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21. Management of Initial Protocol Submission

2.1.1. Purpose
To describe the initial review procedures of the ResearchEthicsReviewBoard (RERB)from
the time the RERBSecretariat receives the protocol and related documents until the
approval letter is sent by the RERBtothe Principal Investigator

212.  Scope
The CGHMCRERBacceptsthefollowing protocols for review:
+  CGHMCfunded researches
+ researches done in CGHMCby medical house staff
+ research proposals submitted by CGHMCpersonnelfor thesis defense

+ industry sponsoredresearchesto be conducted by CGHMCactive/visiting medical
staff to be conductedoff-site (in the eventthat institution doesnot havean ethics
review board in place). In consideration to multi-center trials or studies, each
Centerftrial site hasto have anindependent or its own RERBapprovalfor the said
protocol.

213 Responsibility
Thefollowing are the responsibility of the principal investigator or proponent:

+  Forprotocols requiring a full boardreview:
Make at least 7 hard copies (for RERBfiling purposes and for use during RERB
meeting) Placethe original copiesin a protocol file folder.

+  Forprotocols that canundergo expeditedreview
Make at least 3 hard copies (for RERBfiling purposes and for use during RERB
meeting). Placethe original copyin a protocol file folder.

+  Forprotocols for exempt of review
Make at least 2 hard copies.

The RERBSecretariat managesall initial protocol submissions to the RERB.It covers the
actions to be done from the time of submissionto the filing of the original protocol
packagein the Active Study File cabinet and the preparation of copies of the documents
for distribution to the reviewers.
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It is the responsibility of the RERBChairtodetermine the type of review — full board,
expedited or exempt form review. The Chairis also responsible for assigningprimary
reviewers.

214  ProcessFlow/Steps

receives and checksfor
completenessof protocol Secretariat
package

assignspermanent code to

protocol package Secretariat
IOgSttEZ rsgg\ézgm sl Secretariat
BT RERBChar
assignsprimary reviewers RERBChair
prepare the protocol packagefor Secretariat

distribution to the reviewers

files the original packagein a
properly codedprotocol file folder Secretariat
& placesin Active Folder

215 Detailed Instructions

2.1.5.1 Protocols submitted on or before the 1stweek of the month will be included in
the samemonth’s RERBmeeting, scheduled either on the 3"or 4" Thursday of
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2.1.52.

the month. In addition, the Chair or Vice-Chairreserves the right to call for a
specialmeeting outside the regular meeting if necessary.

Trainee-initiated research

All protocols of CGHMCtrainees to be conducted in the hospital need to be
approved and signed by the respective Department’s research technical review
committee prior to submissionto RERBforreview. Co-authorsneed to affix their
signaturesin the cover letter stating they have read and likewise approved the
conduct/content of the said study. However, the RERBmaydisapprovearesearch
paper when there are clearly technical flaws in the conduct of the trial/study.

Researchesof trainees done in relation to completion of training requirements
will not be subjectto institutional/review fees, unlessthese are externally funded
(in whatever manner). Feesare dependent on the discretion of the Board.

Researchesto be conducted by trainees that entail retrospective review of
charts/medical records (with no actual participant/subject contact in whatever
manner) will needto have awaiver of informed consent submitted to RERB(Form
11). A request letter addressed to the Medical Director or his designated
authority/representative  should likewise be sought prior to study
implementation.

2.1.5.3. Industry/Sponsorinitiated clinical trials

Correspondingreview fees need to be settled by the investigator/sponsor prior
to RERBboardreview. The sponsor or identified Plshould submit the budget of
the trial for the site for computation of the 10% institutional fee. This fee is
computed as 10% of the total budget allocated for the number of committed
subjectsfor the site, including, study team honoraria, and all other study related
expenses (eg. procedural costsffees, patient remuneration, on site
laboratory/diagnostic costs, pharmacy fees, etc.), excluding the IRBreview fee.
The fee shall be settled by the sponsor within a month after the 1S'subject is
randomized into the trial. The Associate Director assistedby the RERBSecretariat
is responsiblefor preparing the Statementof Accountfor eachtrial. Therewill be
no refund of the institutional feesin casethe committed number of participants
for the site is not reachedor early termination of trial for whatever reasons.Once
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validity of RERBinitial approval for the said study/trial has lapsed, renewal of
approval is subject to a new fee.

Upon submission of the Application Form and Documents for Protocol Review
(Forms 6A and 6B), the principal investigator or his/her representative should
ensure that the protocol follows the standard protocol format and contains a
Protocol Summary Sheet (Form 7).

Al clinical study agreement (CSA)of externally supported studies/rials should
undergo approval by the Legal Division of the Hospital prior to issuanceof RERB
approval letter. A parallel submissionof CSAto the LegalDivision of the Hospital
for approval and protocol review to the RERBforapproval is allowed.

2.1.6. Receivesand checksfor completeness of initial protocol package

2.1.61.

Vii.

viii.

Xi.

Xii.
Xiii.

Xiv.
XV.

The Secretariat checks the documents being submitted based on the RERB
checklist.

