McLeod Health

Institutional Review Board


New Protocol Application
Complete this form in its entirety. Do not add or delete any fields or form will be returned for correction.
Information must be typed; double-click the shaded boxes to add text. New protocol submissions (non-exempt) must also be presented by the principal investigator at a convened IRB meeting.
	IRB USE ONLY:
Full Board Review Date:              
Expedited/Exempt Date:              


Date of Submission:              
Exempt Research?    FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes (you must also complete and submit an Exemption Request Form)
Study Title:                                              
Protocol #:                

Clinical Phase:
 FORMCHECKBOX 
 Phase I or II
 FORMCHECKBOX 
 Phase III
 FORMCHECKBOX 
 Phase IV
 FORMCHECKBOX 
 N/A
Sponsor Contract:  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
Sponsor Name:                                                               
 FORMCHECKBOX 
 Check here if requesting reliance on an external IRB for approval/monitoring (sIRB review, etc.)
Principal Investigator (PI):                

Research Coordinator:                
Co-PI (if applicable):                 

Other members of research team (w/titles):                 
Address:                
Email address:                


Telephone:                
Purpose of study (primary investigation):    FORMCHECKBOX 
 Device**    FORMCHECKBOX 
 Drug    FORMCHECKBOX 
 Procedure    FORMCHECKBOX 
 Registry/Database    FORMCHECKBOX 
 Quality Improvement    FORMCHECKBOX 
 Survey    FORMCHECKBOX 
 Nursing    FORMCHECKBOX 
 Other:                                                         
Length of study:                


Expected number of subjects:                
Anticipated results of the study (i.e., what you expect to achieve/learn):                                             
**Medical devices used at McLeod facilities require a financial assessment and approval through the Value Analysis Program. The device(s) to be used within this protocol:  FORMCHECKBOX 
 Have obtained approval through the Value Analysis Program;  FORMCHECKBOX 
 Have not yet been assessed in the Value Analysis Program;  FORMCHECKBOX 
 N/A or Other (please explain):      
To begin the device approval process, search for “New Item Request” on the McLeod intranet, or visit the following link: https://app.lumere.com/providers/mcleod_health_s/requests/add/
Names and addresses of all facilities where study will be conducted:                                               
How will this research be funded (name of sponsor, federal grant, etc.)?                                          
For device/drug trials, is the investigational product supplied by the sponsor at no cost?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

Describe and justify all anticipated costs to study participants:                                                       
Do you have a conflict of interest, financial or otherwise?    FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes, I have the following conflict of interest:                                                                                                           
Do you have adequate staff and resources to conduct this research?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
Are your research results likely to be:    FORMCHECKBOX 
 Published?    FORMCHECKBOX 
 Presented outside of McLeod Health?

Remember to submit a request for review to the Communications and Public Information Office at least 30 days prior to presenting or publishing your work. (Search “CPIO” on the McLeod intranet for the form.)
Criteria for IRB Approval
(based on 45 CFR 46.111 and 21 CFR 56.111)

