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CHAPTER 2
INITIAL REVIEW PROCEDURES

2.A Protocol Submissions 
2.B Protocol Screening 
2.C Protocol Evaluation 
2.D Expedited Review 
2.E Full Board Review 
2.F Management of Resubmission
2.G Inquiry or Appeals of RERC Decision
2.H Single Joint Review Ethics Board (SJREB) Review
2.I Clinical Trial Agreement
2.J Special Meeting

2.A Protocol Submission 
2.A.1 Purpose 
	
		To detail the initial review procedures of the CSMC RERC from the time the protocol and related documents is received until the approval letter is sent to the Principal Investigator (PI). 

2.A.2 Scope
	
	The CSMC RERC accepts protocols for review for researches to be conducted in the hospital premises submitted by CSMC active staff, fellows, residents and interns, allied medical professional, nursing division and/or off-site locations without Institutional Review Board (IRB).

Industry-sponsored clinical trials to be conducted in the hospital premises and/or off-site locations without 	level three IRB accreditation.

	Protocols submitted by investigators not affiliated with Cardinal Santos Medical Center in sites outside with an established Memorandum of Agreement to review and approve protocols and provide oversight functions post approval as stipulated in the contract.

2.A.3 Responsibility
	
The CSMC RERC secretariat manages all protocols submitted to it. It receives the submissions of the principal investigator, prepares the electronic and hard copies of the documents for distribution to the reviewers, and files the original protocol package.

2.A.4 Workflow
	STEP
	ACTIVITY
	RESPONSIBILITY
	TIMELINE

	1
	Receive study documents for initial review and determine completeness of submission.
	Secretariat
	1 working day

	2
	Assign permanent code to protocol and encode in RERC database.
	Secretariat
	1 working day

	3
	Acknowledge receipt of complete documents. 
	Secretariat
	1 working day

	4
	File original package in coded protocol folder in Active Study files.
	Secretariat
	1 working day






2.A.5 Details of Procedures
	
	Requirement checklists for initial submission of industry-sponsored research (CSMC RERC Form 2A.1) and investigator-initiated research (CSMC RERC Form 2A.2) are available at CSMC RERC office and at CSMC website.

	Step 1- Submitted protocols need technical approval and ethical review.
	For investigator-initiated protocols, the CSMC Research Center should address the technical issues related 	to the study and submit to CSMC RERC for ethical review at least two (2) weeks prior to the monthly board meeting.
	
	For industry-sponsored protocols, the research undergoes technical and ethical reviews by CSMC RERC. The complete protocol package is submitted at least three (3) weeks prior to the monthly board meeting.

	The principal investigator should submit an application form for protocol review (CSMC RERC Form 2B.1).
	
	A protocol package as specified in Form 2A.1 or 2A.2 will include but not limited to the following:
· An electronic copy and four (4) hard copies of all documents submitted for industry-	sponsored and three (3) copies for investigator-initiated protocols.  Once electronic RERC 	processing programs are fully in place, lesser number of hard copies will be required.
· Letter of intent with itemized documents submitted. This document identifies the items 	submitted and specifies the purpose of submission. The letter is addressed to the Chair of 	CSMC RERC. 
· Updated curriculum vitae showing the qualifications of the investigators and valid Good 	Clinical Practice Certificates. 
· Technical Review Certificate from the CSMC Research Center attesting that the study 	protocol has been reviewed and approved (for in-house fellows and residents, interns, 	consultants, allied medical professionals, and nursing division).
· Proof of submission of the protocol for review to the Philippine Food and Drug 	Administration (PFDA).  The FDA Certificate of Approval will still be required for Phase 1 – 	3 clinical trials and should be submitted prior to the start of the study at CSMC.
· Detailed protocol – This is a document that describes the background, objectives, inclusion 	and exclusion criteria, study design, methodology, and sample size of the study to be 	reviewed.
· Informed Consent in English, Tagalog, and other dialect, as applicable (See attached 	Guidelines on Submitting an Informed Consent). These are the forms used in obtaining 	permission from the participants in the study or the legally authorized representatives.
· Request for waiver of Informed Consent (CSMC RERC Form 2B.2) as applicable.
· Letter from the Principal Investigator to other physicians for the purpose of recruiting 	participants, as applicable.
· Assent Form (if applicable). These are the forms used to secure permission of a study 	participant under the age of eighteen (18).
· Case report or data collection forms. These are printed or electronic documents used to 	gather all the information necessary for the study. 
· Diary cards and other materials related to the study (e.g. recruitment materials, etc.), as 	applicable.
· Study budget- The total amount of money for the study to be conducted at the site. 
· Accomplished Registration and Application for Protocol Review (CSMC RERC Form 2B.1). 
· Previous decision by other regulatory authorities or other ethics committee on the proposed 	study, as applicable. 
· Investigator’s Brochure.
· Draft copy of the Clinical Trial Agreement (CTA). Parallel review by the Medico-Legal 	Officer while awaiting CSMC RERC approval of the protocol is allowed.
Incomplete submissions will be returned to the Principal Investigators.
Payment of review fee is non-refundable and non-transferrable once the review process has commenced.
The institutional fee is to be paid to the hospital upon approval of the protocol.  This fee is non-refundable and non-transferable.
Step 2 - Assign a code to the package. This code will be used in all communications with the principal investigator and the sponsor relating to the protocol. Log the package in the RERC database. 
Step 3 - Ensure that the Principal Investigator has signed the Application for Protocol Review (Form 2B.1), make a copy of the filled-out application form, keep the original copy for RERC files, and give the duplicate to the principal investigator (PI) or his/her representative.
Step 4 - File the original package in a coded protocol folder in the Active Study file. 
2.B Protocol Screening 
2.B.1 Purpose 
	To describe the process of determining the type of review a protocol undergoes and assigning the primary 	reviewers. 
2.B.2 Scope 
	This applies to all submissions to the CSMC RERC for review and approval. 
2.B.3 Responsibility 
	The Secretariat manages the screening process. The RERC Vice Chair recommends the type of review for the protocol submitted according to the criteria and assigns the primary reviewers and independent 	consultants as needed. The RERC Chair approves the recommendations of the Vice Chair.
2.B.4 Workflow