A protocol packagehasto include the following:

Accomplishedinitial protocol submissionform (Form

Full protocol

Executivesummarythat follows research project proposal format

Declarationof conflict of interest (if applicable)

Datacollection form/s

Informed Consentform (Englishand Tagalog Version)

Full study Budget

CVof the trial team (incl. PI, co-investigators, research assistants/coordinators,
etc.) and their updated (actual)GCPCertificate (Co-investigator should at least be
in the same basicfield of practice/specialization asthe principal investigator)
GANTTChart (as necessary)

Adsfor recruitment, if applicable

Casereport forms

Questionnaires (English and Tagalog version)

Subject Worksheets/Patient Diary/Alert Cards(Englishand Tagalog versions)
Technical approval document (for trainee-initiated research)

Formulti-center trial, list of all the trial sites (localand/or international) together
with their respective Pls
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xvi. Phil FDAapproval to conduct the trial (clinical trials)
xvii. Investigator’s Brochure (if applicable)
xviii. Certificate of Insurance (if applicable)
xix. Certificate of Product Registration in the Philippines for Post Marketing
Surveillance Studies (PMSS)

2.1.6.2. Incomplete and/or incorrect packagewill not be accepted,the secretariat will
communicateswith the concerned Plto return the packagefor modification.

2.1.6.3. For protocols only awaiting approval from the FDA,the RERBcan conduct a
parallel review; however, the issuanceof approval letter shall be withheld until
completion of said requirement.

2.1.6.3. Only protocols with complete requirements (and payments as applicable) will be
accepted and received by the Secretariat for RERBreview.

If the packageis complete, the Secretariat assignsapermanent code to the protocol

package.All subsequentcommunicationsin relation to the protocol will utilize the code

assigned.

2.1.7.1. Aunique code shall be usedto identify a specificprotocol for efficient file
management. The unique code known as CGHMCRERBCodeshall be assigned
to a specific protocol and shall bear the following:

Gwcrs | | [ [ [ -] [ -] [ |
Year Classification Series No

Classification: R- resident; F—fellows; C— consultant; CT-clinical trials/ sponsor-initiated
protocol;

For example, the code CGHMCRERB2018-F-03 shall mean “Third (03) protocol
received in 2018is a resident submitted protocol.

2.1.8. The Secretariat logs the protocol in the RERBdatabase.

25



=

Review Board (CGHVICRERB) Version No. 6
Date of Approval:
Chapter2 01 December 2019
Initial Review Procedures Effective Date:
01 Jan2020

2.1.9.

2.1.10.

2.1.11.

2112

The Chairshall determine the type of review — full board, expedited or exempt from
review. The Secretariat shall prepare the appropriate communication asto the type of
review.

The Chair shall assigntwo (2) RERBmembersto the primary reviewers of the protocol
regardlessof the type of review.

Thesecretariat preparesthe copiesof protocol packagefor distribution to the primary
reviewers.

Filing of initial protocol packagein a properly labelled protocol file folder and placein
the Active Study File Cabinet.

2.1.1241 Putthe codeof the protocol on the sideof the file folder
21.12.2. File the folder in the Active Study Filescabinet under lock and key.
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22,

Designation of Primary Reviewers

221

222,

2.2.3.

224.

2.2.5.

Purpose
To describe the processof designating primary reviewers to study protocol

Scope

This SOPapplies to the designation of primary reviewers until the review and
prese

Responsibility

It is the responsibility of the RERBChairto assignprimary reviewers to protocols
received

Process/ Flow
assignsprimary reviewers RERBChair

sendthe protocol pacakgeto

rhge assignedprimary Secretariat
reviewers

review the protocol and related
documents; accomplish study Primary Reviewers
assessmentforms

discussprotocol and present
actions and recomemndations Primary Reviewers
during board meeting

Detailed Instructions

2.2.5.1 The RERBChairassignsone (1) scientific/ medical reviewer and one (1)
non-medical as primary reviewers of the study protocol. Reviewersare
selectedon the basisof their expertise. Thescientific/medical reviewer is
taskedto review technical soundnessand related ethical issueswhile the
non-medical reviewer is tasked to review the informed consent process
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and forms. In the caseof clinical trials, a non-medical reviewer can be
represented by a member who is not a medical doctor.

2.2.5.2. Thesecretariat sendsthe study protocol packageto the assignedprimary
reviewers.

2.2.5.3. Primary Reviewersof study protocols for initial review should be present
in the board meeting. In caseof unavailability of the primary reviewers
to attend the meeting, discussionof the study protocol may still proceed
at the discretion of the RERBChair.Saidmembersarerequired to forward
the completed assessmentforms to the Secretariat Staff seven (7) days
before the meeting. The findings summarized therein will be presented
by the RERBChairor his designeewhen the study protocol is deliberated
on.
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23.1. Purpose

232

2.3.3.

To describethe proceduresfor the review of protocols that qualify for expedited review

Scope

This SOPapplies to the review and approval of study protocols or amendments with
minimal risk to study participants and minor revisions in the protocol or informed
consent. The submission procedures are the same asfirst time submission.

Thefollowing are types of protocols that canbe subjectedto expedited review after initial

submission:

Protocols of a non-confidential nature (not of a private character, e.g. relate to sexual
preference etc., or not about a sensitive issuethat may causesocial stigma), not likely to
harm the status or interests of the study participants and not likely to offend the
sensibilities nor causepsychological stress of the people involved.

