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	Department of Pediatrics
	Date In
	

	Clinical Research Proposal Sign-off and request for scientific review Form
	Project ID :
	

	Use this form for Pediatrics Approval of Departmental Research and IRB Applications
	Proposal Db:
	

	Complete and deliver to Pediatric Clinical Research Office Room 4-7219
	RSRB Num:
	

	For assistance completing this form see attached  instructions or contact the PCRO x55204
	E-IRB Date:
	


THIS VERSION OF SIGN-OFF FORM IS DESIGNED TO BE COMPLETED BY HAND. A VERSION (PRCOSignoff-Rev_Formelectronic) FOR ELCTRONIC COMPLETION AND SUBMISSION IS ALSO AVAILABLE
SEE INSTRUCTIONS ON PAGE 4-5 TO COMPLETE FORM

SECTION I:     PROPOSAL TYPE  
Completed by Principal Investigator
 FORMCHECKBOX 
 Departmental Research 
 FORMCHECKBOX 
 Funded Project IRB   
 FORMCHECKBOX 
 IRB 5-Year Renewal
      FORMCHECKBOX 
 Other (explain)   __________________________________

   Enter award data











 
	Sponsor :
	
	Award ID:
	


Enter Account Number(s) Supporting Costs:   UR Account #: _     _____________________________
SECTION II:     PROPOSAL INFORMATION  
Completed by Principal Investigator
PI:      _________________

Division:  _____________________


Date:  ____ __________
Box:   ________



Phone:  ___________

Fax:   __________



Email: _______________________________

Project

Title:
______________________________________________________________________________________________

                   ______________________________________________________________________________________________
Research Category:    FORMCHECKBOX 
 Basic Research   Clinical Research:   FORMCHECKBOX 
 Clinical Trial    FORMCHECKBOX 
 Observation    FORMCHECKBOX 
 Epidemiology    FORMCHECKBOX 
 Outcomes   FORMCHECKBOX 
 Health Services
Resource Review: (not required for IRB applications under funded single study sponsored research approved previously by the department)
Space requirements:
If new is space required (e.g. office, laboratory, clinical, other) please describe 







 FORMCHECKBOX 
 NA
Location:   FORMCHECKBOX 
 MRB/MRBX    FORMCHECKBOX 
 Department    Type:   FORMCHECKBOX 
 Office     FORMCHECKBOX 
 Lab Wet/Dry     FORMCHECKBOX 
 Inpatient     FORMCHECKBOX 
 Outpatient      FORMCHECKBOX 
 Other ___________
Personnel:
 FORMCHECKBOX 
 New Staff       FORMCHECKBOX 
 Existing Staff          Expected PI Effort   ______%
if new staff or unique requirements describe:  _____________
                      _____________________________________________________                                                  __________________________
Use of Resources from other departments or divisions (e.g., personnel, Biostatistics, Vivarium, patients, equipment)


  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, complete Section V on page 2 of this form.  

Signatures:  Division Chief Signature is required for Departmental Research Proposals, New and 5-Year Renewal IRB Applications.  If proposal is a   funded Sponsored Project, a copy of the ORPA form, signed previously by Division Chief and the Chair of Pediatrics may be attached to this form for evidence of signature.  Division Chief Signature indicates approval of the scientific plan and the use of division resources.
	
	
	
	
	
	
	

	Principal Investigator
	
	Date
	
	Division Chief
	
	Date


SECTION III:
SCIENTIFIC REVIEW CERTIFICATION
IRB Proposals

PI: Please EITHER attach evidence of Scientific Review (see instructions for acceptable forms of review) OR complete Section VII
Administrative Use Only

Date Scientific Review Approval:
____________  








 FORMCHECKBOX 
 NA
 FORMCHECKBOX 
 Division Committee     FORMCHECKBOX 
 Sponsor Peer Review     FORMCHECKBOX 
 URCC CTO Review    FORMCHECKBOX 
 CRC Review     FORMCHECKBOX 
 Other (name) ______________
 FORMCHECKBOX 
 PCRO Scientific Review Committee     FORMCHECKBOX 
 PCRO Administrative Review     FORMCHECKBOX 
 Thesis Committee (required for Graduate student projects)



