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DEPARTMENT OF PEDIATRICS
PCRO Clinical Research Proposal Sign-Off,
Request for Scientific Review, Video Approval, 5-Year Renewal Forms
The PCRO Sign-Off Form is required to be completed for all clinical studies in which the Principal Investigator has a primary appointment in the Department of Pediatrics.

The PCRO Sign-Off Form is comprised of 4 Forms: (Note: Not all of the forms may need to be completed. See 1-4 below).
1. PCRO Sign-Off Form- Required submission to the PCRO.

2. Request for Scientific Review: (Page 8). Along with submission of the PCRO

Sign-Off Form, if your study has not had an acceptable method of

scientific review, a request can be made to the PCRO for PCRO

Scientific Review.

3. 5-Year Renewal Form: (Page 13). All 5-Year Study Renewals are considered by the RSRB and the PCRO as a new study. Completion of the PCRO Sign-Off Form and the 5-Year Renewal Form are required. If the study has had either a scientific review within the past year, or the science of the study has not changed, a scientific review is not required, However, the 5-Year Renewal Form must still be submitted to the PCRO.
4. PCRO Video Approval Form (Page 14). This form is required for all content and/or video relating to clinical trials and/or other research studies. This video content must be approved by the Pediatric Clinical Research Office before the content is added to the world wide web or intranet.

Questions should be directed to  Nicholas Ferraio, Director Operations  & Regulatory Affairs, PCRO, at 273-1735 or  nicholas_ferraio@urmc.rochester.edu
                                                                                                                                        COMMENTS

PCRO Sign-Off Form

Brief Study Title: 
RSRB#            
Will the study be conducted within the Department of Pediatrics

that :

1. Enrolls only children age <18 years old or,
2. Enrolls adult(s) and children and included children <13 years old
 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
  No 

Will the study have a Co-Principal Investigator?     
 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
  No 


If  “Yes”, is the Co-Principal Investigator:

 FORMCHECKBOX 
 Within your unit  
 FORMCHECKBOX 
 Within another Unit/Division in Pediatrics

 FORMCHECKBOX 
 Unit/Division      
 FORMCHECKBOX 
 Outside the Department of Pediatrics:  


 FORMCHECKBOX 
 Department 
Research Category: 
 Clinical Research:  

 FORMCHECKBOX 
   Clinical Trial  

 FORMCHECKBOX 
   Observation   

 FORMCHECKBOX 
   Epidemiology   

 FORMCHECKBOX 
   Outcomes  

 FORMCHECKBOX 
   Health Services

 FORMCHECKBOX 
   Other 
Resources:

Enter Account Number(s) Supporting Costs (if known): 


UR Account#:                                                                                       
                                                                                                                                        COMMENTS

Are Departmental funds being requested to meet an

 Patient care costs include, drugs
on-going patient care cost/need for this study?                                      or devices, hospital costs or
                                                                                                                    outpatient visits.
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
  No                                                                                                         Answer “Yes” if costs will
                                                                                                                    initially be covered by a 
                                                                                                                    sponsor, but need for product

                                                                                                                    or service will continue/

                                                                                                                    extend after funding ceases.

Space Requirements:                                                                            
Is new space required for this study (e.g., office, laboratory,              If space is required, contact
clinical, other)?       
MaryEllen Capezzuto @ x51838 
    or at MaryEllen_capezzuto@urmc.
                                                                                                                    rochester.edu
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No  

If “Yes”, LOCATION of  where space is required:

 FORMCHECKBOX 
   Hospital

 FORMCHECKBOX 
   MRB/MRBX

 FORMCHECKBOX 
   Department of Pediatrics

 FORMCHECKBOX 
   Other. (specify)  
If “Yes”, TYPE of space required:

 FORMCHECKBOX 
   Office

 FORMCHECKBOX 
   Lab Wet/Dry

 FORMCHECKBOX 
   Inpatient

 FORMCHECKBOX 
   Outpatient

 FORMCHECKBOX 
   Other (specify)       
Personnel Needs (if any):
Will the study require/use new or existing staff?

 FORMCHECKBOX 
 Yes  

 FORMCHECKBOX 
 New Staff

                           Describe      
 FORMCHECKBOX 
 Existing staff
 FORMCHECKBOX 
 No
                                                                                                                               COMMENTS
Do you require Pediatric Biostatistical Support?


Biostatistical support is available
                                                                                                                    to assist with research design,
                                                                                                                    methodology, and statistical

  FORMCHECKBOX 
 Yes                                                                                                       analysis.