Protocols not involving vulnerable subjects (individuals whose willingness to volunteer in
a clinical trial may be unduly influenced by the expectation of benefits associatedwith
participation or of a retaliatory responsein caseof refusal to participate, patients with

incurable diseases, persons in nursing homes, unemployed or impoverished persons,
patients in emergency situations, ethnic minority groups, homeless persons, nomads,
refugees, minors and those incapable of giving consent).

Protocols that involve collection of anonymized biological specimens for research
purposesby non-invasive means(e.g. collection of small amounts of blood, body fluids or
excreta non-invasively, collection of hair or nail clippings in a non-disfiguring or non-
threatening manner).

Researchinvolving data, documents or specimensthat have been already collected or will

be collected for ongoing medical treatment or diagnosis

Proposedcontinuing reviews, protocol amendments and end of study reports that have
minor modifications and no significant risk to study participants.

Responsibility

2.3.3.1 Expeditedreview is the responsibility of two (2) primary reviewers appointed to
assess any protocol that qualifies for the expedited process. The same
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assessmentforms used for full board review should be used to evaluate the

scientific and ethical merits of the protocol.

2.3.3.2. The Secretariat
» receivesthe documentssubmitted for initial review,

+ receivesthe application documents submitted by investigators,

+ checksitems received using checklist as guide,

+ signsacopy of the application form to acknowledgereceipt of the documents,

and

+ returns a copyto the principal investigator or a duly designatedrepresentative.

2.3.4. Process/Flow steps

receipt and management

protocol package Secretariat
review the protocol and related
documents usingthe study Primary reviewers

assessmentforms

return duly accomplish
assessmentforms to secretariat

discussprotocol and present

Primary Reviewers

actions and recomemndations Primary reviewers

during board meeting

2.3.5. Detailed Instruction

The Chair assigns two (2) RERBmembers as primary reviewers. An independent
consultant may be invited to provide expert opinion about a protocol.
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2.3.6. The members carry out the expedited review on the protocol and related documents
(patient information sheet, consent form, advertisements, etc.) The review process
should not take longer than 2 weeksupon distribution of protocol to primary reviewers.

2.3.7. If decision is reached by both primary reviewers, this will be discussedand reported
during next full board meeting. Principal investigator is also invited to present the

protocol and clarify all issuesand comments.

2.3.8. All expeditedreview will still undergo full board to facilitate timelinessof the review.
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2.4.Full Board Review of Submitted Protocols

2441.

242

24.3.

Purpose
To describethe procedures when protocol submissionsare classifiedfor full board review

Scope

This SOPapplies to the review and approval of study protocols or amendments with
medium to high risk to study participants and major revisionsin the protocol or informed
consent. The submission procedures are the same asfirst time submission.

Responsibility

Thefollowing are the responsibilities of the Secretariat:

managesthe document submission

sendsprotocol documentsto the primary reviewers

refers the protocol to full board meeting for discussionand decision
communicates the CGHMCRERBdecisionto the Principal Investigator
files and keepscopiesof the documentsin the protocol files, and
updatesthe protocol entry in the database.

O O O O O

It is the responsibility of the Chairto determine the type of review the protocol will
undergo and assignappropriate primary reviewers and/ or independent consultant (if
needed); review the summary of evaluation results and presiding over the convened full
board meeting.

It is the responsibility of the primary reviewers to thoroughly review the protocol and
related documents by using the assessmentforms and make recommendation for
appropriate action and submit the fully accomplished assessment forms to the
secretariat. Theprimary reviewers shall actively lead the discussionduring the full board
review of the assignedstudy protocol.
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244 Process/ Flow Step

receipt and management
protocol package

determine the type of review and
assignprimary reviewers

sendthe protocol packageto
primary reviewers

review the protocol usingthe 2
study assessmentforms

returns the duly accomplished
forms to the secretariat

discussand decide on the
protocol and related documents
during a convenedboard meeting

communicate CGHMCRERB
decision to the PI

file copiesof the documentsin the
protocol file folder and update
protocol database

Secretariat

RERBChair

Primary reviewers

Primary Reviewers

Primary Reviewers

RERBMembers

Secretariat

Secretariat
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2.4.5 Detailed Instructions
2.45.1 The Secretariat

+  Receivesthe protocol package

+  Checksthe completenessof the protocol package,includes putting check
marks on document submitted part of Form6

+ Returnsthe signedacknowledgementform/receipt backto the
representative of the principal investigators

2.4.5.2. Determine the type of review and assignprimary reviewers

24521.

24522,

The Chairdetermines if the submitted protocols should undergo
full board review.

The following are types of protocols that should undergo full
board review after initial submission:

Clinicaltrials about investigational new drugs, biologics or device
in various phases (Phase1,2,3)

Phase4 intervention involving drugs, biologics or device
Protocols including questionnaires and social interventions that
are confidential in nature (about private behavior, e.g.related to
sexual preferences etc., or about sensitive issuesthat may cause
social stigma) that may causepsychological, legal, economic and
other socialharm

Protocols involving vulnerable subjects (individuals whose
willingness to volunteer in a clinical trial may be unduly
influenced by the expectation of benefits associated with
participation or of a retaliatory responsein case of refusal to
retaliate, patients with incurable diseases,persons in nursing
homes, unemployed or impoverished persons, patients in
emergencysituations, ethnic minority groups, homelesspersons,
nomads, refugees, minors and those incapable of giving consent)
that require additional protection from the RERBduringreview
Protocols that involve collection of identifiable biological
specimensfor research

Major protocol violations

Progress/Final reports that deviate from original approval given
by the RERB
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+  Onsite SAEsor suspected unexpected serious adverse reactions
(SUSARs)thatmayrequire protocol amendment or re-consent of
participants

2.4.5.2.3. The Chair designate primary reviewers to review the protocol. with
appropriate qualifications (medicalmemberwith expertiserelated to the
protocol and a non-medical member to review the consent form. An
independent consultant may be invited to provide expert opinion.