	STEP
	ACTIVITY
	RESPONSIBILITY
	TIMELINE

	1
	Recommend type of review.
	Vice Chair
	1 working day

	2
	Identify primary reviewers and independent consultant (if necessary).
	Vice Chair
	1 working day

	3
	Approve type of review and assigned primary reviewers.
	Chair
	1 working day

	4
	Keep review form in protocol file and update database.
	Secretariat
	1 working day

	5
	Distribute protocol package to assigned reviewers.
	Secretariat
	1 working day



2.B.5 Details of Procedures

	Step 1 - Upon submission of the protocol and the requirements, the RERC Vice Chair recommends the type 	of review based on the following criteria:
· Initial Submission
	ISFB
	FULL BOARD REVIEW

	1
	Clinical trials about investigational new drugs, biologics, or devices in various phases (Phase 1, 2, 3).

	2
	Phase 4 intervention research involving drugs, biologics, or devices.

	3
	Protocols including questionnaires and social interventions that are confidential in nature (private behavior, sexual preferences, etc.) or sensitive issues that may cause social stigma or cause psychological, legal, economic, and other social harm.

	4
	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 response in case of 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)  that  require  additional protection from the RERC during review.

	5
	Protocols involving collection of identifiable biological specimens for research.

	ISER
	EXPEDITED REVIEW

	1
	Protocols of a non-confidential nature (no private information or any sensitive issue collected that may cause social stigma), not likely to harm the status or interests of the study participants, and not likely to offend the sensibilities nor cause psychological stress to the people involved.

	2
	Protocols not 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 response in case of 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).

	3
	Protocols involving collection of anonymized biological specimens for research purposes by 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).

	4
	Research involving collection or study of existing data, documents, records, pathologic specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in a manner that subjects cannot be identified directly or through identifiers linked to subjects.

	5
	Research involving data, documents, or specimens that have already been collected or will be collected for ongoing medical treatment or diagnosis.

	EFR
	                        EXEMPT FROM REVIEW CRITERIA

	1
	Protocols neither involving human participants nor identifiable human tissues, biological samples, and data (e.g., meta-analysis protocols).
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	Protocols not involving more than minimal risks or harm:
· Institutional quality assurance purposes, evaluation of public service programs, public health surveillance, educational evaluation activities, and consumer acceptability test.
· Research that only includes interactions involving survey procedures, interview procedures, or observation of public behaviour (including visual or auditory recording) if the following criteria are met:
· There will be no disclosure of the human participants’ responses outside the research that could reasonably place the participants at risk of criminal or civil liability or be damaging to their financial standing, employability, or reputation; and
· The information obtained is recorded by the investigator in such a manner that the identity of the human participant cannot readily be ascertained directly or through identifiers linked to the participant.
· Protocols that involve the use of publicly available data or information.




Principal investigator (PI) may submit a research protocol that may qualify for exemption from ethical review by indicating in the Letter of Intent that such a request is being made. 

Any protocol submitted to the CSMC RERC that may qualify for exemption will be screened even without a direct request from the PI using the CSMC RERC 2K Checklist for Exemption from Ethical Review.

If the protocol qualifies for exemption, the reviewer will indicate approval on the RERC Form 2K and return the evaluation form to the Secretariat. 

Protocol exemption will be submitted to the Chair for final approval.

The CSMC RERC Form 4F Certificate of Exemption from Ethical Review, signed by the Chair, will be released to the principal investigator and will state that if there is any change in the favorable risk-benefit ratio, PI must submit amendments to RERC.  

RERC may change the review classification depending on changes in the risk-benefit ratio during the implementation or when an amendment is submitted.

Exempted protocols must submit final reports.
Step 2 – Assign Primary Reviewers

Primary reviewer is a member of the RERC who is designated to conduct an initial review and lead the discussions during the board meeting. For industry-sponsored clinical trials, at least two members of the board are assigned.

Criteria for Assignment:
1. At least one member of the board with clinical competency and/or clinical expertise related to the protocol for review;
2. At least one lay member;
3. Additional Independent Consultants may be invited for content review, as needed.
Step 3 - Chair approves the recommended assigned primary reviewers and signs CSMC RERC Form 2A.1 or 2A.2.

Step 4 - Secretariat enters the names of the primary reviewers and Form 2A.1 or 2A.2 is kept in the protocol folder and logged in RERC database.

Step 5- Secretariat prepares the protocol for distribution to the reviewers, including the evaluation forms (CSMC RERC Form 2D and CSMC RERC Form 2E) in the package.

Prepare a transmittal letter with the names of the reviewers and send the protocol and related documents to the selected primary reviewers.





2.C Protocol Evaluation
2.C.1 Purpose 

	To describe the process of reviewing the scientific, technical, and ethical aspects of the protocol by the primary reviewers. 

2.C.2 Scope

	The study assessment forms (CSMC RERC Form 2D and 2E) are designed to standardize the review process 	and to facilitate reporting of recommendations and comments given to each protocol and related documents.