  FORMCHECKBOX 
  No                                                                                                       Contact Nicholas Ferraio,
                                                                                                                   273-1735, Room 4-7129  or, email                                                                                                           

                                                                                                                   Nicholas_ferraio@urmc.rochester.edu                                                      

Investigator Time and Effort




Please identify the expected
                                                                                                                    percent effort expended by the  

                                                                                                                   PI for this study

 FORMCHECKBOX 
 Yes  
      Expected PI % Effort       
 FORMCHECKBOX 
  No                                                         
Investigators Division Chief is Aware and Approves

Division Chief signature is
of study?                                                                                                   required for all studies to     

                                                                                                                   be approved by the Department
 FORMCHECKBOX 
 Yes                                                                                                       of Pediatrics. A separate
 FORMCHECKBOX 
  No                                                                                                        Signature Sheet will be sent by
                                                                                                                   the PCRO to the PI to obtain

                                                                                                                   signatures.
Will Resources from Other Units, Departments or Divisions
Please list/identify resources
be Used (e.g., Personnel, Biostatistics, Vivarium,


to be utilized from other units
Equipment)?





              within Pediatrics or, from
                                                                                                                   other departments outside of

                                                                                                                   Pediatrics.
 FORMCHECKBOX 
 Yes        
                If “Yes”, please specify:


 
 FORMCHECKBOX 
  No                      
If “Yes,” List other Departments/Divisions:   (Specify Divisions)                                                                   
1.                
       Unit or Department Chief  is

                             Unit Chief  signature from
              aware and approves of study? 


          
collaborating Departments/

                                                                                                                   Divisions are required for
 FORMCHECKBOX 
 Yes



                              all studies to be approved by
                 
 FORMCHECKBOX 
  No                                                                            the Department of Pediatrics.  
                                                                                                                   A separate Sign-Off Sheet will be
                                                                                                                   sent by the PCRO to the PI to                 
                                                                                                                   obtain signatures.    
                                                                                                                                        COMMENTS

2.              
      Unit or Department Chief  is             

             aware and approves of study?         
            

 FORMCHECKBOX 
 Yes                                               

            

 FORMCHECKBOX 
  No                                             .                                              
 3.                  
       Unit or Department Chief  is    

              aware and approves of study?          
              

 FORMCHECKBOX 
 Yes                                                   

                              FORMCHECKBOX 
  No                  
Clinical Trials.Gov:

Do you plan to register your study with                                        Clinical Studies before commencing the

ClinicalTrials.Gov?                                                                          clinical trial for which the investigators
                                                                                                           are currently responsible.

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No                                                            


       As a condition 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.  Additional

                                                                                                            information for Pediatric

                                                                                                           Investigator’s are available at:

                                                                                                           \\www.urmc.rochester.edu/
                                                                                                           Pediatrics/research/PCRO

                                                                                                           Click on “Resources”, click on

                                                                                                           “Clinical Trials.Gov”.
URMC Health Research  Website:   (Was URMC Clinical Trials)
The URMC Clinical Trials Website allows potential subjects to search for open trials. The PCRO will use this information to list your trial for you if you wish.

The PCRO will list your study on the URMC                    

Health Research website unless you check “NA.” 



     

Does your study enroll subjects. If “YES” continue, if “NO” skip this section.

             FORMCHECKBOX 
 Yes

             FORMCHECKBOX 
  No

                                                                                                                             COMMENTS
 FORMCHECKBOX 
 NA I do not wish to have this study listed on the URMC 
     If “NA” skip to next section
            Site.


  1.  Research Question
                                                               What questions are you trying to answer 
                                                                                                          with this trial. Provide in terms a trial 

                                                                                                          participant would understand

        FORMCHECKBOX 
 Yes  Use  my Clinical Trials.gov “Purpose” or,
· Add study purpose
           
  2. Study Description                                                                   Provide a brief description on the stud in 

                                                                                                        lay terms.
 FORMCHECKBOX 
   Use my Clinical Trials.gov “Detailed Description”  or,
· Add study description

            
3. Does the study accept Healthy volunteers

             FORMCHECKBOX 
 Yes

             FORMCHECKBOX 
  No

4. Number of study visits

     
5. Study Start Date

      
6. Study End Date

     
7. Subject Reimbursement?                                                      Is subject paid a stipend for participation?                                                    
             FORMCHECKBOX 
 Yes

             FORMCHECKBOX 
  No

                                                                                                                             COMMENTS
8. Is parking provided?                                                             Parking paid for study visits?                                                                           