24524. For study protocols classified for full board review, the Principal
Investigator will be notified of the scheduleof the review, the time slot
of their study protocol and advised to be “on call” to answer any
questions or make clarifications on issuesraised by RERBmembers

2.4.5.3. Sendsthe protocol files together with the assessmentforms to the primary
reviewers/ independent consultant.

2.4.5.4. Reviewof the Protocol by the primary reviewers

+ Usethe Protocol Evaluation Form (Form 8) and the Informed ConsentEvaluation
Form (Form 9) to review the protocol and the consent form and write relevant
comments

+  Checkthe CV or information about the investigators (including actual GCP
training), the study sites and other protocol related documents, including
advertisements.

+  Consider whether study and training background of the principal and/or sub-
investigator/s are related to the study.

+ Lookfor disclosureor declaration of potential conflicts of interest.

+  Non-physician principal investigators should be advised by a physician when
necessary.

+ Determineif the facilities and infrastructure at study sites canaccommodatethe
study.

+  Checkthe “Child AssentForm” (Form10) if the protocol involves children or other
vulnerable groups as study participants based on PHREBguidelines. The
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procedure for getting the assent of vulnerable participants should be clear (the
objective of the study and the proceduresto be done should be explainedto the
child or vulnerable participant separately).

+  Children ageunder 7 yearsneed not have a signed assentform,

+ age7 andunder 12 need verbal assent,

+ agel12andunder 15 needto signa simplified child assentform,

+ age 15 and under 18 should co-signin the informed consent form with

parents.

Theprimary reviewers are advisedto note the following Review Guidelines:

The protocol manifests scientific validity and contains all the standard sections to
ensure scientific soundness.

In assessingthe degree of risks againstthe benefit, determine whether the risks are
reasonablein relation to anticipated benefits; and/or if the risks canbe minimized.
Studyparticipants are selectedequitably especiallyif randomization is not to be used.
Study participant’s information sheet should be clear, complete and written in
understandable language.

Thereis voluntary, non-coerciverecruitment of study participants.

Theinformed consent is adequate, easyto understand and properly documented.
Thereshould be atranslation of the Informed Consentdocumentinto the local dialect
which should be comprehensible by the general public.

The procedure for getting the Informed Consentis clear and unbiased.

The persons who are responsible for getting the Informed Consentare named and
they introduce themselvesto the study participants.

Theresearchplan makesadequate provision for monitoring data collection to ensure
the safety of study participants, where appropriate.

There are adequate provisions to protect the privacy of study participants and to
maintain the confidentiality of data, where appropriate.

Thereis provision for compensationto study participants. There should be reasonable
provision for medical/ psychosocialsupport; treatment for study related injuries, as
well as compensation for participation to cover expenseslike transport and lost
wagesbecauseof participation.

There are appropriate safeguardsincluded to protect vulnerable study participants.
There are provisions on steps to be taken when participants voluntarily withdraw
during the courseof study/trial, where appropriate.
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2455,

2456.

2457.

Contact persons (Principal Investigator and RERBChair) with address and phone
numbers are included in the Informed Consent.

Thereis clear justification for the use of biological materials and a separate consent
form for future useof biological specimens.

Where applicable, provisions maybe made when investigational products will be
made available to researchparticipants after the trial at areduced price.

There are appropriate contracts or memoranda of understanding especially in
collaborative studies.

Examinecommunity involvement and impact/benefit of the study to the community
and/or the institution. If relevant,the reviewerlooksfor the following in the protocol:
Community consultation

Involvement of local researchesand institution in the protocol design, analysisand
publication of the results

Contribution to development of local capacityfor researchand treatment in benefit
to local communities

Sharingof study results with the participants/community

After reviewing the protocol and the documents, the reviewer

+  Recommendsa decision.

+ Recordsthe decision by marking the appropriate block in the assessmentform:
Approved, Minor revision, Major revision for resubmission,or Disapproved.

* Includes comments and reasonsfor disapproval.

+  Checksthe completeness and correctness of marked items in the assessment
forms.

+ Indicatesthe date and affix his/her signaturein the decisionform.

+ Returnsthe completed assessmentforms to the Secretariat together with the
protocol documents.

The secretariat checks the assessmentforms for completeness and forwards
them to the Chairto be included in the agendafor the next full board meeting.

Conducta full board meeting to discussandmake decisionsthrough majority vote
about the protocol and related documents.

37



ChineseGeneral Hospital and Medical Center ResearchEthics | oGH\IC RERBSOP
Review Board (CGHVICRERB) Version No. 6
Date of Approval:
Chapter2 01 December 2019
Initial Review Procedures Effective Date:
01 Jan2020

2458.

24509.

24.5.10.

24.511.

24512.

The members of the RERBattending the full board meeting shall arrive at a
decisionthrough majority vote on eachissuein the protocol, with afinal overall
decision for: APPROVED, MINOR REVISIONS, MAJOR REVISIONS or
DISAPPROVED.

