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	The University of Oklahoma 

Health Sciences Center 

Institutional Review Board

APPLICATION for 

NEW RESEARCH PROJECT
Please refer to the OUHSC IRB website for the interactive version of this form and for additional information on the application process.
	Date Received:

	
	Stamp for Chair Approval:

FOR IRB USE ONLY

	
	IRB #:        
	Review Type:
	Board #:

	I. General Information

	Application Type
	 FORMCHECKBOX 
 Initial Application
 FORMCHECKBOX 
 Resubmission 
	National Clinical Trial Registry #:      

	Project Title:
	Observational Study of Healthcare Worker-Assisted Positioning Frequency for Limited Mobility Patients

	 FORMCHECKBOX 
 Yes  No  FORMCHECKBOX 
  
	Investigator Initiated Project:   If “Yes”, see 1. or 2. below     


	

	1.  If “Yes,” click here for IND worksheet for studies involving drugs/biologics.


    -Or-

	2.  If “Yes,” click here for IDE worksheet for studies involving investigational devices.


	Principal Investigator
Has the PI met the education requirements?  Yes  FORMCHECKBOX 

No   FORMCHECKBOX 


	Name:  
	Sheryl Buckner MS, RN-BC, CNE
	Title:
	Assistant Professor
	Degree:
	MS

	College/Dept:
	College of Nursing
	Phone:
	405-271-2428 ext 49191
	Fax:
	405-271-2818

	Campus or Work Address:
	CNB 318
	Email:
	sheryl-buckner@ouhsc.edu

	OUHSC Faculty:       FORMCHECKBOX 
 Yes     No   FORMCHECKBOX 

	

	If no, please indicate institution where employed: OU Medical Center

	State the research activities which this person will be involved in and has received training for (i.e. consenting, recruiting, data monitoring, dispensing drug/device, etc.): project oversight, data collection, data management

	State the anticipated amount of time this individual will spend on this project (i.e. 0.25 FTE):.05 FTE


	Co-Principal Investigator
Has the Co-PI met the education requirements?  Yes  FORMCHECKBOX 

No   FORMCHECKBOX 


	Name:  
	     
	Title:
	     
	Degree:
	     

	College/Dept:
	     
	Phone:
	     
	Fax:
	     

	Campus or Work Address:
	     
	Email:
	     

	State the research activities which this person will be involved in and has received training for (i.e. consenting, recruiting, data monitoring, dispensing drug/device, etc.):      

	State the anticipated amount of time this individual will spend on to this project (i.e. 0.25 FTE):     


	Research Coordinator (if applicable)
Has the Coordinator met the education requirements?  Yes  FORMCHECKBOX 

No   FORMCHECKBOX 


	Name:
	     
	Title:
	     
	Degree:
	     

	College:
	     
	Dept:
	     

	Phone:
	     
	Fax:
	     
	Pager:
	     

	Campus Address:
	     
	Email:
	     

	State the research activities which this person will be involved in and has received training for (i.e. consenting, recruiting, data monitoring, dispensing drug/device, etc.):      

	State the anticipated amount of time this individual will spend on this project (i.e. 0.25 FTE):     

	


	Sub-Investigators/ Other Key Personnel   
Have the education requirements been met?  Yes  FORMCHECKBOX 

No   FORMCHECKBOX 

[physician, resident, fellow, research staff, or student specific to the project]                                                            

	Name:
	Beverly Bowers PhD, RN, CNS
	Title:
	Assistant Dean
	Degree:
	PhD

	College/Dept:
	College of Nursing
	Phone:
	405-271-5151
	Fax:
	405-271-2818

	Campus or Work Address:
	CNB 314
	Email:
	beverly-bowers@ouhsc.edu

	State the research activities which this person will be involved in and has received training for (i.e. consenting, recruiting, data monitoring, dispensing drug/device, etc.): project oversight, data collection, data management

	State the anticipated amount of time this individual will spend on this project (i.e. 0.25 FTE):.05