	There are two (2) RERC study assessment forms used for reviewing a protocol:
1. Protocol Assessment (CSMC RERC Form 2D) 
2. Informed Consent Assessment (CSMC RERC Form 2E)

2.C.3 Responsibility

	It is the responsibility of the RERC reviewers to individually complete the evaluation forms (Form 2D and 2E) after reviewing each study protocol. Any comments, evaluation, recommendations, and the initial decision of each reviewer regarding a protocol are all noted in these two forms. 

	The Secretariat is responsible for recording and filing the reviewers’ comments and recommendations, 	which will be presented and discussed in the next board meeting, and the agreement regarding the decisions on each reviewed protocol will be reflected in the Minutes of the Meeting.

2.C.4 Workflow 

	STEP
	ACTIVITY
	RESPONSIBILITY
	TIMELINE

	1
	Evaluate scientific/technical and ethical aspects of protocol.
	Primary Reviewers
	1-2 weeks

	2
	Fill out study assessment forms (Forms 2D and 2E) during review of study protocol and related documents.
	Primary Reviewers
	1-2 weeks

	3
	Submit accomplished study assessment forms to Secretariat.
	Primary Reviewers
	1-2 weeks

	4
	Check forms for completeness.
	Secretariat
	1 working day

	5
	Include protocol review in Agenda of meeting for the month.
	Secretariat
	1 working day

	6
	Discuss protocol during full board meeting.
	Primary Reviewers/Members
	1 working day

	7
	Communicate decision of reviewers/board to principal investigators.
	Secretariat
	3 working days

	8
	Send approval letter to principal investigator.
	Secretariat
	1 working day

	9
	File copies of duly-accomplished forms in study folder and update RERC database.
	Secretariat
	1 working day



2.C.5 Details of Procedures 
	Step 1 - Protocol Review
	Responsibilities of the primary reviewers:
a. Use the Protocol Assessment (CSMC RERC Form 2D) and the Informed Consent Assessment (CSMC RERC Form 2E) to review the protocol and the consent form and write relevant comments. 
b. Check the CV or information about the investigators (including GCP training for clinical trials), the study sites, and other protocol-related documents, such as advertisements. 
Consider if the training background of the principal investigator/s is/are related to the study. 
Look for disclosure or declaration of potential conflicts of interest. 
Non-physician principal investigators should be advised by a physician when necessary. 
Determine if the facilities and infrastructure at study sites can accommodate the study. 
c. Check that assent will be obtained if the protocol involves children or other vulnerable groups as study participants based on PHREB guidelines. The process for getting the assent of vulnerable participants should be clear with the objectives of the study and the procedures to be done properly explained to the child or vulnerable participant separately.
d. Provision for signature of the participant’s Legally Authorized Representative (LAR) if needed.
e. Note the following technical and ethical review guidelines: 
	Protocol should manifest scientific validity and contain all the standard sections to ensure scientific soundness. 
	In assessing the degree of risk against the benefit, determine whether the risks are reasonable in relation to anticipated benefits; and/or if the risks can be minimized. 
	Study participants are selected equitably especially if randomization is not to be used. Study participant's information sheet should be clear, complete, and written in understandable language. 
There is voluntary, non-coercive recruitment of study participants. 
Informed consent is adequate, easy to understand, and properly documented. 
There should be a translation of the informed consent document into the local dialect, which should be easily understood by the general public. 
Procedure for getting the informed consent is clear and unbiased.
Persons who are responsible for getting the informed consent are named and they introduce themselves to the study participants. 
The research plan makes adequate 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.
There is provision for compensation to study participants. There should be reasonable provision for medical/psychosocial support for study-related injuries and compensation for participation to cover expenses, like transport and lost wages because of participation. 
There are appropriate safeguards included to protect vulnerable study participants.
Contact persons or investigators, with address and phone numbers, are included in the informed consent. 
There is clear justification for the use of biological materials and a separate consent for future use of biological specimens. 
There are appropriate contracts or memoranda of understanding, especially in collaborative studies. 
f. For community studies, examine community involvement and impact/benefit of the study to the community and/or the institution. If relevant, the reviewer looks for the following in the protocol: 
· Involvement of local researchers and institutions in the protocol design, analysis, and publication of the results.
· Contribution to development of local capacity for research and treatment that will benefit the local communities.
	Sharing of study results with the participants or the community involves cultural considerations:
· Approach prospective subjects for their individual consent only after obtaining permission from a community leader, a council of elders, or another designated authority.
· Community consultation: If there is cause for concern about the acceptability of the research in the community, there is a formal consultation with representatives designated by the community.
· There is substantial support in the community concerned.
· There is an individual consent supplemented by community consultation.

Benefits
· There are expected benefits of the research to the community or to society at large, or contributions to scientific knowledge.
· The researcher gives no assurances about the benefits, risks or inconveniences of the research, nor induces a close relative or a community leader to influence a participant’s decision.
Research in populations and communities with limited resources:
· The research is responsive to the health needs and the priorities of the population or community where it will be carried out. 
· The intervention or product developed, or knowledge generated will be made reasonably available for the benefit of that population or community.

