould ressonabis people be offsndsd oy such an intrusion? Can the resesrchiDe | Y N
rediesizned to geoid the intusion?
i privany is to be imvaded, does the importance of the nessarch abjective justty YO NO
the intrusion”

yOo NO

‘What if amything, will the subject be toid ster?
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atar FORM 2.4:
[
i INFORMED
INSTITUTIONAL REVIEW BOARD CONSENT
™ F. ST.CE
Trfuf_::ﬁ:a: :.{E:Lgrzrymr ASSESSMEMNT FORM

32] Isthere s machaniar fior provwiding information to the IRE in the svent that YO HNO

unsnesched results sre discowered? [Linesgrched el oy oo e sosabiy of
Dy ool ¢ s e deadym B )

33] Isthere a provision aliosing monsent from the: subjiect for ofer monitors,” YO NDO
musdibors) IRESIEC mooass bo Hhe subject's onginal medical record for verifioytion
mrposes?

34] &re the reconds identifying the subjsct kept conffidential and to the extent YO NO
permitied by the applicabie kzws and,'or regulstions, not msde availabie in pubiic?
Should the trial be published, will e subject's identity remain confidentislT YO NO

35] For menetic shudies is there B disoussion on thi precautions in place to prevent YO HNO
disciosure of resulis without the subject’s permission

36| Isthe subjectinformed of the: possible dinect or secondary use of subject's YO NO
medical records & Diolog ol speidmien in e course of diinical cans

37] &re plens in pisos to destroy  colleched binkomicel specmen at the end of the YO NO

study or details of shormme and possibie fubure disoussed with the patisnt

Recommendations:
O Approve
O Minor Modifications
O Major Modifications
O Dizapprove

Primary Reviewer

Mame & Signature / Date
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ANNEX 5

11
. *lu;m*'“

PROTOCOL
RESUBMISSION FORM

© CIM-CVGH

[l

INSTITUTIONAL REVIEW BOARD FORM 2.3
7 F. RAMOS 8T, CEBU CIT3
Tel 255-7413  Fas. (63-32) 253-M127

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 Mumber: | Fax: |
Preferred O Phone O Fax O Email
Email: means
of contact
Institution |
IRB Recommendations Revision made by the Pl
Pl Mame & Signature: DATE:
Received by IRB Secretariat: DATE:
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