For all protocols that have been recommended minor revision, a decision point
to be voted upon by the Board should be made if approval maybe given at the
level of the Chair upon recommendation of the Board once proponents fully
comply with recommendations.

Communicating the CGHMCRERBdecisionto the principal investigator
Forlow-risk studies, if the study is approved, the RERBshallstate the validity that
the initial approval is for 1 year Request for renewal of approval of ongoing
studies should be submitted one month before the expiration of the validity,
together with an annualreport for that year.

For high risk studies, if the study is approved, the RERBshallstate the validity
that the initial approvalfor a year. For studies longer than a year, subsequent
approval needs to be sought pending the continuing/progress review (every 6
months) that the RERBconducts during the study. An annual progress report
should be submitted by the principal investigator.

The Secretariat sends a decision letter (Notification of RERBDecisionForm 15),
with alist of approveddocumentsto the principal investigator.

The letter contains identification of the document approved with version
numbers and dates, validity of approval period, the frequency of continuing
review andthe responsibilitiesof the principal investigator throughout the course
of the study.

If the principal investigator wishesto appeal the RERBdecision,he/she may do
sothrough awritten request submitted to the RERB.
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24.513.

24.514.

2.4.5.15.

24.5.16.

245.17.

If the RERBrequires modifications to any of the documents, the Secretariat
prepares a letter to the Principal Investigator and identifies the necessary
revisions to the documents before resubmission to the RERB.

If the protocol is approved, the Secretariat drafts the Approval Letter (Form 15),
forwards it to the Chairto sign, then sendsit to the principal investigator. There
should be a file/receiving copy with specific date. All information regarding the
date of the RERBdecisionsuchasthe date when decision was written and signed
by the Chair, and date when it was delivered to the principal investigator, are
entered in the RERBdatabase.

All meeting deliberations and decision regarding a protocol are noted in the
meeting minutes, with relevant sectionsfiled in the specificprotocol file.

The RERBdatabaseis updated to record the decision. Copies of the assessment
forms are kept in the protocol files.

The CGHMCRERBalso allows, at the discretion of the Chair, guests (such as
surveyors) or observers (such as trainees or students) to observe CGHMCHull

board meetings. Non-members who are attending any CGHGMCRERBmMeetings
are required to signthe Confidentiality Agreement Form for Guest Attendees to

RERBMeetings (Form 33).
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25. Management of Exemptfrom Review

251.

252

25.3.

254

Purpose
To describe the procedure for the review of protocols that qualify for exemption from
review

Scope
ThisSOPappliesto the review of a study protocol submitted that qualifies for exemption
from review

Responsibility
It is the responsibility of the RERBSecretariatto receive the application for Exemption
from Review (Form 16) submitted to the RERB.

The Chairis responsible for the assessmentwhether the submitted protocol qualifies for
exemption from review.

ProcessFlow/Steps
review a study protocol applying for RERBChair

exemption from review

issue Certificate of Exemption or
recommendfor full board or RERBChair
expedited review

prepare areport of protocols that

are exemptfrom review to full board Secretariat



ChineseGeneral Hospital and Medical Center ResearchEthics | oGH\IC RERBSOP
Review Board (CGHVICRERB) Version No. 6
: Date of Approval:
IE' 3 _Ch@‘eﬂ 01 December 2019
Initial Review Procedures Effective Date:
01 Jan2020
communicate RERBdecisionto PI Secretariat

file copy of the documentsin the
protocol binder and update protocol .
databasefor exemption of from Secretariat
review

255 Detailed Instructions

2.5.5.1 The Chair shall review and evaluate the study protocol applying for review
exemption if the protocol meets the criteria for exemption. Theexemption from
review may be seenin following situations:

+ Research on educational practices such as instructional strategies or
effectivenessof or the comparisonamonginstructional techniques, curricula,
or classroommanagement methods
Exceptions:

o When research on use of educational tests, survey or interview
procedures,or observation of public behavior canidentify the human
participant directly or through identifiers, and the disclosure of
information outside researchcould subjectthe participant to the risk
of civil or criminal or financial liability or psychosocialharm

o Wheninterviews involve direct approach or accessto private papers

+  Theresearchproposalswhich do not involve live human participants or data
derived from them are exempt from ethics review. For example,
o Audits of educational practices
o Researchonmicrobes cultured in the laboratory
o Researchonimmortalized cell lines
o Researchon cadavers or death certificates provided such research
reveals no identifying personal data
o Analysisof data freely available in public domain

+ In somecircumstancesresearchwhich appearsto meet low risk criteria may
need to be reviewed by the ERC.Thismight be becauseof requirements of:
o Thepublisher of the research
o An organization which is providing funding resources, existing data,
accessto participants etc.
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2.5.5.2.Issue Certificate of Exemption (Form 17) or recommend for full board or

expedited review

If the protocol and related documents satisfy the criteria aslisted in above, a
Certificate of Exemptionfrom review will be prepared by the Secretariatand

forward to the Chairfor signing.

If the protocol does not meet the criteria for exemption, the protocol shall be

recommendedfor full board or expedited review.

2.5.5.3. The secretariat shall prepare a report of all protocols exempted from review and

this will be presented during full-board meeting.