Ethical obligation of external sponsors to provide health-care services:
· The research protocol specifies what health-care services will be made available, during and after the research, to the participants themselves, to the community from where the participants are drawn, or to the host country, and for how long.
· The details of the arrangement are agreed upon by the sponsor, officials of the host country, other interested parties, and the community from where participants are to be drawn when appropriate. The agreed arrangements are specified in the consent process and document.
· The source and amount of funding of the research are specified: the organization that is sponsoring the research will give a detailed account of the sponsor's financial commitments to the research institution, the investigators, the research participants, and the community when relevant.
· Circumstances in which it may be inappropriate to publish findings, such as when the findings of an epidemiological, sociological, or genetics study present risks to the interests of a community or population or of a racially or ethnically defined group of people.
Step 2- CSMC RERC primary reviewers individually fill out the following forms for each protocol.
Protocol Assessment (CSMC RERC Form 2D) ensures assessment of the scientific and ethical aspects of the protocol as follows:
· Rationale and significance of the study
· Objectives of the study
· Review of literature
· Sample size
· Methodology and data management 
· Inclusion/exclusion criteria
· Control arms (placebo, if any)
· Withdrawal or discontinuation criteria
· Vulnerability determination
· Risk/ benefit assessment
Informed Consent Assessment (CSMC RERC Form 2E) checks if the following are complied with:
· Full disclosure of information, including risks
· Benefits that may be derived from the study
· Use of understandable language
· Voluntary participation
· Confidentiality of data collected
· Appropriate person to sign the consent form
Step 3 - After reviewing the protocol and the documents, the reviewer recommends a decision (Form 2D and Form 2E). 
· The reviewer may seek additional clarification from the Principal Investigator, as needed, provided that this will be conducted using official communication tools within the premises of the RERC Office.
· Record the decision by marking the appropriate block in the assessment form: approved, minor revision, major revision, or disapproved.
· Include comments and reasons for disapproval. 
· Check the completeness and correctness of marked items in the assessment forms.
· Indicate the date and affix the reviewer's signature in the decision forms.
· Submit the completed forms to the secretariat, together with the protocol documents, before the board meeting.
Step 4- Secretariat checks whether the forms are complete and compiles them.
Step 5- Secretariat includes the protocol review in the Agenda of the meeting for the month for discussion and decision.
Step 6- Primary reviewers/members discuss the protocol during full board meeting.
Step 7- If there are revisions required, these are communicated to the Principal Investigator who has to resubmit the revised protocol and related documents for review and before approval is given. 
In expedited review, the secretariat communicates the revisions required (if any) to the Principal Investigator who has to resubmit the revised protocol and related documents before approval is given.
Principal Investigators should resubmit the revised protocol at least two (2) weeks before the next scheduled board meeting. Due date will be indicated in the Action Letter- RERC Decision (CSMC RERC Form 2G). 
Approved expedited protocols are reported during the full board meeting for documentation.
Step 8 -An approval letter is prepared (RERC Form 2H.1 or 2H.2) and signed by the Chair before sending to the Principal Investigator.
Step 9 -Secretariat files the signed letter in the protocol folder and update the RERC database.
2.D Expedited Review 

2.D.1 Purpose 

	To describe the procedures for the review of protocols that qualify for expedited review.

2.D.2 Scope 

	This SOP applies to the approval of study protocols with minimal risk to study participants and minor 	revisions in the protocol or informed consent.

2.D.3 Responsibility 

	It is the responsibility of the Secretariat to distribute the protocol and related documents to the primary 	reviewers and to collect them after the review, together with the assessment forms and recommendations.

	It is the responsibility of the primary reviewers to assess and make recommendations for appropriate action to protocols that qualify for expedited review. They will use CSMC RERC Form 2D to evaluate the scientific and ethical merits of the protocols.

	In case of disapproval or contrary opinion of any RERC member, the protocol should be referred to full board.






2.D.4 Workflow
	STEP
	ACTIVITY
	RESPONSIBILITY
	TIMELINE

	1
	Receive protocol package and submitted documents (Form 2A.1 or 2A.2) and forward to Vice Chair.
	Secretariat
	1 working day

	2 
	Determine if protocol qualifies for expedited review and assign reviewers. 
	Vice Chair
	1 working day

	3
	Review protocol documents, accomplish assessment forms 2D and 2E, and submit decision/recommendation to Secretariat.
	Primary Reviewers
	1 week

	4
	Communicate decision to principal investigator (Form 2G).
	Chair/Secretariat
	1 working day

	5
	If modifications are required, revise protocol or related documents and resubmit to RERC.
	Principal Investigator
	2 weeks 

	6
	Review revisions and recommend if for approval.
	Primary Reviewers
	1 week

	7
	Prepare Approval Letter (Form 2H.1 or 2H.2) to be signed by Chair and sent to Principal Investigator.
	Secretariat
	1 working day

	8
	Keep copies of all documents in protocol folder and update database.
	Secretariat
	1 working day



2.D.5 Details of Procedures
	Step 1 -Secretariat
A. Receive the protocol package submitted by the Principal Investigator. 
B. Check the completeness of the protocol package using the checklist (CSMC RERC Form 2.A.1 or 2A.2).
C. Indicate the date and affix staff’s signature.
D. Return the signed acknowledgment form back to the principal investigator or his representative.

	Step 2 - Vice Chair
A. Determine if the protocol qualifies for expedited review based on the criteria and signs CSMC RERC Form 2.A.1 or 2A.2.
B. Select primary reviewers with appropriate qualifications (clinician/ scientist with expertise related to the protocol and a non-medical person to review the consent form). 



	The criteria for expedited review:
· Prospective research with minimal risk initiated by trainees
· Retrospective studies
· Chart reviews
· Simple descriptive surveys or questionnaires
· Other protocols involving minimal risks to participants

The secretariat sends the protocol files together with the assessment forms (2D and 2E) to the primary reviewers with a cover letter indicating the due date for the review and recommendations.


Step 3- Primary reviewers carry out the expedited review on the protocol and related documents.
The principal investigator must satisfy all the recommendations of the primary reviewers for the protocol to be approved.
Step 4- Decision is communicated to the principal investigator (CSMC RERC Form 2G Action Letter- RERC Decision).
Turnaround time to communicate decision is four weeks from the time the protocol was submitted.