1. Risks to subjects must be minimized. Can your research study be classified as minimal risk?
 FORMCHECKBOX 
 Yes, my research fits the definition of minimal risk found in IRB policy D-10.
 FORMCHECKBOX 
 No, my research has greater than minimal risks, but the following steps have been taken to minimize these necessary risks:                                                                                       
2. Any risks to subjects must be reasonable in relation to those subjects’ anticipated benefits, and in relation to the importance of the knowledge expected to be gained from the research.
Do you anticipate any direct benefit to the subjects of your research?   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes, I anticipate the following benefits (check all that apply):   FORMCHECKBOX 
 Improvement of their symptoms, survival/longevity, etc.
 FORMCHECKBOX 
 Provision of drug or device   FORMCHECKBOX 
 Reduced side effects   FORMCHECKBOX 
 Other:                                           
What potential benefits to society do you anticipate your research to yield? Check all that apply:
 FORMCHECKBOX 
 Advancement of knowledge   FORMCHECKBOX 
 New treatment/therapy   FORMCHECKBOX 
 Other:                                        
If the benefits above do not obviously outweigh the risks described in #1, please explain why your study still satisfies criterion #2:                                                                                        
3. The selection of subjects must be equitable (i.e., fair/impartial). Describe the inclusion criteria for study enrollment (or note the appropriate page # of the protocol):                                             
Describe the exclusion criteria (or note appropriate protocol page #):                                         
Are the types of individuals who fit the inclusion criteria also they who are likely to derive the greatest benefit from your research (directly or indirectly)?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No (explain):                                 
4. Informed consent must be sought from each prospective subject (or their legal representative) unless waived by the IRB. Will all prospective subjects give full informed consent prior to research participation? (See 45 CFR 46.116 for complete informed consent requirements.)    FORMCHECKBOX 
 Yes*    FORMCHECKBOX 
 No**
*If yes, briefly describe the circumstances under which (i.e. when/where/how) you will obtain subjects’ informed consent (to allow them sufficient time to consider participation and avoid coercion/influence):
                                                                                                                               
**If no, explain why a waiver or alteration of the informed consent requirements is appropriate:
                                                                                                                               
5. Informed consent must be appropriately documented unless waived by the IRB. Will informed consent be documented in a form and signed by all participants?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No, documentation of consent should be waived (according to 45 CFR 46.117) for these reasons:                                
6. The research plan contains adequate provisions for monitoring collected data to ensure the safety of subjects. How will the research data be monitored in order to keep subjects safe? Check all that apply.    FORMCHECKBOX 
 Sponsor to monitor data and provide safety reports    FORMCHECKBOX 
 A Data Safety Monitoring Board (DSMB) or similar body is in place    FORMCHECKBOX 
 PI to monitor data as follows:                                 
Other: (If this is a minimal risk study, type “N/A.”)                                                                  
7. Adequate provisions are made to protect subject privacy and maintain data confidentiality.
All study procedures will:   FORMCHECKBOX 
 Be conducted in a private setting   FORMCHECKBOX 
 Have only authorized research personnel present   FORMCHECKBOX 
 Include these other privacy provisions:                                                  
Research data/specimens will be recorded in this way:   FORMCHECKBOX 
 Directly labeled with personal identifiers   FORMCHECKBOX 
 Labeled with a code that only the research team can link to personal identifiers   FORMCHECKBOX 
 Not labeled with any personal identifiers or codes (i.e. be deidentified/anonymous)   FORMCHECKBOX 
 Other:                         
Explain how data/specimens will be securely stored, for how long they will be kept, and how they will be disposed:                                                                                                               
8. If the study will recruit any vulnerable subjects, added safeguards are present to protect their rights and welfare. Will or might you enroll any of the following subject groups that may be more vulnerable to coercion and/or entitled to additional protections?   FORMCHECKBOX 
 Pregnant women, human fetuses  FORMCHECKBOX 
 Minors/children/neonates   FORMCHECKBOX 
 Mentally disabled persons   FORMCHECKBOX 
 Economically disadvantaged persons   FORMCHECKBOX 
 Other:                                                   FORMCHECKBOX 
 No, I will NOT enroll any of these subject groups
Describe the safeguards in place to protect any of the vulnerable subject groups you’ve listed above:
                                                                                                                               
Do you affirm that your research study satisfies all of the approval criteria (1-8) as listed?

