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Human Research Review Committee (HRRC)
Form B

Use Form B to: (1) request a continuing review, (2) request amendments or revisions to an HRRC-approved project, OR (3) report unanticipated problems, adverse events or complaints.  (NOTE:  Please complete and submit FORM C to report inquiries, comments and concerns from human research subjects, the community, and others.)  The sections that must be completed on this form for each intended purpose are noted below.  Please complete the appropriate sections and submit this Form B and all applicable attachments.

	Purpose
	Complete these sections

	 FORMCHECKBOX 

	Continuing review application
	Sections I, II (if appropriate), III (if appropriate), IV

	 FORMCHECKBOX 

	Request  to amend or revise an HRRC-approved research project
	Sections I,II, IV

	 FORMCHECKBOX 

	Report of unanticipated problem(s)/adverse event(s)/complaints
	Section I, III, IV


Section I:  To be completed by all

	Principal Investigator
	

	Email
	     

	Project Coordinator
	     

	Email
	     

	HRRC#
	     
	Type of Last HRRC Review
	     

	HRRC Approval Expiration Date
	     

	Project Title 
	     

	1.
	a.
	How many subjects (participants) have signed the consent form?


	     

	
	b.
	How many subjects did not meet screening criteria?


	     

	
	c.
	How many subjects have begun project procedures?


	     

	
	d.
	How many subjects have withdrawn?


	     

	e.

Do you plan to continue to enroll subjects?

 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No

f.

Do you plan to continue project interventions or project interactions with subjects?

 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No

g.

Have you added any investigators to your project since your last Continuing Review?

 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No

If yes, please attach Certificate(s) of Training in Human Subjects Protections and brief bio(s) for added investigator(s).



	2.
	If the project involves SURVEYS or INTERIEWS, how many subjects provided information?
	     

	

	3.
	If the project involves only ANALYSIS OF DATA, DOCUMENTS or SPECIMENS:
	

	
	a.
	How many subjects are contained in the data, documents or specimens?


	     


	
	b.
	How many subjects will be included in your project?


	     


Unanticipated Problem(s)/adverse event(s)
	4.
	Have there been any subject complaint(s); unanticipated problem(s); safety issue(s); or serious, unexpected adverse effect(s) or event(s) that are related or possibly related to your project not previously reported to the HRRC?
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	(An adverse effect or event is defined as “an unfavorable or unintended physical or psychological event, injury or other unanticipated problem that occurs to a subject associated with a research project” or “any unfavorable and unintended diagnosis symptom, sign, syndrome or disease which either occurs during the project, having been absent at baseline, or, if present at baseline, appears to worsen.”)


	
	

	
	If yes, explain here. Include location, date and time, and a brief narrative of each event, injury, problem or complaint along with the steps or actions taken to resolve the issue and to whom the event has been reported.

In addition, complete all of Section III.
     
	
	


Section II:  Request for amendments or revisions to an HRRC-approved research project

	If you are requesting HRRC review of proposed amendments/modifications/changes to a previously approved research project, please follow the procedures outlined below:



	5.
	SPECIFIC SUBMISSION REQUIREMENTS

	
	a.
	Signed Cover Letter

	
	
	This letter must contain the project number, title, name of Principal Investigator, and should specifically state that a modification is being requested.  The request should clearly explain what the modification is, why it is being requested, and any potential changes to the risks or benefits to the subject.



	
	b.
	Revised/amended Protocol

	
	
	The entire revised/amended protocol with all the revisions highlighted either by BOLDING OR printing the changes in UNDERLINED font.



	
	c.
	Revised/amended Consent Form(s)

	
	
	The revised consent form(s) should be clearly labeled as such and the revisions/amendments must be highlighted, either by BOLDING OR printing the changes in UNDERLINED font so all changes can be easily distinguished.  As all Consent Forms are stamped by HRRC once they have been approved, a clean copy with space in the upper right hand corner of all pages should be submitted.  All required elements of consent must be addressed in the revised/amended Consent Form(s).



	
	d.
	Addition of Minors

	
	
	The addition of minors to a protocol requires review by Full Committee.  This requires the addition of a parental consent, child’s assent, and a discussion of the risk-management procedures.



	
	e.
	Changes to advertisement(s)



	6.
	For further information and/or clarification regarding modification(s) of an application, please call

DiVette M. Brisco at (804) 840-0250. 