	Name:
	Kathy Jost
	Title:
	RN--QA Director
	Degree:
	MS

	College/Dept:
	Quality Dept--OUMC
	Phone:
	     
	Fax:
	405-271-7002

	Campus or Work Address:
	1200 Everett Drive, OKC, OK 73104
	Email:
	kathy.jost@hcahealthcare.com

	State the research activities which this person will be involved in and has received training for (i.e. consenting, recruiting, data monitoring, dispensing drug/device, etc.): Site PI--data collection and management

	State the anticipated amount of time this individual will spend on this project (i.e. 0.25 FTE):.05

	Name:
	     
	Title:
	     
	Degree:
	     

	College/Dept:
	     
	Phone:
	     
	Fax:
	     

	Campus or Work Address:
	     
	Email:
	     

	State the research activities which this person will be involved in and has received training for (i.e. consenting, recruiting, data monitoring, dispensing drug/device, etc.):      

	State the anticipated amount of time this individual will spend on this project (i.e. 0.25 FTE):     


Additional Key Personnel
	Sub-Investigators/ Other Key Personnel   
Have the education requirements been met?  Yes  FORMCHECKBOX 

No   FORMCHECKBOX 

[physician, resident, fellow, research staff, or student specific to the project]                                                            

	Name:
	     
	Title:
	     
	Degree:
	     

	College/Dept:
	     
	Phone:
	     
	Fax:
	     

	Campus or Work Address:
	     
	Email:
	     

	State the research activities which this person will be involved in and has received training for (i.e. consenting, recruiting, data monitoring, dispensing drug/device, etc.):      

	State the anticipated amount of time this individual will spend on this project (i.e. 0.25 FTE):     

	Name:
	     
	Title:
	     
	Degree:
	     

	College/Dept:
	     
	Phone:
	     
	Fax:
	     

	Campus or Work Address:
	     
	Email:
	     

	State the research activities which this person will be involved in and has received training for (i.e. consenting, recruiting, data monitoring, dispensing drug/device, etc.):      

	State the anticipated amount of time this individual will spend on this project (i.e. 0.25 FTE):     

	Name:
	     
	Title:
	     
	Degree:
	     

	College/Dept:
	     
	Phone:
	     
	Fax:
	     

	Campus or Work Address:
	     
	Email:
	     

	State the research activities which this person will be involved in and has received training for (i.e. consenting, recruiting, data monitoring, dispensing drug/device, etc.):      

	State the anticipated amount of time this individual will spend on this project (i.e. 0.25 FTE):     

	Name:
	     
	Title:
	     
	Degree:
	     

	College/Dept:
	     
	Phone:
	     
	Fax:
	     

	Campus or Work Address:
	     
	Email:
	     

	State the research activities which this person will be involved in and has received training for (i.e. consenting, recruiting, data monitoring, dispensing drug/device, etc.):      

	State the anticipated amount of time this individual will spend on this project (i.e. 0.25 FTE):     


	Describe the process used to ensure that all persons assisting with the research are adequately informed about the protocol and their research-related duties and functions.

	Each person will have copy of the protocol, and will have regular communication with principal and co-investigators,


	Project Abstract: Provide a brief summary - 500 words or less.

	Include:

Purpose/hypothesis

The purpose of this study is to assess current nursing practice related to frequency of repositioning mobility-restricted patients who are unable to adequately reposition themselves.
Experimental design

This is an observational descriptive study using repeated measures
Proposed procedure

Mobility restricted patients unable to position selves and at high risk for pressure related skin problems according to Braden Scale Scores will be identified. Research team members will observe patient position initially and hourly for 12 hours to determine patient position changes.   
Importance of knowledge reasonably expected to result from the research

Results will establish a baseline regarding patient positioning of mobility restricted patients to validate current practice and to inform future nursing interventions.  
If the research involves more than minimal risk, describe the research plan for monitoring the data collected to ensure the safety of participants.

No more than minimal risk anticipated as this is an observational study.



