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PROCESS FLOWCHART 

FOR SINGLE INVESTIGATOR STUDIES

INITIAL APPROVAL

(IRB review of the Protocol, Informed Consent, Investigator’s Brochure, 
site information and investigator qualifications) 

	Receipt of  IntegReview’s Single Investigator Study Submission form 
	
	

	(
	
	

	Quality assurance performed
	
	

	(
	
	

	Data entry performed
	
	

	(
	
	

	Quality control performed on data entry
	
	

	(
	
	

	Investigator (site) receives notification of submission status/assignment to scheduled board meeting
	
	

	(
	
	

	Distribution to board members for pre-review 
(Primary Reviewer system used)
	
	

	(
	
	

	Convened IRB meeting
	
	

	(
	
	

	Board approval distributed to client within 2 days of board review 
	
	Unapproved or tabled documents 

	(
	
	(

	Investigator (site) receives (1) notification of IRB action and 

(2) information regarding IntegReview contact person
	
	Investigator (site) receives (1) notification of IRB action and (2) information regarding IntegReview contact person

	(
	
	(

	Investigator receives:

1. Action letter (detailed, reporting requirements)
2. PDF - Marked IC (indicating revisions)
3. PDF - Approved IC (w/ document control)
4. Membership Roster
5. IC Acceptance Form
6. MS Word IC (for the purpose of  submitting revisions)
	
	Investigator receives:

1. Action letter (detailed, reporting requirements)
2. Membership Roster

	(
	
	(

	Board action (approval packet) distributed electronically to investigator within 2 days of review via IntegReview’s internet web portal or e-mail
	
	Documents re-submitted and placed 

on next meeting agenda

	(
	
	(

	Investigator returns IC Acceptance Form

 to IntegReview (typically expedited review required) for 

accepted as approved by IRB OR

minor revisions requested
	
	Documents approved


NEW/REVISED STUDY-RELATED DOCUMENTS (FOLLOWING INITIAL IRB APPROVAL)

(All forms are available on our website at www.integreview.com)

All IntegReview forms are specifically designed to take the place of a formal cover letter.  A section on these forms will indicate IRB review, approval or acknowledgment of receipt.
Submit the following revision requests on IntegReview’s Investigational Site Revision Request Form:

1.  Change in study site address(s)
2.  Change in Principal Investigator

3.  Change in Sub-investigator(s)

4.  Other site revisions

Submit all other requests on the following IntegReview forms:
1.  Protocol and Informed Consent Request form

2.  Request for Review of Investigator Brochure/Package Insert 

3.  Request for Recruiting/Other Materials form

4.  Unanticipated Problem/Adverse Device Effects Request Form
5.  Request for IND Safety Report Acknowledgment Form

6.  Significant Deviation form

7.  Closure Notification form

8.  Translation Request form

(
	IRB review process (2 business day turn-around time)


	(

	Minor change(s)


	
	Significant change(s)

	(
	
	(

	Handled with expedited review process


	
	Handled with full board review process

	(
	
	(

	Board action distributed to Investigator (when one exists, these documents may be copied to the CRO upon request) electronically via IntegReview’s internet web board or e-mail within 2 business days of receipt of complete document submission.

	
	Board action distributed to Investigator (when one exists, these documents may be copied to the CRO upon request) electronically via IntegReview’s internet web board or e-mail within 2 business days of board review.
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