Section III:  Report of unanticipated problem(s)/adverse event(s)
	7.
	What was the subject’s involvement level after the event?

	
	 FORMCHECKBOX 

	Stopped research intervention /interaction
	 FORMCHECKBOX 

	Already completed research intervention/interaction

	
	 FORMCHECKBOX 

	Continued research intervention /interaction
	 FORMCHECKBOX 

	Subject  withdrew from further project

	
	 FORMCHECKBOX 

	Continued research intervention/interaction – follow-up only
	 FORMCHECKBOX 

	Investigator withdrew subject from project 

	
	
	
	
	

	8.
	Do your data suggest a change in the RISK ASSESSMENT that you estimated at time of initial or last Continuing Review?
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	If yes, explain.      

	
	
	
	

	8a.
	If yes to #8 above, in the judgment of the Principal Investigator, should the research project be revised?
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	If yes to #8a, you must submit a revised Application (Form A) to HRRC.


	
	

	8b.
	If yes to #8 above, in the judgment of the Principal Investigator, should new subjects, subjects who have completed the research, or currently enrolled subjects be notified of the event?
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	If yes to #8b, you must submit a revised Informed Consent document, Consent Addendum, and/or proposed Subject Notification.
	
	


	9.
	In the judgment of the Principal Investor, should the research project:

	
	 FORMCHECKBOX 

	Continue as planned; no changes needed to Application Form A and/or consent process.

	
	 FORMCHECKBOX 

	Continue with amendment/changes to Application Form A and/or consent process as noted above.

	
	 FORMCHECKBOX 

	Be suspended (stop new subject enrollment) until event is further assessed.

	
	 FORMCHECKBOX 

	Be terminated (stopped completely) and all subjects removed from the project.


Section IV:  Attachments
	If you are submitting any of the following documents with this Form B, check all that apply:



	 FORMCHECKBOX 

	Changes to the APPLICATION A FORM 1

	 FORMCHECKBOX 

	Changes to the INFORMED CONSENT/ASSENT document(s) 2   [Investigator-initiated changes] 

	 FORMCHECKBOX 

	ADVERTISEMENT or changes to advertisement(s) 3

	 FORMCHECKBOX 

	New APPLICATION (Form A) 



	 FORMCHECKBOX 

	New PRINCIPAL INVESTIGATOR Information 4 (Provide bio, Certificate of Training in Human Subjects Protection, and Statement of Compliance.)



	 FORMCHECKBOX 

	Other (please specify)      


	1
	In addition to the revised APPLICATION FORM A, submit red-line/strike-out version of the REVISED APPLICATION (FORM A) OR a SUMMARY OF THE CHANGES.  Also provide an explanation of why the changes are being made.  If unable to revise the APPLICATION FORM A, explain why the document cannot be revised.



	2
	In addition to the revised INFORMED CONSENT/ASSENT form(s), submit red-line/strike-out versions(s) of the INFORMED CONSENT/ASSENT forms(s).  Also provide an explanation of why the changes are being made.  



	3
	In addition to the revised ADVERTISEMENT, submit red-line/strike-out version(s) when changes are proposed.  



	4
	If requesting a change in the Principal Investigator, this Form B must be signed by the original Principal Investigator. 


	SIGNATURE OF PRINCIPAL INVESTIGATOR
	
	DATE OF SIGNATURE
	     


If the information required on this Form B is not provided or if required documents are missing or provided in an order other than noted above or if documents are not properly collated, your review may be delayed.  If your review is delayed past the deadline date noted in the Continuing Review Notice sent to you, your project may be administratively suspended and, ultimately, administratively closed. 

Send one (1) signed paper copy of this Form B, Application Form A, and all supporting documents to:




Human Research Review Committee




Policy and Planning Division

Department of Rehabilitative Services

8004 Franklin Farms Drive

Richmond, VA   23229

In addition, electronic copies of the forms and all supporting documents are required via email or some other electronic format, such as diskette, CD, etc.

If you have questions about the protection of human subjects, please contact:

Elizabeth E. Smith, Chair of the HRRC

or
DiVette M. Brisco, HRRC Administrator
(804) 662-7071









(804) 840-0250
Elizabeth.Smith@drs.virginia.gov
 


DiVette.Brisco@drs.virginia.gov
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