2.5.5.4. Thesecretariat will communicate RERBdecisionto the principal investigator by
preparing the Certificate of Exemption from Reviewduly signedand dated by the
Chairandissuesthe certificate to the principal investigator.

2.5.5.5. Thesecretariat files copy of the documentsin the protocol file binder and update

protocol databasefor exemption from review.
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2.6 Use of Study AssessmentForms

26.1.

222

223.

224.

Purpose
To describethe procedures related to the use of study assessmentformsin ethics review

Scope

This SOPapplies to the use of the Study AssessmentFormsin the review and assessment
of protocols and related documents submitted to RERBfor initial review and approval.
The RERBusestwo study assessmentforms. Thetwo assessmentforms are accomplished

by individual reviewers. Any comments, evaluation, recommendations and the initial

decision of eachreviewer regarding a protocol are all noted in these two forms.

The Study Assessment Forms are designed to standardize the review process and to
facilitate reporting of recommendation and comments givento eachindividual protocol
and related documents.

There are two (2) CGHMCRERBAssessmentFormsfor protocol review (see Appendix):
a. Protocol Evaluation Form (Form 8)
b. Informed ConsentEvaluation Form (Form 9)

Responsibility
It is the responsibility of the RERBreviewersto individually fill up the assessmentforms
after reviewing eachstudy protocol and submit to the secretariat.

The Secretariat is responsible for recording and filing the RERBaction,relevant points and
deliberation about a particular protocol, including the commentsfor specific action. The
final decisionof the Boardwill be reflected in the Minutes of the Meeting.

ProcessFlow/Steps
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fill up the Study AssessmentForm

during review of the study protocol RERBPrimary reviewers
and related documents

submit accomplishedforms to the

R RERBPrimary reviwers
reviews the accomplaishedforms
andinclude in the agendafor the Chair/secretary

meeting

file copiesof duly accomplished
forms in the Protocol File Folder of Secretariat
the protocol

2.2.5 Detailed Instructions

2.2.5.1. The CGHMCRERBreviewerchecksif the two study assessmentforms (Protocol Evaluation
Form and Informed Consent Evaluation Form) are attached with each protocol package
receivedfor review.

2.2.5.2. TheRERBprimaryreviewers read the protocol and related documents and individually fill
up both forms for each protocol. Complete all relevant items in the study assessment
forms and make comments.

2.2.5.3. Theprimary medical reviewer accomplishesthe Protocol Document Evaluation Form and
Informed Consent Evaluation Form while the primary non-medical reviewer focuseson
the ICFonly.

2.25.4. The study Protocol Evaluation Forms ensure assessmentof the scientific and ethical
aspectsof the protocol.
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+ Rationale and significance of the study

+  Objectivesof the study

*  Reviewof literature

+  Samplesize

+  Methodology and data management

* Inclusion/exclusioncriteria

+  Control arms (placebo, if any)

+  Withdrawal or discontinuationcriteria

+  Vulnerability determination

+ Risk/benefit assessment

+ Fulldisclosureof information, including risks

+ Benefits andrisksthat may be derived from the study

+ Useof understandable language

+  Voluntary participation

*  Remuneration

+  Confidentiality

+ LegallyAuthorized representative to signthe consentform

+  Contact details of RERBChairandoffice for ethical concernsand those of the
principal proponent and his/her team for protocol related issues

2.2.5.5. Theprimary reviewer signsand submits the evaluation forms together with the reviewed
protocol backto the Secretariat.

2.2.5.6. The Secretariat checkswhether the forms are complete, compiles the assessmentforms
and submits these to the Member-Secretary and/or Chair.

2.2.5.7. Themember-Secretary and/or Chairreviews the complied assessmentforms andincludes
the recommendation and action of the primary reviewers and include them in the agenda

in the next full board meeting.

2.2.5.8 The Secretariat files the accomplishedforms in the Protocol File Folder of the protocol
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26.

Review of a Medical Device Protocol

26.1

26.2.

2.6.3.

2.64.

2.6.5.

Purpose
To describe procedures in the review of medical device protocols submitted to the RERB

Scope
This SOP provides instructions for review and approval of medical device protocols
intended for human participants submitted to the RERB.

Medical device protocols are reviewed through the same expedited or full board
procedures depending on the level of risksinvolved in the study. An investigational new
device is given a Significant Risk (SR)or Non Significant Risk (NSR)classification by the
regulators in the sponsorcountry. Thisinformation should be provided by the sponsorto
the RERB.TheRERBshouldmake provisions to minimize the risks to human participants
during review of the protocol and related documents.

Responsibility
It is the responsibility of the RERBmembers to review medical device protocols in

accordancewith international and national guidelines and regulations.