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 Yes, if consent and/or documentation waivers are approved by the IRB     FORMCHECKBOX 
 No*
*Contact the IRB Coordinator prior to study submission to address any criteria that are not satisfied.
Additional comments, if any:                                                                                          
                                                                                                                                 
                                                                                                                                 
Checklist of documentation to be submitted with this form (++ = req. for all research):
 FORMCHECKBOX 
  The current protocol or research proposal (plus all available amendments/addenda) ++
 FORMCHECKBOX 
  The current informed consent document(s) (.doc/.docx only)
 FORMCHECKBOX 
  HIPAA authorization* document if authorization text is not built into the consent doc(s)

 FORMCHECKBOX 
  The child assent form if minors age 7+ will or might be enrolled
 FORMCHECKBOX 
  All advertising/recruitment materials (e.g., brochures, flyers, etc.)
 FORMCHECKBOX 
  All participant-facing materials (e.g., diaries, ID cards, surveys, etc.)
 FORMCHECKBOX 
  The Investigator Brochure or safety documents for investigational drugs/devices

 FORMCHECKBOX 
  A copy of the Value Analysis Program approval (medical device studies only)
 FORMCHECKBOX 
  Signed Physician Financial Disclosure Forms for the PI and all research personnel++
Principal Investigators** new to McLeod and/or conducting human subject research must also submit:
 FORMCHECKBOX 
  A copy of the Principal Investigator’s current CV/resume
 FORMCHECKBOX 
  A completed Individual Investigator Agreement form (Attachment C in IRB Policy P-10)
Note: A copy of the contractual agreement with the Sponsor must be submitted when finalized.
*Specific authorization elements are required to satisfy HIPAA. Contact the IRB office for further info.
**New investigators/research coordinators note that the Protecting Human Research Participants (PHRP) course must be completed, and a certificate sent to the IRB before your first protocol will be considered.

ALL FORMS MUST BE SIGNED BY THE PI. (Co-PI to sign when applicable.)
Principal Investigator Name:                                
Principal Investigator Signature: _________________________
Date:              
Co-Principal Investigator Name:                                
Co-Principal Investigator Signature: ____________________________
Date:              
The appropriate administrator (i.e., VP of PI’s department) must sign off in the following section.
Administrator Name & Title:                                
By signing below, I indicate that I have reviewed this research study and see no reason why, from an administrative perspective, it cannot be conducted. My signature allows for submission to the IRB for ethical approval, but it does not commit the PI or McLeod Health to undertake the study.
Administrator Signature: _________________________
Date: ____________
Please send this original form along with all relevant supporting documentation (see checklist above) to:

Toshia Jones, IRB Coordinator

McLeod Health - Research Department

(843) 777-2013
toshia.jones@mcleodhealth.org
PLEASE BE SURE TO SEND ALL DOCUMENTS TO IRB COORDINATOR ELECTRONICALLY.
IRB USE ONLY – Primary Reviewer Feedback
IRB Member: Using this form or a separate document, address the items below and sign. Remember to base your review not just on the information provided by the Principal Investigator above, but on all the study materials (protocol, consent form, etc.) that were submitted to the IRB.

· Identify any IRB approval criteria (cf. 45 CFR 46.111) that you feel are NOT satisfied for this study.

· Recommend an action (e.g., approve, approve with conditions, etc.) for the IRB to take regarding this study/submission, OR list questions that you have for the Principal Investigator and/or the Board.

                                                                                                                                 
                                                                                                                                 
                                                                                                                                 
                                                                                                                                 
Primary Reviewer Name:                                
[image: image1.emf]X

Primary Reviewer 1


Primary Reviewer Signature: 





Date:              
FOR IRB OFFICE USE ONLY:
 FORMCHECKBOX 
 Approved
 FORMCHECKBOX 
 Deferred
 FORMCHECKBOX 
 Disapproved
      FORMCHECKBOX 
 Exempted




 FORMCHECKBOX 
 Conditional approval/other:                                                     
IRB Approval Date:              
 Approval Expiration Date:              
Approval Letter Sent Date:              
IRB fees:  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
IRB Documentation Issued:
 FORMCHECKBOX 
 HIPAA Authorization      FORMCHECKBOX 
 Waiver of HIPAA Authorization      FORMCHECKBOX 
 Waiver of Consent/Documentation
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