Step 5- If modifications are required, the principal investigator resubmits revisions in CSMC RERC Form 2C Protocol Evaluation for Resubmission to be reviewed by the primary reviewers.

Step 6- If the study is for approval, the primary reviewers determine the frequency of continuing review.

Step 7- The secretariat sends an approval letter (CSMC RERC Form 2H.1 or 2H.2) with a list of approved documents including version number and dates, the frequency of continuing review, the duration of approval, and the responsibilities of the principal investigator throughout the course of the study.
Approved expedited protocols are reported at the next full board meeting.
Step 8 - All protocol and related documents are filed and the database updated.
2.E Full Board Review
2.E.1 Purpose
	To describe the procedures when protocol submissions are classified for full board review.
2.E.2 Scope 
	
	This SOP applies to the review and approval of initial submission of study protocols or amendments with medium to high risk to study participants and major revisions in the protocol or informed consent. 



2.E.3 Responsibility 

	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 RERC database.
	
	The Secretariat is responsible for receiving, verifying, and managing the contents of both the hard copies and the electronic version of the submitted protocol package. He/she should create a specific protocol folder, make copies of the files, and distribute the copies to the primary reviewers, together with a cover letter indicating the due date for returning the reviewed protocol and the schedule of the next meeting.
	
	It is the responsibility of the assigned reviewers to thoroughly review the study protocols, give their decision, observation and comments, and put all of these in the Study Assessment Forms (Form 2D and 2E) before returning the reviewed protocol and assessment forms to the Secretariat on the due date. Primary reviewers are present during the meeting for final deliberation and discussion.

2.E.4 Workflow
	STEP
	ACTIVITY
	RESPONSIBILITY
	TIMELINE

	1
	Receive protocol package and submitted documents (Form 2A.1 or 2A.2) and forward to Vice Chair.
	Secretariat
	1 working day

	2 
	Determine if protocol qualifies for full board review (Form 2B.1) and assign reviewers.
	Vice Chair
	1 working day

	3
	Review protocol documents, accomplish assessment forms 2D and 2E, and submit decision/recommendations to Secretariat.
	Primary Reviewers
	2 weeks

	4
	 Include protocol in Meeting Agenda (Form 4A) for discussion at full board meeting.
	Secretariat
	1 working day

	5
	Communicate board decision to principal investigator (Form 2G).
	Chair/Secretariat
	1 working day

	6
	If modifications are required, revise protocol or related documents and resubmit to RERC.
	Principal Investigator
	2 weeks

	7
	Check and review revisions and refer to full board for decision as applicable.
	Primary Reviewers
	1 working day

	8
	Once approved, prepare Approval Letter (Form 2H.1 or 2H.2) and sent to Principal Investigator.
	Secretariat
	1 working day

	9
	Keep copies of all documents in protocol folder and update database.
	Secretariat
	1 working day




2.E.5 Details of Procedures
	Step 1- Secretariat:
A. Receive the protocol package submitted by the Principal Investigator.
B. Check the completeness of the protocol package using the checklist (CSMC RERC Form 2.A.1 or 2A.2).
C. Indicate the date and affix staff’s signature.
D. Return the signed acknowledgment form back to the principal investigator or his representative.

Step 2- Vice Chair
A. Determine if the protocol qualifies for a full board review based on the criteria and sign CSMC RERC Form 2.A.1 or 2A.2.
B. Select primary reviewers with appropriate qualifications (clinician/ scientist with expertise related to the protocol and a nonmedical person to review the consent form). An independent consultant may be invited to provide expert opinion. 

Step 3 - Review Proper
A. Secretariat sends the protocol files together with the assessment forms (2D and 2E) to the primary reviewers/ independent consultant for review.

B. Primary reviewers are reminded of the due date for submitting the results of the review (accomplished forms 2D and 2E) within two weeks.

C. Protocol review is conducted as described under section 2.C “Protocol Evaluation”. Primary reviewer indicates the date and affix his signature in the review forms (2D and 2E).

D. Completed forms are submitted to the secretariat, together with the protocol documents. Secretariat only accepts completely filled-out forms (2D and 2E).

E. If the primary reviewers cannot be present during the scheduled full board meeting, the accomplished assessment forms with comments and recommendations are submitted to the RERC Secretariat and will be used by the Chair for discussion.
	Step 4 - Full Board Meeting
A. The protocol is scheduled for presentation, discussion, and decision for approval during the full board meeting.

B. Schedule
	Regular CSMC RERC meeting is conducted every 4th Wednesday of the month. The meeting generally starts at 6:00 pm.

	A special meeting may be held upon the decision of the RERC Chair.
	One (1) week notice will be provided to all RERC members on the schedule of the meeting with the Agenda (Form 4A). 

C. Attendance and Quorum
	Only CSMC RERC members and Secretariat are allowed to attend the meeting unless otherwise specified.

	The principal investigator or designated representative and independent consultant/expert reviewer are invited to be present on the particular portion of the meeting when the specific protocol is reviewed.

	For non-CSMC proposals, the RERC may invite members of external-site RECs to participate in the review of their protocols.

	Before the conduct of the meeting and review of every protocol or report, the Chair determines the quorum and conflict of interest.

	Meeting may be suspended or terminated early once quorum is lost.

