Tool Summary Sheet

	Tool:
	Site Initiation Visit Agenda Template

	Purpose:
	This template can be used as a starting point for planning a site initiation visit meeting.

	Audience/User:
	Clinical Investigators, site study coordinators, OCTOM, and CROMS

	Details:
	Site initiation visits occur prior to site activation for a specific protocol.  These visits have several goals:  to orient and train staff on the protocol and study related processes; to confirm readiness for study implementation; and to identify additional requirements that must be satisfied prior to site activation and subject recruitment.
This template provides a suggested list of items to be discussed during a site initiation visit.  Provided durations are estimates only.
Site initiation visits will be supported by the NIDCR as the study sponsor, in accordance with ICH guidelines.  

	Best Practice Recommendations:
	· Define who is responsible for customizing the agenda, leading the meeting, and ensuring that all relevant parties are informed of the meeting date and time commitment well in advance. This can/will be done in collaboration with NIDCR, OCTOM, and/or CROMS.
· Customize the list of topics, order of presentation, and duration of each discussion item to the specific needs and requirements of the study.  Include the name of each individual who will be the owner/presenter of each item.
· The order of agenda topics is a best practice recommendation. Irrespective of customization, it is recommended that protocol overview and MOP review remain together. It is also recommended that review of roles and responsibilities occur early in the meeting.

· In the template, the instructions and explanatory text are indicated by {blue italics} (CROMS_Instruction style).  Instructional text will also be enclosed in braces to signify this text for screen-readers used by the visually impaired.  

· Delete template-specific instructional text as well as this Tool Summary Sheet when customizing the agenda for the meeting.
· Text enclosed with <> is a placeholder for a specific detail (e.g., <protocol title>); replace as appropriate.

· The following pre-requisites should be completed prior to the site initiation visit:  protocol and consent have been reviewed and approved by any required Scientific Review, the DSMB, and the IRB; the case report form and data collection system have been finalized; the Manual of Procedures (or set of study specific Standard Operating Procedures have been prepared); and all necessary site staff have been identified. 


Tool Revision History:

	Version
	

	Number
	Date
	Summary of Revisions Made:

	1.0
	08DEC2010
	Approved version

	2.0
	29NOV2011
	Added text to best practices bullets, updated ICF to consent document, and included additional discussion topics

	
	
	

	
	
	


Site Initiation Visit Agenda
<Insert protocol title>

Protocol Number: <Insert protocol number>

Principal Investigator: <Insert PI name>

<Insert site location>

Meeting Date/Start Time: <Insert date and time>

Attendees:

	Affiliation
	Name
	Role or Title

	<(e.g., OCTOM, Clinical Site, CROMS)>
	
	

	
	
	

	
	
	


{This agenda assumes a two day visit of 9.0 working hours not including lunches or breaks.} 
	Topic
	Presenter
	Duration/Total Time in hours

	I. Welcome and Opening Comments

a. Statement of visit objectives

b. Review of agenda
	
	.25/.25

	II. Introductions/Roles and Responsibilities
a. Site

b. NIDCR/OCTOM

c. CROMS (Rho)

d. Communication Flow

{Consider using the Delegation of Responsibilities Log to guide some of the introductions.}
	
	.5/.75

	III. Investigator Responsibilities

a. Good Clinical Practice (GCP)

b. Records Retention 
	
	.5/1.25

	IV. Protocol Overview

a. Type of study

b. Study objectives

c. Enrollment goals

i. Recruitment Plans

d. Informed Consent Discussion 

e. Key inclusion/exclusion criteria

f. Study visit schedule/schedule of events

g. Study procedures
	
	1.0/2.25

	V. Manual of Procedures (or Discussion of SOPs and General Study Procedures, if no MOP exists)
a. Review/Patient “Walk Through”
b. Discussion of necessary updates
	
	1.5/3.75

	VI. Safety: Definitions, Collection, and Reporting
a. Adverse Events (AEs)

b. Serious AEs (SAEs)

c. Unanticipated Problems (UPs) 

d. Queries resulting from the above
	
	.5/4.25

	VII. Data Collection/Source Documentation

a. Paper or Electronic Data Capture (eDC) CRF discussion 

b. Source Documents

i. Definitions of

ii. Retention of

c. eDC/RAVE training (if applicable)

d. Query process 

i. Differences from Safety queries
	
	1.5/5.75

	VIII. Investigational Product (if applicable)
a. Description of Product

b. Review of Investigator Brochure (IB) or Package Insert  (if applicable)

c. Storage

d. Dosing Instructions

e. Dispensing
f. Documentation
g. Accountability

h. Return/Destruction Considerations
i. Unblinding Procedures (if applicable)
	
	.5/6.25

	IX. Specimen Processing

a. Collection

b. Storage

c. Shipping

d. Lab Tracking Training (if applicable) 
	
	.5/6.75

	X. Clinical Monitoring
a. Contacts

b. Responsibilities of

c. Frequency

d. Close out procedures
	
	1.0/7.75

	XI. Investigator Site File Review

Structure of the Regulatory Binder as well as Essential Documents to include:

a. 1572, 1571, Form 1195 (as applicable)

b. IRB approval documents: protocol, patient handouts, advertisements, consent document
c. Document updates
	
	.5/8.25

	XII. Tour of Facilities
	
	.5/8.75

	XIII. Closing/Review of Action Items
	
	.25/9.0
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