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6.1 OBJECTIVE/SCOPE/RESPONSIBILITIES

6.1.1 Objective

This SOP describes how the MMMC-RERC processes site visit monitoring.  This chapter describes the preparation, documentation, and committee action, communication of committee action to PI and filing of result of site visit.

 6.1.2. Scope 	

This SOP applies to the processes involved during site visit. 
6.1.3. Responsibilities 
It is the responsibility of the Administrative Staff to inform the PI of the scheduled site visit.  It is likewise the duty of the Administrative Staff to prepare, document, and communicate the committee action regarding the site monitoring and include it in the agenda for the next committee meeting. 
It is the responsibility of the RERC Chair to form a site visit team and issue a report for presentation in the RERC meeting.
It is the responsibility of the site visit team to make a report after the site visit using MMMC-RERC F-6-A: SITE VISIT REPORT FORM.











6.2 SITE MONITORING WORKFLOW

	ACTIVITY
	RESPONSIBLE PERSON

	 Select study sites to visit

	Chair, Member-Secretary and Members

	 Notify PI of date of “site visit”

	Chair and Administrative Staff

	 Creates Site Visit Team

	Chair 

	 Conducts Site Visit

	Site Visit Team

	 Presents findings during RERC  meeting

	Chair

	 Communicates results of Site Visit and subsequent RERC action to PI

	Administrative Staff

	 Manages Site Visit documents

	Administrative Staff



6.3 DETAILED INSTRUCTIONS 

6.3.1 Selection of Study Sites 

6.3.1.1 Study sites may be selected for Site Visits based on the following criteria: 

a. The nature of the study being conducted (i.e. high risk studies) 
b. Frequent non-submission or failure to submit continuing review 	requirements 
c. Reports of major protocol noncompliance 
d. Significant number of serious adverse events 
e. Reports of complaints from study participants 
f. Site visits may be conducted upon recommendation of the RERC

6.3.1.2 A decision for Site Visit is deliberated during a full board meeting of the RERC.

6.3.2 Notification to PI of the site visit date 

a. The Chair, through the Administrative Staff, informs the PI at least fifteen (15) days before the scheduled visit through a letter [MMMC-RERC F-6-C: NOTICE OF SITE VISIT TO THE PRINCIPAL INVESTIGATOR]. A copy of   MMMC-RERC F-6-A: SITE VISIT REPORT FORM is attached to this letter. 

b. The letter provides Site Visit schedule details and instructions on what the PI needs to prepare such as documents and files that will be used for the Site Visit, as well as orderly preparation of the site. 


6.3.3 Creation of a Site Visit Team 
 
a. A Site Visit Team is organized for each site visit. 

b. The members of this team are assigned by the Chair. 

c. The Site Visit Team should be composed of at least four (4) people: two (2) primary reviewers of the protocol, Chair/Vice-Chair, Member Secretary.

d. The Site Visit Team members are informed of their assignment through the issuance of MMMC-RERC F-6-B: NOTICE OF SITE VISIT. 

e. The Administrative Staff prepares a Study Visit Package for each member of the Site Visit Team, inclusive of the MMMC-RERC F-6-A: SITE VISIT REPORT FORM and a copy of the approved study protocol and related documents. 

f. The Site Visit Team prepares by reviewing the contents of the study file and the requirements of MMMC-RERC F-6-A: SITE VISIT REPORT FORM. 

6.3.4 Conduct of Site Visit 

a. Upon arrival in the study site, the Site Visit Team uses MMMC-RERC F-6-A: SITE    	VISIT REPORT FORM.				
b. Review the study protocol 
c. Review the informed consent documents and verify if the site is using the most recently approved version 
d. Ask the PI or staff to explain the informed consent process 
e. Review the post-approval documents and verify if the site is using the most recently approved version, or that these have been approved 
f. Verify security, privacy, and confidentiality of the documents at the study site 
g. Observe facilities in the study site 
h. Make an overall determination of the protection of the rights, safety, and welfare of human participants in the study 
i.  At the end of the visit, the Site Visit Team will: 
· Discuss the findings with the research team 
· Solicit feedback 


6.3.5 Presentation of findings at MMMC-RERC Meeting 

a. The Site Visit Team completes MMMC-RERC F-6-A: SITE VISIT REPORT FORM which should reflect the consensus opinion of the Site Visit Team members, and submits it to Administrative Staff not later than seven (7) calendar days after the Site Visit. 
b. [bookmark: _GoBack]The Administrative Staff logs the date of submission on the MMMC-RERC F-5-H: SUBMISSIONS LOG. 
c. The Administrative Staff places the Site Visit Report in the agenda of the next  meeting
d. During the meeting, the Administrative Staff distributes the completed                MMMC-RERC F-6-A: SITE VISIT REPORT FORM to RERC Members along with the meeting agenda.
e. The MMMC-RERC deliberates on the implications of results of the Site Visit on the rights, safety, and welfare of the study participants; and makes an overall determination of protocol compliance in the study site. 
6.3.6 Communication of results 

a. The PI is notified of the RERC action or recommendations through an action letter.
b. The MMMC-RERC decision will be sent to the Principal Investigator within fifteen (15) calendar days after the MMMC-RERC board meeting. 

c. The PI may be requested to provide additional information, submit additional documents, or implement corrective action. 



6.3.7 Site Visit files management 

a. The Primary Reviewers, RERC Member-Secretary, and Chair sign the MMMC-RERC F-6-A: SITE VISIT REPORT FORM. 

b. The Administrative Staff stores the Site Visit documents in the study protocol file folder. 















RELEVANT FORMS
MMMC-RERC F-6-A: SITE VISIT REPORT
MMMC-RERC F-6-B: NOTICE OF SITE VISIT 
MMMC-RERC F-6-C: NOTICE OF SITE VISIT TO THE PRINCIPAL 			INVESTIGATOR
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