             FORMCHECKBOX 
 Yes

             FORMCHECKBOX 
  No

9.  Do you wish to post any study-specific pre-screen              If you answer “YES”, PCRO  staff will 
 Questionnaires?                                                                      contact you to arrange to upload pre-
                                                                                                  screening surveys.
             FORMCHECKBOX 
 Yes

             FORMCHECKBOX 
  No

10.  Study Contact’s Name:
     
11.  Study Location:

     
12. Study Phone Number
     
13. Transport Supported?
             FORMCHECKBOX 
 Yes

             FORMCHECKBOX 
  No

             FORMCHECKBOX 
 Depending on Need
Scientific Review:
Has this Study undergone Scientific Review?                                                                                                                                                                                                                                                                                                       

                                                                                                                  Evidence of Scientific Review is

                                                                                                                  required for Pediatric approval of

  FORMCHECKBOX 
  Yes  (Please specify below in “Acceptable Methods”)                   clinical research proposals
  FORMCHECKBOX 
  No . (Go to “Request For Scientific Review Section”)                 submitted to the IRB. 

                                                                                                                  Co-submission to the GCRC at

                                                                                                                  time of this application is also

                                                                                                                  an acceptable form of review. 

                                                                                                                             COMMENTS
Acceptable Methods of Peer Scientific Review
 FORMCHECKBOX 
   Certified Pediatric Division Review Committee

 As evidence of Scientific Review,      FORMCHECKBOX 
   Foundation Grant Review                                                   
the Principal Investigator is
 FORMCHECKBOX 
   Thesis/Dissertation Committee Review                               required to either upload their                FORMCHECKBOX 
   Review by an internal University group                              letter of approval, email, or
                       (e.g., GCRC, Cancer Center (URCC/ CTO),                     forward a copy of the approval to
                         Perinatal Review Committee)

              to Nicholas Ferraio, Box 777, 

 FORMCHECKBOX 
   External peer review by a federal scientific                        Rm. 4-7129.
        body (e.g., NIH)                                                                 Nicholas_ferraio@urmc.rochester.edu 

               FORMCHECKBOX 
   Review by a NIH funded collaborative study

                      Group (e.g., COG, ACTG)                                                  Note: For foundation grant review,

               FORMCHECKBOX 
   PCRO Administrative Review or PCRO                             check with the PCRO for which

                      Scientific Review Committee                                              foundation reviews are considered 

                FORMCHECKBOX 
   Other                                                                                    sufficient.

                       If “Other” specify:      
Acceptable Evidence of Peer Scientific Review
-- Letter of Approval from an internal university 




    review group (e.g., CRC, URCC, Perinatal Research Committee)                                                                    
-- Letter of approval from a divisional review Group                                                                                              

-- Letter of approval by PCRO Scientific Review                            

-- Notification of funding by intramural grant program
-- Letter of approval from a Thesis/Dissertation Committee
-- Notification of approval for funding by a federal Sponsor 
    (e.g., NIH Just-In-Time notification) 

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

If NOT requesting PCRO Scientific Review, Please SKIP to “Investigator Certification” Section (page 7) .
Request for Scientific Review

If your study has not already been scientifically reviewed,

For PCRO Scientific Review, 
are you requesting PCRO Scientific Review?


Submit/up-load  a copy of your CV
                                                                                                                   with this Form , or submit paper

                                                                                                                   copy to Nicholas Ferraio, Box 777,
                                                                                                                   Room 4-712. Email                                                                                                            

       FORMCHECKBOX 
 Yes                                                                                                 Nicholas_ferraio@urmc.rochester.edu                                                      

       FORMCHECKBOX 
  No  WARNING.  If Checking “No”,                                          
If requesting review by the 
                    this proposal will not receive                                                Pediatric Scientific Review    

                    Departmental sign-off until evidence of                               Committee, allow a maximum of 10
                    review has been submitted.         

              business days for initial review.
                                                                                                                                  COMMENTS
____________________________________________________________________________________________________
This box for  PCRO Administrative use ONLY:

	SCI ID:  
	     
	
	Assign To:  
	     
	     

	
	
	
	Date:  
	     
	     


___________________________________________________________________________________________________

Data Safety Monitoring Plan or Data Safety Monitoring Board/Committee:

The PCRO requires that a DSMP or DSMB be developed             A DSMB is a group of individuals
for ALL studies that are greater than minimal risk prior to          with clinical expertise in the areas, 
RSRB sign-off, unless DSMP/DSMB is required as part of the     disease state, drugs utilized and/or
RSRB or CRC Application.                                                                treatment(s) being studies in a

                                                                                                               controlled clinical trial. The DSMB

1. Is this study greater than minimal risk?                                      plays an essential role in protecting

                                                                                                               the safety of subjects and assuring 

 FORMCHECKBOX 
 Yes                                                                                                     integrity of the study. It is an
 FORMCHECKBOX 
  No       If “NO” skip this section and go to                                     Independent Review Board.