IRB Type: 
 FORMCHECKBOX 
 Regular Review     FORMCHECKBOX 
 Exemption Request 

FDA IND/IDE # (if applicable) _________________  
notes: _________________________________________________________________________________________________________________
          _________________________________________________________________________________________________________________
SECTION IV:     DEPARTMENTAL SIGN-OFF 
Administrative Use Only
administrative notes:
 FORMCHECKBOX 
 ORPA 
  FORMCHECKBOX 
 IRB

Project Period Begin: _____________
End: _______________
other notes: ____________________________________________________________________________________________________________
Pediatric Department Approvals: 

	
	
	
	
	
	
	

	Administrator
	
	Date
	
	Chair of Pediatrics/Chair Designee
	
	Date


SECTION V:
DEPARTMENTAL RESEARCH – Collaborator Resources 
Completed By Principal Investigator 
IF NA, GO TO SECTION VI.

Signatures by Heads of Collaborating Units:
Obtain Signature where resources of another unit will be involved in the project 


  FORMCHECKBOX 
 NA

	
	
	
	
	
	
	

	Unit
	
	Signature  &  Date
	
	Unit
	
	Signature  &  Date

	
	
	
	
	
	
	

	Unit
	
	Signature  &  Date
	
	Unit
	
	Signature  &  Date


notes:
Identify resources and personnel by department or division and arrangements agreed with applicable unit chiefs. If proposal is a funded Sponsored Project, a copy of the ORPA form, signed previously by Division Chief and the Chair of Pediatrics may be attached to this form for evidence of signature.
_________________________________________________________________________________________________________________________
_________________________________________________________________________________________________________________________
Are you planning to register your study with Clinical Trials.Gov?               FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No
SECTION VI:     DEPARTMENTAL RESEARCH CERTIFICATION

Completed By Principal Investigator If Departmental Research
IF NOT DEPARTMENTAL RESEARCH, SKIP THIS SECTION.
Signature of the Principal Investigator certifies the following is accurate and true:







1. Do you believe the research involves ideas, processes, principles, or technology that could be patented or commercialized?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 
2. Do you or any of the co-investigators have consulting arrangements, line management responsibilities, or equity holdings with the developer, manufacturer, or other entity associated with any drug, device, or other product studied under this research?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
3. The work performed for this project is investigator initiated Intramural Research and not funded or supported in any manner by any entity outside of the University of Rochester.  

4. The data collected under this study will remain under the direct control of the Principal Investigator and will not be delivered or provided to any entity outside of the University of Rochester.  [Data sharing within URMC is allowed]  
5. The PI and Co-Investigators have submitted an annual disclosure of conflict of interest to the department chair. 

6. Discretionary funds are supporting the costs of this project.  Restricted funds will not be used to support any costs of this project.  

[Account(s) supporting project costs are identified in Section I of this form] 
















Principal Investigator





Date
SECTION VII:     REQUEST FOR SCIENTIFIC REVIEW

Completed By Principal Investigator If Departmental Research
Are you requesting PCRO Scientific Review?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If YES, please complete Request for Review by Pediatric Scientific Review Committee, Sections VII B, C, D, E (next page).
Section VII-A (PCRO administrative use)
	SCI ID:  
	     
	
	Assign To:  
	     
	     

	
	
	
	Date:  
	     
	     


SECTION VII:     REQUEST FOR SCIENTIFIC REVIEW (continued)

Completed By Principal Investigator If Departmental Research
Section VII- B. Principal Investigator or Study Coordinator to Complete
	Request for Review by Pediatric Scientific Review Committee

Please obtain concurrence of your Division Chief before submitting request


	PI:  
	Study Sponsor:  

	STUDY TITLE: 

	Enter date if PI presenting this study to the Pediatric Clinical Research Working Group                                  FORMCHECKBOX 
 NA


Section VII- C. Principal Investigator or Study Coordinator to Complete

	ABSTRACT of PROTOCOL

Concise description of specific aims, research design and methods

	


Section VII- D. Principal Investigator or Study Coordinator to Complete
	To assist with reviewer assignment, please identify the most appropriate reviewer background (optional)

	


Section VII- E. Principal Investigator or Study Coordinator to Complete
	Scientific Review Checklist