ProcessFlow/Steps

receipt and management of

protocol submission Secretariat
determine type of review and
assignappropriate primary RERBChair

reviewers
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reviews the protocol and related
documentsby filling up the study

Primary reviewers

assessmentforms

discussand decide on the protocol
and related documents during a RERBMembers
convened board meeting

Communicate RERBdecisionto PI Secretariat

Update RERBDatabaseand file

protocol documents Secretariat

2.6.6. Detailed Instructions
2.6.6.1. Thesameprocedures are followed when the protocol is submitted for initial

review. When reviewing a medical device protocol, the reviewer should
considerthe following:

+  Proposedinvestigational plan

+ Informed consentform

+  Descriptionof the device/Productinformation

+ Descriptionof study participant selectioncriteria

+  Safetymonitoring procedures

+ Reportsof prior investigations conducted with the device

+  Principalinvestigator’s curriculum vitae

+ Riskassessmentdetermination for new investigational device (Significant Riskor
Non Significant Risk)

+  Statistical plan and analysis

+  Copiesof all labeling for investigational use

2.6.6.2. The Secretariat checks the information/communication from the principal
investigator related to the Significant Risk (SR)or Non Significant Risk (NSR)
determination by regulators (FDA)from the sponsor country. The protocol is
assignedto expedited or full board review depending on the risk assessment.
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2.6.6.3. Primary reviewers with appropriate expertise are assignedto review the protocol
related documents. It is advisablethat a bioengineerwith appropriate experience
related to the medical devicetogether with a medicaldoctor with related clinical
experience are assignedto review the protocol while a lay person/ non medical
member reviews the consent form.

2.6.6.4 Thesame RERBassessmentformsare used for review and the primary reviewers
make a decision in expedited review or make a recommendation for discussion
during the next full board meeting.

2.6.6.5. For full board review, a decisionis made after discussion.If the protocols are for
revision, they are sent back to the principal investigator for modification. The
documents are resubmitted and reviewed through expedited channel for minor
revision and sent to full board for review of major revisions.

2.6.6.6. Oncean approval decision is reached, the approval letter is prepared, signed by
the Chair and communicated to the principal investigator. The frequency of
continuing review is indicated in the approval letter.

2.6.6.7. Therelevant documents are kept in the protocol file and the RERBentry about
the protocol is updated.
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2.8 Review of Resubmitted protocols

281 Purpose
To describe the review procedures of the CGHMCRERBIn relation to resubmission of

protocols with revisionsafter initial review.

28.2. Scope
This SOPappliesto the study protocols submitted by investigators and sponsorsthat have
been reviewed earlier with recommendationsfor revisionsin the initial review process.

2.8.3. Responsibilities
It is the responsibility of the RERBSecretariattoreceive the resubmitted protocol package

(Form 12) submitted to the RERB.
It is the responsibility of the board membersor designatedmembersto make appropriate
recommendations/actionsrelated to the resubmitted protocol

284. ProcessFlow/Steps

receipt and management of

protocol resubmission Secretariat

Reviewsand evaluate the

resubmitted documents Primary Reviewers

reviews the accomplished
forms andinclude in the Secretariat
agendafor the meeting

file copiesof duly accomplished )
forms in the Protocol File Folder of Secretariat
the protocol

Communicate I;{lERBdecision to Secretariat
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2.8.5 Detailed Instructions

2.8.5.1. The secretariat receives the resubmitted protocol package and checks the
completenessof the resubmitted protocol package
+  resubmitted protocol form (Form 12) addressingthe revisions
+ revisedversion of the protocol and related documents
+ revisionsmadeto the documents should be highlighted or underlined

2.8.5.2. The secretariat notifies the Chairof a resubmitted protocol package

2.8.5.3. The Chair determines how resubmitted protocol packagebe managed
Protocol with minor revisions may passthrough expedited review
Protocol with major revisions shall passthrough another review
+ the primary reviewers/ secretary will present the protocol and the major
revisions
+ the RERBshall deliberate on the revision and decide by majority vote as
APPROVED, MINOR REVISIONS, OR DISAPPROVED

2.8.5.4. Written communication of the decision
The secretariat notifies the principal investigator of the decision of the RERB
through hard copy
If the RERBrequires revisions of any of the documents, the secretariat sendsa
written request of the specificrevisionsto the investigator to makethe necessary
changesand resubmit the documents to the RERB
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29.

Withdrawal of Study Protocol Submission

29.1.

382

3.8.3.

3.84.

Purpose
To describe the RERBproceduresrelated to withdrawal of study protocol submission

Scope
This procedure describes how the RERBproceedsand managesthe withdrawal of study
protocol submission

Responsibility

It is the responsibility of the RERBtoact on any withdrawal of study protocol submission
application. All applications are reviewed during full board meeting to decide on
appropriate action.

The Secretariatis responsiblefor the receipt and managementof the withdrawal of study
protocol submissionapplication and documents (Form 13). Theprimary reviewers review

the reasonsfor the withdrawal and make a recommendation to full board.

ProcessFlow/Steps

receipt and management of

protocol withdrawal submission Secretariat
forward application to Primary :
reviewers for evaluation Secretariat
review the withdrawal application RERBPfimary Reviewers

and make appropriate actions
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present and discussduring full Primary reviewers/ RERB
board meeting with Members

Communicates SERBDec&on to SesElEia

file copiesof documents and

update database Secretariat

3.8.5. Detailed Instructions

3.8.5.1. RERBSecretariat
Receivesapplication of withdrawal for study protocol submission(Form13).
Receivesthe study protocol termination packageprepared and submitted by the
principal investigator.
Checks the completeness of the contents of the package to include the
application for withdrawal of protocol submission. The request for the
withdrawal should contain a brief written summary of the reason for the
withdrawal of the protocol submission

3.8.5.2. RERBPrimaryreviewers review and evaluatesthe reason for the withdrawal of
the protocol submissionand make appropriate action
Discussesduringfull board meeting on appropriate decision.