D. Meeting Proper
	For initial review, the Chair calls the primary reviewers to present findings on respective protocols based on the assessment points specified in CSMC RERC Forms 2D and 2E.
	The scientific primary reviewers are instructed to focus presentation of findings on scientific soundness and ethical issues and their impact on human subject protection, while the non-scientific primary reviewer is instructed to focus presentation of findings on the informed consent form (ICF) and its compliance with the requirements of international and national ethical guidelines, as well as national and institutional policies.
	The members deliberate on the study assessment points and informed consent elements as detailed in the aforementioned forms.
	In case of unavailability of the primary reviewers to attend the meeting, said members are required to forward the completed assessment forms to the Secretariat three (3) days before the meeting.  The findings summarized therein will be presented by the Chair or her designee when the study protocol is deliberated on.
	For decision, the Chair calls for any of the following actions:
· Approved
· Major modification, which require full board deliberation
· Minor modification, which can be expedited at the level of the Chair
· Deferred (state reason)
· Disapproval
	If one primary reviewer is absent and has not submitted his/her review, discussion of the study protocol may still proceed at the discretion of the Chair.  If the Chair feels that the committee does not have the expertise to proceed with the review, the discussion may be deferred till the next meeting.  The committee may request for clarificatory interview with the PI.
The CSMC RERC allows investigators and other resource persons (such as an independent consultant commissioned by the RERC or the technical reviewer who endorsed the study) to attend part of the meeting related to the specific study for purposes of clarifying issues.
Conduct of clarificatory interview:
The committee conducts CLARIFICATORY INTERVIEW, as needed, with principal investigators (PIs) and/or study team whose submissions raise ethical issues.
The secretariat sends Letter for Clarificatory Interview (CSMC RERC Form 2J) to investigators, who may also request for clarificatory interviews with the committee by formally expressing their intention in writing.
Investigators or study team are allowed inside the meeting room only during the actual interview regarding their protocol.
Clarificatory interview may be conducted in person or through televideo conference.
The Chair calls for a decision/recommendation regarding the protocol and this is voted upon by the board members.
Step 5 -The Secretariat sends an action or approval letter with a list of approved documents to the principal investigator.  For action letter, CSMC RERC Form 2G is used to request revisions and clarifications from the principal investigator.
Step 6 - If modifications are required, the principal investigator will submit the revised protocol and related documents to RERC.
Step 7 – For protocols requiring revision, the resubmitted documents are sent back to the primary reviewers for re-evaluation.
Reviewers evaluate the documents requiring revision.
Primary reviewers recommend approval if the issues are satisfactorily addressed.
Resubmissions are included in the next full board meeting for discussion and decision.
Step 8 – When approved, the Secretariat sends the approval letter (CSMC RERC Form 2H.1 or 2H.2) to the principal investigator indicating the date, the frequency of continuing review, and the responsibilities of the principal investigator throughout the course of the study.
Step 9 - Secretariat keeps copies of all documents in the protocol folder and update database.
2.F Management of Resubmission
2.F.1 Purpose
	
		To describe the procedures for the review of resubmissions.

2.F.2 Scope
	
	This SOP pertains to the resubmission of revised protocols that have been previously reviewed by the RERC. The procedure begins with the receipt of the revised protocol and ends with filing of the documents in the protocol folder and entry of the submission in the database.

2.F.3 Responsibility
	
	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 folder and update the RERC database.

	It is the responsibility of the primary reviewers to review and provide recommendations on the 	resubmissions.

	Principal Investigators should resubmit the revised protocol at least two (2) weeks before the next scheduled board meeting. Due date will be indicated in the action letter. 

2.F.4 Workflow
	STEP
	ACTIVITY
	RESPONSIBILITY
	TIMELINE

	1
	Receive the submitted documents (Form 2C) and check for completeness.
	Secretariat
	1 working day

	2
	Distribute documents to original primary reviewers.
	Secretariat
	1 working day

	3
	Review resubmission and submit evaluation form to Secretariat. For full review, final decision is determined during full board meeting.
	Primary Reviewers/
Members
	1 week

	4
	Prepare Action Letter (Form 2G) or Approval Letter (Form 2H.1 or 2H.2).
	Secretariat
	1 working day

	5
	Keep copy of approved protocol in protocol folder and update RERC database.
	Secretariat
	1 working day




2.F.5 Details of Procedures
Step 1- The Secretariat receives the documents for resubmission, including the required form (CSMC RERC Form 2C Protocol Evaluation for Resubmission) and checks for completeness. Once resubmission documents are complete, the turnaround time for approval is three (3) weeks.
Step 2- The Secretariat forwards resubmitted documents to the original reviewers. For full board review, Secretariat includes the resubmission in the Agenda of the next full board meeting. 
Step 3- Reviewers are given 1 week to review the resubmission and complete Form 2C Protocol Evaluation for Resubmission which are forwarded to the Secretariat. At the full board meeting, the board members deliberate and arrive at a decision.
Step 4- Secretariat prepares the Action Letter-RERC Decision (CSMC RERC Form 2G) or the Approval Letter (CSMC RERC Form 2H.1 or 2H.2) to be signed by the RERC Chair and forward to the principal investigator.
Step 5- Secretariat files a copy of the related documents in the protocol folder and updates the RERC database.

2.G Inquiry or Appeals of RERC Decisions
2.G.1 Purpose

	Investigators can submit an inquiry or appeal the board recommendations within an allowable period of ninety (90) days from the date of communication of the board decision.

2.G.2 Scope
	
	The appeal may involve inquiries or requests for re-consideration of board decision of disapproval, 	termination, suspension, or other action points.

2.G.3 Responsibility
	
	The appeal should be addressed to the Chair of the CSMC RERC.
	
	If the protocol has been modified substantially, it will be considered a new submission.
	
	All appeals for reconsideration of disapproved protocols will be taken up in a full board meeting.
	
	Processing of inquiries or appeals will follow the regular process of submission.