	 FORMCHECKBOX 

	Request for Scientific Review Cover Sheet (this form)

	 FORMCHECKBOX 

	Proposal Documents


	· The scientific proposal

· PI curriculum vitae (NIH Biographical Sketch is preferred)

	 FORMCHECKBOX 

	Copies of grant proposal and any relevant internal or external reviews, if available (optional)

	 FORMCHECKBOX 

	Submit documents to PCRO Operations. Electronic format is preferred. Email: nicholas_ferraio@urmc.rochester.edu 

Or, Deliver 1 set of copies to Pediatric Research Administration 4-7218, and 1 set of copies to PCRO 4-7219


[Please allow a maximum of 20 business days for completion of initial review assignments and communications]
REMINDERS:

· Use this form is to initiate administrative review and obtain departmental approval of intramural research projects and IRB applications.  

· Evidence of Scientific Review is required for Pediatric approval of clinical research proposals submitted to the IRB.  Instructions for obtaining scientific review is available at \\Nt005\peds_shr\Public File Exchange Folder\ClinicalResearch Office\Scientific Review\Instructions Scientific Review.doc.  If requesting review by the Pediatric Scientific Review Committee allow a maximum of 20 business days for initial review.
· As a condition of consideration for manuscript publication, the ICMJE requires registration of clinical trials in a public registry before enrolling subjects in the study.  The registration site for studies under the University of Rochester is clinicaltrials.gov.  To obtain a user ID, email pcroadmin@urmc.rochester.edu.  Additional information for Pediatric investigators is available at \\Nt005\peds_shr\Public File Exchange Folder\Clinical Research Office\Study Registration Information. 
· The Pediatric Clinical Research Working Group (PCRWG) is a forum in which investigators receive feedback from colleagues on research concepts, protocols, study findings, etc.  To learn more about the PCRWG or to schedule a presentation contact Carl D’Angio, MD or Jason Roy, PhD.  
· Allow adequate lead time for Institutional Review of Investigator-Initiated Sponsored Clinical Trial Agreements:   Institutional_Review.pdf
· It is URMC policy that the Principal Investigator or any of the involved researchers who have consulting arrangements, line management, or board responsibilities, patent and/or equity holdings with the study sponsor report said activities using URMC Conflict Disclosure Form for Clinical Studies before the commencement of the clinical trial for which the Investigators are currently involved.  
· IRB approval is required for all clinical research involving human subjects, including requests for IRB exemption (under 45CFR 46.101(b).  Information about IRB review is available at www.urmc.rochester.edu/rsrb .  Allow minimum of 4 weeks for initial review.
Definitions: 

· Research:  Activities of inquiry to answer general scientific questions and add to a body of knowledge. 

· Clinical Research: (NIH Panel, 1997) Clinical Research is defined as (a) Patient-oriented research is research conducted with human subjects, or on material of human origin such as tissues, specimens, and cognitive phenomena, for which interaction occurs directly with human subjects (includes mechanisms of human disease, therapeutic interventions, clinical trials, development of new technologies); (b) Epidemiologic & behavioral studies; (c) Outcomes research & health services research.  

· Departmental Research:  Intramural projects not funded or supported by sources external to the University.  Resource & financial accountability (i.e. costs, budget, staffing, other) must be established and approved by the unit chief and the department before commencing any Departmental Research (DR) activities in Pediatrics.  Projects with In-Kind support are governed as sponsored research.   
· Sponsored Research or Project:  Sponsored programs include any awards, funding, or other sources of support from entities outside of the University of Rochester that require the fulfillment of certain terms, conditions, commitments, or deliverables.  Further information for submitting sponsored projects proposals is available at the Office of Research and Project Administration http://www.rochester.edu/orpa .
· NIH-funded investigators are encouraged to make their peer reviewed final manuscripts available at the NIH National Library of Medicine’s PubMed Central.  Submission to PubMed is accommodated through the NIH Manuscript Submission System http://www.nihms.nih.gov/ .  For assistance contact URMC Miner Library http://eg.miner.rochester.edu/ip/ipnew.cgi  
instructions for Completing Clinical Research Proposal Review & Sign-Off
Acceptable Methods of Peer Scientific Review
	· Certified Pediatric Division Review Committee
· Review by an internal university group e.g. Clinical Research Center (CRC), Cancer Center (URCC / CTO), Perinatal Review Committee
· External peer review by a federal scientific body (e.g. NIH) (NOTE: FDA IND is not in itself sufficient evidence of review)
	· Review by a NIH funded collaborative study Group (e.g. COG, ACTG)
· Foundation grant review (check with PCRO for which foundation reviews are considered sufficient)
· Review by PCRO Scientific Review Committee

