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INSTITUTIONAL REVIEW BOARD
Request for Protocol Review
Application type:  FORMCHECKBOX 
New      
                                FORMCHECKBOX 
Amendment (complete ALL of Section 1 and ONLY changed information in Sections 2 -6)
SECTION 1:  Project and investigator information
1. Project Title     
2. Expected Project Start Date        (Please allow at least 4 weeks for approval process)
3. Expected Project End Date       (Approval valid for 1 year. Renewal required after 1 year)
4. Principal Investigator :       


Title:      

Mailing Address:     
      Campus Mailbox:       


Telephone:     

E-mail:     
      
Relationship to USP:  FORMCHECKBOX 
Faculty  FORMCHECKBOX 
Staff    FORMCHECKBOX 
Student    FORMCHECKBOX 
Graduate    FORMCHECKBOX 
Undergraduate    FORMCHECKBOX 
Other
      
If other, please explain     
      If researcher is a student, indicate responsible faculty:      
5. Project category :  FORMCHECKBOX 
Faculty   FORMCHECKBOX 
Administrative   FORMCHECKBOX 
Undergraduate    FORMCHECKBOX 
Other:      



           FORMCHECKBOX 
Graduate (non-dissertation)    FORMCHECKBOX 
Graduate (dissertation research)

6. Collaborators: List individuals involved in the project (including instructor or advisor). Include name, title,   
institutional address, e-mail address. Each collaborator must be registered in IRBNet and upload proof of human subjects training to their profile.  Link ALL certificates to your protocol packet and check “YES” below. 
    Name and role on project

Address


e-mail

Certificate linked
     



     


     

 FORMCHECKBOX 
Yes 
     



     


     

 FORMCHECKBOX 
Yes



     



     


     

 FORMCHECKBOX 
Yes

     



     


     

 FORMCHECKBOX 
Yes

     



     


     

 FORMCHECKBOX 
Yes

SECTION 2: STUDY location, Funding, and conflicts of interest

7. Indicate locations where research will be conducted  (MARK ALL THAT APPLY):  
WDL  FORMCHECKBOX 
   PTC FORMCHECKBOX 
   McN  FORMCHECKBOX 
   ARC  FORMCHECKBOX 
   GH  FORMCHECKBOX 
   WIL  FORMCHECKBOX 
    WH  FORMCHECKBOX 
   KH  FORMCHECKBOX 
   EAST FORMCHECKBOX 
  STC FORMCHECKBOX 
  4101 WDL FORMCHECKBOX 

Other     
8. Is IRB approval from another institution required?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
No   If yes, attach a copy of approval letter
9. Is projected funded?  FORMCHECKBOX 
Yes    FORMCHECKBOX 
No   Funding agency and amount:     
      Is funding expected?   FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No Agency, amount requested, and expected decision date:     
             Note: if funding is received, IRB must be notified

10. Do the investigators or the institutions involved in this project receive payments including grants, compensation in the form of equipment, retainers for consultation, honoraria, or payment per participant or incentive payments?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No   If yes, complete the conflict of interest form (IRBNet library).
SECTION 3:  Project Description
11. Briefly describe the background and rationale (or reason) for your study (Please use language that people outside your field of study could understand). 
     
12. List the project’s primary objective.
     
13. List the project’s secondary objective(s).
     
14. Subject Recruitment and selection    

a. Are you recruiting from protected populations? If yes, indicate population below. (check ALL that apply)


Protected groups:


     FORMCHECKBOX 
Prisoners                                FORMCHECKBOX 
cognitively impaired              FORMCHECKBOX 
Psychiatric patients


     FORMCHECKBOX 
Children (<18 ears of age)      FORMCHECKBOX 
HIV-positive

               FORMCHECKBOX 
Pregnant women
                  FORMCHECKBOX 
Fetus/ fetal tissue             
 b. Please describe the population or group targeted for your project. Include specific criteria necessary 
for your study (such as age group, gender, racial/ethnic group, geographic location, employment status, 
health condition, etc.) If you are using any protected group (from 14a) please list the reasons WHY it is 
necessary to include these populations in your study.  

     
       c. How will subjects be recruited? (Attach all recruitment material such as flyers, e-mail message
telephone or in-person script). 


     
      d. How will subjects be selected from those recruited?

     
      e. How many subjects do you plan to select and how was sample size for the study determined? Is the 
sample adequate to meet study objectives (explain)? 

     
15. Consent and assent forms (upload forms or provide reason for waiver. Templates/Instructions available)
        FORMCHECKBOX 
 Consent form to be signed by subjects (or the parent/guardian/next of kin/or other representative, if 
subject is not of legal age or is not competent to give consent).  If Consent is required ALL participants 
will consent by signing a copy of the form stamped with a non-expired IRB approval stamp. 
        FORMCHECKBOX 

Assent form to be signed by subjects able to make decisions but unable to consent. (for more 
information see IRB website) 

        FORMCHECKBOX 
 Request waiver from consent and/or assent form. Reason:      
16.  Briefly describe the procedures involved in your study.  Description must include:

a.  Procedure for informing subjects and obtaining consent (include method for ensuring that potential subjects will have adequate time to decide whether or not to participate.) 

b.  What the human subject is expected to experience (Include time, travel and other requirements)
c.  Describe tests or procedures (provide documentation when appropriate)
d.  Data collection methods (attach copies of data collections tools)

e.  Describes incentives for participants (if any)
f.  Describe data analysis methods (required for qualitative and quantitative studies) 
     
17. List alternative treatments / procedures:      
18. Check all items that are required for RESEARCH PURPOSES (not usual care or processes). 