                  “Investigator Certification” Section.         
                                                                                       A DSMP, the  Principal Investigator 

2. Will your study use the CRC?                                                       develops a plan to monitor and nsure
                                                                                       the safety of research subjects, the

  FORMCHECKBOX 
 Yes        If “YES,” skip this section and                                   protection of PHI (if collected), their
                     complete appropriate section in RSRB                            data, and the reporting of AE and  

                     Application.                                                                      SAE’s.

  FORMCHECKBOX 
  No                                                                                                                                                         
                                                                                                              See SOG 605 on Peds_Publicfiles

                    NOTE: The CRC requires that a DSMP                          on ‘Nt Sdrive01(S:) Clinical Research,

                    be established if using their facility                                 SOP, OP605 DSMB Guidelines
3.Has a DSMP/DSMB been created for your study?

       FORMCHECKBOX 
 Yes     

       FORMCHECKBOX 
 No      if “No,” when will this be created? _____________                                                                                                                                                                                 

4.Do you require assistance with the DSMP/DSMB
   Development?

      FORMCHECKBOX 
 Yes                                                                                              If “YES,”  contact Nicholas Ferraio,

      FORMCHECKBOX 
  No                                                                                              Box 777 Room 4-7219. Email:

                                                                                                              Nicholas_ferraio@urmc.rochester.edu                                             

                                                                                                               NOTE: CRC also has services 

                                                                                                               available to assist in development.
                                                                                                                             COMMENTS
DSMP/DSMB Submission.



         Please submit your DSMP or DSMB
                                                                                                              Plan/documentation via separate 

                                                                                                              Email to: Nicholas_ferraio@urmc
                                                                                                              .rochester.edu unless included in the
                                                                                                              RSRB Application                                                                                                            
Investigator Certification:
I certify: 
1.  If being submitted as RSRB Exempt, Principal


According to the University of
     Investigator is a employee of the University of Rochester              Rochester Principal Investigator
                                                                                                                   Eligibility Policy, a PI is the

      FORMCHECKBOX 
   Faculty Member                                                                            individual who has full and 
      FORMCHECKBOX 
   Student/Trainee                                                                             final responsibility for the  
      FORMCHECKBOX 
   Staff                                                                                               conduct of the study.
                                                                                                                      According to the University of

2.  If being submitted as RSRB Non-Exempt, the                                 Rochester Principal Investigator
     Principal Investigator is a Faculty Member                                     Eligibility Policy, a PI is the
     at the University of Rochester.                                                           Individual who has full and
                                                                                                                    final responsibility for the

     FORMCHECKBOX 
 Yes                                                                                                    conduct of the study. 

     FORMCHECKBOX 
  No                                                                                             
For non-exempt research, the

                                                                                                                   PI must hold full-time

                          





              positions. Part-time
                                                                                                                   clinical faculty in the

                                                                                                                   School of Medicine and

                                                                                                                   Dentistry/School of

                                                                                                                   Nursing having the rank

                                                                                                                   of Assistant Professor or

                                                                                                                   above may also be named as

                                                                                                                     a PI, if the research is

                                                                                                                   conducted as part of their

                                                                                                                   University activities.

                                                                                                                   Anyone who does not meet the

                                                                                                                    criteria described above may

                                                                                                                   not serve as a PI. This

                                                                                                                   includes adjunct professors,

                                                                                                                   residents, fellows, students or
                                                                                                                   staff members, even  if they

                                                                                                                   are identified as the PI by the

                                                                                                                   funding source or regulatory

                                                                                                                   body.

                                                                                                                             COMMENTS
3.  Do you believe the research involves ideas, processes,

     principles, or technology that could be patented or

     commercialized?