· Thesis / Dissertation Committee Review 


Acceptable Evidence of Peer Scientific Review
	· Letter of approval from an internal university review group (e.g. CRC, URCC, Perinatal ResearchCommittee)
· Letter of approval from divisional review group

· Letter of approval by PCRO Scientific Review
· Notification of funding by intramural grant program

· Letter of approval from Thesis/Dissertation Committee   
	· Notification of approval for funding by a federal sponsor (e.g. NIH Just-In-Time notification)

· Notification of study approval by NIH funded collaborative study group (e.g. COG, ACTG)




Scientific reviews by other external entities are subject to evaluation by the PCRO Director for suitability.  

IRB Application Matrix
	Research Sponsor 
	Copies
	Scientific Review
	Proposal Sign-off

	Departmental Research
	Original plus
1 Copy
	Attach evidence of Scientific Review or complete Section VII
	Attach completed Clinical Research Proposal Sign-off to proposal packet and deliver to PCRO for resource review and departmental signature.

	NIH
	Original 
	Attach notification of funding (Just in Time) 
	Follow instructions of the funding agency for the timing of IRB Review.  Attach completed Clinical Research Proposal Sign-off to proposal packet and deliver to PCRO for departmental signature.     

	Other Federal Sponsors

(e.g. CDC, FDA)
	Original 
	Attach evidence of Scientific Review
	Follow instructions of the funding agency for the timing of IRB Review.  Attach completed Clinical Research Proposal Sign-off to proposal packet and deliver to PCRO for departmental signature.     

	Funded Program Projects (e.g. COG)
	Original plus 
1 copy 
	Attach evidence of Scientific Review
	Attach completed Clinical Research Proposal Sign-off to proposal packet and deliver to PCRO for resource review and departmental signature.

	All Other Sponsored Research
	Original
	Attach evidence of Scientific Review or complete Section VII
	Attach completed Clinical Research Proposal Sign-off to proposal packet and deliver to PCRO for resource review and departmental signature.

	All Sponsors – Request for Study Exemption
	Original
	PCRO ad hoc review with option for special review if necessary
	Attach completed Clinical Research Proposal Sign-off to proposal packet and deliver to PCRO for resource review and departmental signature.


All RSRB applications must be submitted through the eIRB electronic system.  However, evidence of Scientific Review is required in order for Pediatrics to release the application for RSRB review.  (WIRB applications are still completed and submitted on paper.)
Biostatistician Resources:  
Biostatistician consultation & services are available to assist with research design, methodology, and statistical analysis.  Contact the PCRO Office x55204 for assistance.  
General Clinical Research Center (GCRC):  
The GCRC is a state of the art inpatient/outpatient clinical facility funded by the NIH to support clinical research of Principal Investigators at the University of Rochester.  GCRC resources include nursing, nutrition services, core laboratories (e.g. HPLC, RIA, DEXA), environmental chamber, GC-Mass spectroscopy, and informatics/database development.  The GCRC supports NIH funded studies primarily, but will also provide support to investigators funded by other sources.  We recommend investigators consider using the GCRC resources.  Further information is available at the GCRC web site  www.urmc.rochester.edu/medicine/gcrc.  Tel:  x56408.

Research Involving Animal Resources:
[Allow a minimum of 60 days for completion of UCAR review]
The University Committee on Animal Resources (UCAR) requires peer scientific review of the protocol.  Additional information is available at the UCAR web site http://www.urmc.rochester.edu/ucar/grantsub.htm   Tel: x51693. 

For UCAR Applications for Sponsored Research, follow the instructions of the funding agency for the timing of Animal Use Protocol Review.  

Proposal Sign-Off Instructions
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