 FORMCHECKBOX 
Fees or incentives paid to subjects

 FORMCHECKBOX 
Medical insurance coverage needed

 FORMCHECKBOX 
Costs to subjects


 FORMCHECKBOX 
Administration of drug or medical procedure

 FORMCHECKBOX 
Questionnaires


 FORMCHECKBOX 
Administration of placebo (specify contents

 FORMCHECKBOX 
Personal history taking

 FORMCHECKBOX 
Use/Administration of chemical or biological agents

 FORMCHECKBOX 
Psychological tests

 FORMCHECKBOX 
X-ray, other imaging, radioactive materials  

 FORMCHECKBOX 
Deception as part of experimental procedure
 FORMCHECKBOX 
Surgery
 FORMCHECKBOX 
Psychological stress 

 FORMCHECKBOX 
Electrical shock
 FORMCHECKBOX 
Painful, but non-invasive procedures


 FORMCHECKBOX 
Endoscopy or other procedure Venipuncture Lumbar puncture, Biopsy, tissue, or blood sample collection
 FORMCHECKBOX 
Administration of experimental drugs or medical procedures not approved by FDA for stated disease state

19. For each item checked above, indicate the rationale for use in your study.
     
Section 4:  Risk and Benefits

20. Risks to subjects. (Consider physical, psychological, social, legal, and economic or employment risks)
a. List potential risks with expected incidence above 5%. Include assessment of expected incidence.  For side effects also include expected severity and duration/reversibility. 

     
b. List other potential but less likely risks to subjects in your study. 

     
21. Benefits to subjects and others
a. Describe potential DIRECT benefits to subjects.      
b. Describe potential indirect benefits to subjects.      
c. Describe potential benefits to others      
Section 5:  Confidentiality

22. Indicate confidentiality-related methods incorporated in this study (check ALL that apply)
           Data Collection   
                FORMCHECKBOX 
 Data collected in such a manner that subjects are ANONYMOUS (Data includes no
names, 

       addresses, phone numbers, e-mail addresses, social security or medical record numbers, birth dates, 
       AND can not be linked to identifying information by codes or deduced from the data collected. 

   FORMCHECKBOX 
 Data collected in a manner that subjects are identified directly OR indirectly through 
         
          identifying information or codes linked to subject

Data Reporting

   FORMCHECKBOX 
 Data will be reported in a manner that subjects are NOT identified directly OR indirectly 
        
       through identifying information.

   FORMCHECKBOX 
 Data reported in such that subjects ARE identified directly or indirectly.  Release form required.

Data Storage and security

   FORMCHECKBOX 
  Signed consent documents kept in a locked cabinet in investigator’s office.

   FORMCHECKBOX 
 Signed consent documents stored in other manner. Describe how documents will be secured     

   FORMCHECKBOX 
 Data with identifiers stored in locked cabinet in investigator’s office.


   FORMCHECKBOX 
 Data with identifiers or digital information that could indirectly identify subjects is stored in 

computer files or other manner. Describe how data will be secured.       
23. If data with identifiers is stored, how long will it be stored and how will it be disposed?
     
24. Will protected health information be collected or used as part of this research?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, upload HIPAA subject authorization or IRB request for HIPAA waiver.

25. Will subjects be photographed, videotaped or audio recorded?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  


   If yes, permission form required. 

Section 7:  Authorizations 
**Principal Investigator and their Chair person (or faculty advisor) MUST electronically sign this form via IRBNet. For instructions please see the IRBNet User Guide**
BY SIGNING THIS DOCUMENT, THE INVESTIGATOR AGREES:

1. That no participants will be recruited or entered under the protocol until the Investigator has received the final approval or exemption letter from the IRB.

2. That no participants will be recruited until all key personnel have completed their training requirement.  

3. That any modifications of the protocol or consent form will not be initiated without prior written approval from the IRB, except when necessary to eliminate immediate hazards to the participants.

4. That any deviation from the protocol and/or consent form, adverse events that are serious, unexpected and related to the study or a death occurring during the study will be reported promptly to the IRB.

Serious events should be reported within 24 hours to Dr. Rodney Wigent at both his phone (office: 215- 
596-8974, home: 610 541-0559) and email (r.wigent@usp.edu). Non-serious events should be 
reported to the IRB administrator (k.logan@usp.edu , 215-596-7490) 
5. That all participants will be recruited and consented as stated in the approved or exempted protocol. 

6. If written consent is required, all participants will be consented by signing a copy of the consent form that has a non-expired IRB approval stamp.

FOR STUDENT PROPOSALS ONLY
**Faculty Advisor MUST electronically sign this form**

BY SIGNING THIS DOCUMENT, THE FACULTY ADVISOR AGREES:

1. To assume overall responsibility for the conduct of this investigator.

2. To work with the investigator, and the IRB, as needed, in maintaining compliance with this agreement.

3. That the Principal Investigator is qualified to perform this study.

The Institutional Review Board reserves the right to terminate this study at any time if, in its opinion, (1) the risks of further experimentation are prohibitive, or (2) the above agreement is breached.

Revised 2/2011