2.G.4 Workflow
	STEP
	ACTIVITY
	RESPONSIBILITY
	TIMELINE

	1
	Submit letter of appeal.
	Principal Investigator
	1 working day

	2
	Receive letter of appeal and forward to RERC Chair.
	Secretariat
	1 working day

	3
	Assess request/appeal.
	Chair
	1 working day

	4
	Forward to primary reviewer/s with all pertinent files.
	Secretariat
	1 working day

	5
	Review request/appeal.
	Primary reviewers
	2 weeks

	6
	Include in agenda of next full board meeting.
	Secretariat
	1 working day

	7
	Deliberate with recommendation during board meeting.
	Primary reviewers/ Members
	1 working day

	8
	Communicate decision to principal investigator.
	Secretariat
	1 working day

	9
	Keep copies of protocol and related documents.
	Secretariat
	1 working day



2.G.5 Details of Procedures
Step 1- Investigators can submit an inquiry or appeal the board recommendations within an allowable period of ninety (90) days from the date of communication of the board decision.
Step 2- Secretariat receives the letter of appeal and forward to the RERC Chair.
Step 3- Chair assesses the request. If Chair deems that re-opening of the review process is warranted, he/she informs the secretariat to forward the appeal to the original primary reviewers.
Step 4- Secretariat forwards the letter of appeal to the primary reviewer/s together with all pertinent files, including any new document provided by the principal investigator.
Step 5- Primary reviewers review the request/appeal within 2 weeks.
Step 6- The appeal is included in the agenda of the next full board meeting.
Step 7- Primary reviewers present review findings and recommendations to the board.
Step 8- Secretariat communicates the decision of the review to the principal investigator using CSMC RERC Form 2G.
Step 9- Secretariat keeps copies of the documents in the protocol folder and updates the RERC database.

2.H Single Joint Research Ethics Board (SJREB) Review
2.H.1 Purpose
	To describe the relationship and procedures between Cardinal Santos Medical Center Research Ethics 	Review Committee (CSMC RERC) and the Single Joint Research Ethics Board (SJREB).
2.H.2 Scope 
	This SOP applies to all protocols submitted for parallel reviews to SJREB and CSMC RERC. Standard 	Operating Procedures for protocol review still apply.
SJREB is a joint review mechanism among Philippine Health Research Ethics Board (PHREB) duly- accredited Research Ethics Committees (RECs) from both government and private hospitals that will accept the results of SJREB and sign a letter of intent with SJREB.  It is a cooperative mechanism, rather than a stand-alone REC, that draws its review authority from RECs duly accredited by PHREB.
For non DOH hospitals, their RECs should submit a Letter of Intent to participate in SJREB, but they retain the option to accept or reject SJREB decision. 
SJREB conducts joint review of study protocols to be implemented in at least three (3) sites in the Philippines, one of which will be conducted in a DOH hospital.  Sponsors and researchers who choose to do their studies in 3 or more sites may submit their protocols to SJREB.  It accepts multi-site protocols that are funded by DOH, PCHRD, DOST, PHIC, PHREB, CHED, and other local organizations, including industry organizations and other foreign entities.
SJREB requires the site RECs to agree and abide with the procedures that SJREB follows.  All research sites should agree to provide the necessary environment to ensure the safe and ethical conduct of research, including oversight and stewardship functions as necessary, and to monitor the conduct of the study.
2.H.3 Responsibility
It is the responsibility of the CSMC RERC to participate in the SJREB review.
It is the responsibility of the CSMC RERC to conduct a parallel review of SJREB protocols. 
For non-DOH hospital RECs, such as CSMC RERC, SJREB decision is recommendatory and CSMC RERC holds the option to accept or reject SJREB decision.
After SJREB approval, it is the responsibility of the CSMC RERC to address site specific issues.

2.H.4 Workflow
	STEP
	ACTIVITY
	RESPONSIBILITY
	TIMELINE

	1
	Receive study protocols qualified for SJREB review.
	Secretariat
	1working day

	2
	Receive request from SJREB for reviewers.
	Secretariat
	1working day

	3
	Coordinate with SJREB Secretariat regarding reviewers and CSMC RERC representative.
	Secretariat
	1 working day

	4
	Notify primary reviewers and or representative and request attendance at SJREB meeting.
	Secretariat
	1 working day

	5
	Conduct parallel study protocol review.
	RERC Members and Independent Consultant
	1 week

	6
	Submit letter of intent to join SJREB meeting.
	Secretariat
	1 working day

	7
	Attend and participate in SJREB review process.
	Primary reviewer/ Chair
	1 working day

	8
	Obtain Minutes and decision letter from SJREB.
	Secretariat
	1 working day

	9
	Discuss SJREB protocol during full board meeting.
	RERC Members
	1 working day

	10
	Communicate review decision to Principal Investigator
	Secretariat
	1 working day

	11
	Receive endorsement with SJREB approval of protocol. 
	Secretariat
	1 working day

	12
	Issues Certificate of Approval.
	RERC Chair
	1 working day

	13
	Keep copies of protocol and related documents. 
	Secretariat
	1 working day



2.H.5 Details of Procedures
Step 1- Receive study protocols qualified for SJREB review. Receive parallel submission of protocol documents and refer to SOP Chapter 2 Section 2.A Protocol Submission. 

Step 2- Receive request from SJREB for reviewers. SJREB may request primary reviewers informing the RERC Secretariat.

Step 3- Coordinate with SJREB Secretariat regarding reviewers and CSMC RERC representative. The RERC Secretariat coordinates with the SJREB Secretariat regarding the request for reviewers and representatives. Study protocols may also be assigned to an independent consultant if there are no available experts.