The RERBdeliberateson the reason for the withdrawal of protocol submission.
Final decision of the application are asfollows:

APPROVAL/ NO FURTHERACTION

FURTHERINFORMATION REQUIRED/ CLARIFICATION FROM PI

3.8.5.3. Communicates the RERBdecisionto PI

3.754.1. The RERBsecretariat prepares letter of notification signed and
dated by the Chair.
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3.7.5.5. File pertinent documents and update protocol database

3.7.5.5.1.

3.7.5.5.2.

3.75.5.3.

The secretariat files the pertinent documents, excerpt of the
minutes of the meeting when it was discussed, and the
Notification Letter, including the responsefrom the Pl,if any, in
the protocaol file folder and update the protocol file index.

Upon approval of the withdrawal of protocol submission
Application, the study protocol is classified as inactive, the
protocol code no. is updated and the protocol file folder re-
labelled and transferred to storagefor inactive files.

The secretariat staff updates the protocol database and labels
the protocol “inactive- protocol withdrawal.”
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210.

AssentEvaluation for Researchesinvolving Minors

2101

2.102.

2.10.3.

Purpose

To describe the procedures related to assent evaluation forms for researchesinvolving
Minors

Scope
This SOPappliesto the assent forms submitted by Plin researchesinvolving minors until
the evaluation of these forms by the primary reviewers.

“Minors” refers to persons under 18 years of age and the term may be used
interchangeablywith the term “children”.

Age of majority, placed at 18 years of age basedon RANo. 6809 is the age the person is
emancipatedfrom parental authority, andis considered“qualified and responsiblefor all
actsof civil life”, and canenter into contracts on their own, or signthe ICF.

In pediatric practice (by the Philippine Pediatric Society) however, pediatric age group is
under 19 yearsof age, in which case,in pediatric research, some participants can already
signthe ICFwithout requiring parental consent.

Responsibility
It is the responsibility of the Plto submit appropriate assentforms in their protocol
package.

The Secretariat is responsible for receiving and checking the completeness and
appropriateness of the assentforms submitted and also forwarding these forms together

with the protocol packageto the primary reviewersfor evaluation.

It is the responsibility of the primary reviewers to read and evaluate the assentforma
submitted and make recommendation during full board meeting.
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2.10.4. Flow Chart/ Process

checksthe completeness and
appropriateness of the assent Secretariat
forms submitted

Reviews and evaluate the assent

forms by accomplishingthe Primary Reviewers
assessmentforms

reviews the accomplishedforms

andinclude in the agendafor the Secretariat
meeting
discussthe assentforms in full Primary reviewers/ RERB
board meeting and make decision Member

2.10.5. Detailed Instructions

The CGHMCRERBisguidedin its review by Guideline 17 “Research Involving Children and
Adolescents” of the International Guidelines for Biomedical Research(CIOMS,2016) in
research protocols involving children.

For minors or children, additional informed consent forms are required such as Assent
Forms, and participants legally authorized representative (LAR). Assent is the
manifestation of the agreementof aminor to participate in aresearchor clinicaltrial. The
assentmaybe in oral or written form.

2.10.5.1. The Pl before undertaking the research involving children must ensure
that:
+  Theresearchmight not equally well be carried out in adults.
+  Thepurpose of the researchis to obtain knowledge relevant to the needs
of children.
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+ Aparent or legal representative of the child has given permission.
+ Theagreement (assent)of the children hasbeen obtain to the extent of

the child’s capabilities.

+ Arefusal of the child to participate or continue in the researchwill be

respected.

2.10.5.2 Requirement for permission from a legally authorized representative (LAR)

2.10.5.2.1. A parent or legally authorized representative (LAR)of eachchild
shall provide the necessaryconsentfor participation of the

minor.

In default of parents or judicially declared guardians,this order

of authority shallbe followed:
=Grandparents

=Oldest siblingover 21 yearsof age,unlessunfit or disqualified
=Actual custodianover21 yearsof age,unlessunfit or

2.105.2.2.

disqualified

Where the parents are both minors or incapacitated to enter
contracts, or give consentto their child’s participation in the
research, the guidelines on medical treatment of sucha child
may be followed whereby athird party may give the consent
(i.e., the child’s grandparents, physician, or the hospital
administrator, asin emergency cases).

2.10.5.2.3. Requirement for assent

2.10.5.24.

2.10.5.25.

Aside from the informed consent being required from LARSs,
assentfrom minors must also be obtained. Thus,the protocol

must include the procedure for obtaining the minor’s assentand
this assentmust be obtained without coercion.

At any age, any sign of dissent shall be observed, and children
who dissentmust not be recruited to the study.

Themanner and form by which aminor provides his or her assent
shall be asfollows:
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Minors under 7 yearsof age:No formal assent, verbal or written,
unlessthere is manifestation of dissent

Minors 7 years of age - under 12 years of age: Verbal assent is
acceptable, but there must be documentation  of the verbal
assent. Documentation may be in the form of a written
description of the  processand witnessed.

Minors 12— 15 years of age: Shall sign a simplified Assent Form
that is different from the ICFwhich the parents or guardianssign.

Minors 15 -18 years of age: Cansign on the same ICFdocument
signed by the parents.

If children reach the age of maturity during the research, their
consentto continue participation should be obtained.

2.10.5.3. Reviewand evaluation of assentforms submitted

CGHMCRERBmusthave at least one member who is a pediatrician to

review a pediatric research.
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