      FORMCHECKBOX 
 Yes

      FORMCHECKBOX 
  No
4.  The Principal Investigator and Co-Investigators have
        It is URMC Policy that the         
      submitted an Annual Disclosure of Conflict of                        Principal Investigator or any of the
      interest Form to the Department Chair.                                  involved researchers who have

                                                                                                            consulting arrangements, line    

      FORMCHECKBOX 
 Yes   



                                    management, or board

      FORMCHECKBOX 
  No     





       responsibilities ,patent/and or

      





                     equity holding with the  

 

                                                                               study sponsor report said 

       activities using URMC

                                                                                                           Conflict Disclosure Form for
Research Certification  (Completed by Principal Investigator if Departmental Research)
If NOT Departmental Research, SKIP this section
    FORMCHECKBOX 
 NA     If “NA” Skip this section.
The Principal Investigator certifies the following
are accurate and true:

1. If study is departmentally funded,                                       Departmental funding: intramural 
         discretionary funds are supporting the cost of this            projects not funded or supported by
         project. Restricted funds will not be used to                       sources external to the University.                              
        support any costs of this project.                                          Resource and financial accountability
                                                                                                         (e.g., costs, budget, staffing, other) must
                                                                                                         be established and approved by the
      FORMCHECKBOX 
 Yes                                                                                        Division Chief and the Department

      FORMCHECKBOX 
  No                                                                                        Before commencing any Departmental
                                                                                                         Research (DR) activities in Pediatrics.

                                                                                                         Projects with In-Kind support are
                                                                                                         governed as sponsored research.
2.  The work performed for this project is investigator

      initiated Intramural Research and not funded or

      supported in any manner by an entity outside of the

      University of Rochester

        FORMCHECKBOX 
 Yes
        FORMCHECKBOX 
  No

                                                                                                                             COMMENTS
3.   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].

       FORMCHECKBOX 
 Yes

       FORMCHECKBOX 
  No

THANK YOU FOR COMPLETING THE PCRO SIGN-OFF FORM.

Please make sure to up-load this form back into the RSRB Electronic Application
by clicking on “ADD” when completed. 

The PCRO Signature Page for the PCRO Sign-Off Form for Principal Investigator, Unit Chief and Signatures of Unit Chiefs from other collaborating units will be sent to the Principal Investigator as a separate electronic attachment once the PCRO receives electronic notification of study submission to the RSRB.
PLEASE MAKE SURE TO SAVE YOUR FILE

( “5-Year Renewal Form” on next page)

 5-YEAR STUDY RENEWAL  FORM         
IF THIS IS NOT A 5-YEAR REVIEW, SKIP THIS SECTION

The PCRO conducts an abbreviated Scientific Review of 5-year renewals, designed to evaluate only the changes since the initial review.  In order to process your renewal in a timely manner, the PCRO is requesting the following information/answers about your study:

· Completion of the Department of Pediatrics Clinical Research Proposal Sign-Off Form (if not already submitted).

· A current Resume/CV. (Upload CV in PCRO Sign-Off Document slot in RSRB
Application)

· Has your project received an accepted form of external scientific review (see list above from “Acceptable Methods of Scientific Review” above) within the last year?

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

· Has the science in this field changed significantly since your Initial RSRB Review?    FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No  
If “Yes”, go to complete next question.

                                                                        If “No”,  you are finished completing this

                                                                                       Form.
· If the science has changed significantly since your Initial RSRB Review, have your Yearly Progress Reports and/or Amendments submitted to the RSRB reflected these changes?  
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No 

· If the science has changed significantly, please also provide a brief (no more than one paragraph) explanation of the changes and the protocol changes made to accommodate them.

     
PLEASE MAKE SURE TO SAVE YOUR FILE

(“PCRO Video Approval Form” on next page)
	Department of Pediatrics

Golisano Children’s Hospital at Strong

PCRO VIDEO APPROVAL 


Use of Video Material
All content and/or video relating to clinical trials and/or other research studies must be approved by the Pediatric Clinical Research Office before the content is added to the world wide web or intranet. 

Will you’re study use video material in the recruitment of subjects?

 FORMCHECKBOX 
 Yes     (If “Yes”, Complete “PCRO Video Approval Form” below)

 FORMCHECKBOX 
  No     (If “No”, you are not required to complete the remainer of the Form)
1. Which site (s) will this content be added to:
 FORMCHECKBOX 
  URMC   


       URL       
             FORMCHECKBOX 
  Strong Health   


       URL       
 FORMCHECKBOX 
  Intranet 


       URL       
 FORMCHECKBOX 
  External to the University of Rochester 


       URL       
2. Purpose/goals of adding study to web site(s) (Check All that apply)
 FORMCHECKBOX 
  Patient Education

 FORMCHECKBOX 
  Recruit Participants

 FORMCHECKBOX 
  Make research available to other researchers

 FORMCHECKBOX 
  Other       
     3.   Location where study will be conducted: 

     
Questions should be directed to  Nicholas Ferraio, Director Operations  & Regulatory Affairs, PCRO, at 273-1735 or  Nicholas_Ferraio@URMC.Rochester.Edu
PLEASE MAKE SURE TO SAVE YOUR FILE
PAGE  
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