Step 4- Notify the primary reviewers and request attendance at SJREB meeting. The Vice Chair assigns primary reviewers to the study. The Secretariat notifies the assigned reviewers and forwards the complete protocol package. The reviewer is requested to attend the SJREB full board meeting. In the event that the reviewer cannot attend the meeting, the RERC Chair assigns a representative to present the reviewer’s assessment during the SJREB meeting.

Step 5- Conduct of parallel study protocol review. The primary reviewers review the study protocol and informed consent in accordance with the assessment points and elements detailed in the CSMC RERC and SREB Forms as applicable within 1 week.

Primary reviewers review site-specific issues, including details of recruitment and informed consent procedures at the site, preparations and consultations with local government units (LGUs) for community studies, and other aspects of implementing the protocol at the site. 

Step 6- CSMC RERC submits a letter to join the SJREB meeting. The secretariat sends a letter of intent for an RERC reviewer to attend SJREB meeting.

Step 7- Attend and participate in the SJREB review process. The primary reviewer or representative/Chair attends the SJREB meeting.
	
Step 8- Obtain Minutes and decision letter from SJREB. The RERC Secretariat obtains the decision letter and Minutes of the meeting from SJREB to be filed in the protocol folder and present at the RERC board meeting.

Step 9- Discuss the SJREB protocol during the full board meeting. The primary reviewers and RERC members deliberate the protocol and arrive at a decision.

Step 10- Communicate the decision of the review to the Principal Investigator. Secretariat communicates the decision of the review to the Principal Investigator using CSMC RERC Form 2G. 

Step 11- RERC secretariat receives endorsement with SJREB approval of protocol. Secretariat reminds PI to submit any updated documents complying with SJREB recommendations, including site-specific concerns raised by CSMC RERC.

Step 12- CSMC RERC issues a Certificate of Approval. The approval is given using CSMC RERC Form 2H.1 and signed by the RERC Chair.

Step 13- Keep copies of the protocol and related documents in the protocol folder including SJREB meeting Minutes. Secretariat keeps the protocol and all related documents in the protocol folder and update the RERC database.


2.I Clinical Trial Agreement (CTA)
2.I.1 Purpose 

	To describe the procedure in the signing of the Clinical Trial Agreement (CTA). A clinical trial agreement acts as the legal protection of the sponsor, the institution, and other individuals involved in the trial.

2.I.2 Scope 
	
	It is the tripartite contractual agreement between the Sponsor, the Investigator, and the Institution for 	clinical trials.
	
	CSMC RERC has no oversight functions over a legal agreement between the study sponsor and the 	institution. 

2.I.3 Responsibility 

	The CMO, representing Cardinal Santos Medical Center, signs the clinical trial agreement after review by the Medico-Legal Officer of CSMC.

2.I.4 Workflow
	STEP
	ACTIVITY
	RESPONSIBILITY
	TIMELINE

	1
	Receive draft copy of the clinical trial agreement (CTA).
	Secretariat
	1 working day

	2
	Send copy of CTA for review and approval by Medico-legal officer.
	Secretariat
	1 working day

	3
	Review and approve CTA.
	Medico-Legal Reviewer
	1-3 working days

	4
	Send approved CTA to CMO for final approval.
	Secretariat
	1 working day

	5
	Sign CTA and return to CSMC RERC.
	CMO
	1-3 working days

	6
	Release CTA to Principal Investigator or Sponsor. Keep copy of CTA and update database.
	Secretariat
	1 working day



2.I.5 Details of Procedures
Step 1-The Secretariat receives from the sponsor the draft copy of the Clinical Trial Agreement.
Step 2- The Secretariat sends a copy of the CTA to the CSMC Medico-Legal Officer for review and approval.
Step 3- The Medico-Legal Officer reviews and approves the CTA.
Step 4- The Secretariat sends the approved CTA to CMO for final approval and signature.
Step 5- The CMO signs the CTA.
Step 6- The Secretariat gives a copy of the approved CTA to the investigator or sponsor. It keeps a copy in the protocol folder and updates the database.
2.J Special Meeting
2.J.1 Purpose

		To describe the procedures for calling a special meeting.

2.J.2 Scope

		This SOP applies to the conduct of a special meeting.



2.J.3 Responsibility 

		It is the responsibility of the Secretariat to inform the RERC members of any special meeting called 		by the RERC Chair or CMO.

		It is the responsibility of the RERC members to attend the special meeting.

2.J.4 Workflow 
	STEP
	ACTIVITY
	RESPONSIBILITY
	TIMELINE

	1
	Prepare the documents for special meeting.
	Secretariat
	1 working day

	2
	Notify RERC members
	Secretariat
	1 working day

	3
	Conduct special meeting.
	RERC Chair or CMO
	1 working day

	4
	Keep copies of documents and update database.
	Secretariat
	1 working day


[bookmark: _GoBack]

2.J.5 Details of Procedures

Step 1- Preparation for conduct of special meeting.

The decision to call a meeting is based on the following criteria:
· Urgent issues (if delay will affect the welfare of the study participants or have impact on public benefit, national economics, etc.).
· Occurrence of unexpected serious adverse events at the site.
· Any serious violation of hospital policies, research ethics, or other related matters.

Step 2 – Notification of special meeting. The Secretariat informs the RERC members, including invited guests as applicable, about the special meeting.

Step 3- Conduct of special meeting.

Quorum is defined as the presence of at least five (5) RERC members, with one (1) scientific member, a non-scientific member, and a member not connected with CSMC.

Guests with expertise on the item to be discussed may be invited.

A special meeting may be conducted among the members through televideo conference.
The meeting is conducted in the same sequence as full board review with similar corresponding actions.
Step 4- Keep copies of documents and update database.
The secretariat files the documents in the appropriate folder and update database.
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