	II. Project Information


	 FORMCHECKBOX 
 Yes
No   FORMCHECKBOX 

	Has this IRB previously reviewed this research project?  If yes, provide previous IRB #:       

	 FORMCHECKBOX 
 Yes
No   FORMCHECKBOX 

	If Yes, was this project previously approved by this IRB?
	     

	 FORMCHECKBOX 
 Yes
No   FORMCHECKBOX 

	If Yes, will this project be submitted to another sponsor?
	     

	 FORMCHECKBOX 
 Yes
No   FORMCHECKBOX 

	Is this a multi-center study?

	 FORMCHECKBOX 
 Yes
No   FORMCHECKBOX 

	If Yes, is the PI or this site considered the “lead” or “coordinating” center?
	     

	 FORMCHECKBOX 
 Yes
No   FORMCHECKBOX 

	If Yes, has information management regarding risk and interim result reporting been addressed in sufficient detail in the protocol?
	     

	
	If OUHSC is the lead or coordinating center, describe the plans for communication among sites in terms of protocol modifications, unanticipated problems involving risks to participants or others and interim results.
	

	
	Since this is observational study only, it should pose little, if any risk
	


	Funding        

	 FORMCHECKBOX 

	Federal Funding Source: 
	     
	Grant Number:
	     

	
	Cooperative Group Involvement:  
	 FORMCHECKBOX 
   Yes    FORMCHECKBOX 
  No   If yes, specify:    FORMDROPDOWN 
  
Coop. Group #:      

	 FORMCHECKBOX 

	State/Non-Profit Source:
	     

	 FORMCHECKBOX 

	Industry Sponsored Project:
	     
	Industry Sponsor Protocol #:
	     

	 FORMCHECKBOX 

	Industry Sponsor Contact (name):
	     
	Industry Sponsor Phone:
	     

	 FORMCHECKBOX 

	Industry Sponsor Address:
	     

	 FORMCHECKBOX 

	No External Funding*
	*If checked, enter PI’s dept. info
	 College of Nursing

	 FORMCHECKBOX 

	Check here if the test article is being supplied free of charge
	


	Nature of Study

	Study Design: Check all that apply

	 FORMCHECKBOX 
  Banking of Tissue / Blood / Biological Specimens / Data
	 FORMCHECKBOX 

Social/Behavioral

	 FORMCHECKBOX 
  Genetics
	 FORMCHECKBOX 

Quality Assurance / Quality Improvement

	 FORMCHECKBOX 
  Use Of Clinical Samples, Charts/Records, Database Info w/ No Direct Subject Interaction

	 FORMCHECKBOX 
  Clinical Trial:
	 FORMCHECKBOX 
 Drug(s)
	 FORMCHECKBOX 
 Device(s)
	 FORMCHECKBOX 
  Biologic(s)
	 FORMCHECKBOX 
 Surgical Procedures

	
 
	 FORMCHECKBOX 
 Other (i.e. HUD, treatment use):       

	
	Phase 1  FORMCHECKBOX 

 FORMCHECKBOX 
 Phase 2      Phase 3  FORMCHECKBOX 
      FORMCHECKBOX 
 Phase  4      N/A   FORMCHECKBOX 


	FDA Information:

	  FORMCHECKBOX 
 Drugs
 FORMCHECKBOX 
 Biologics
 FORMCHECKBOX 
 Device 
 FORMCHECKBOX 
 Humanitarian Use Device

	IND/IDE/HDE No:
	     
	Name:
	     
	Sponsor(s)/Manufacturer(s): 
	     

	IND/IDE/HDE No:
	     
	Name:
	     
	Sponsor(s)/Manufacturer(s):
	     

	When there is an IND or IDE, attach to this application documentation in the form of 1) a letter from the FDA; or 2) a letter from the sponsor; or 3)a commercial protocol with the IND or IDE documented.


For IRB Use Only

Investigational Device Risk Determination:
Significant Risk  FORMCHECKBOX 
 
Non-Significant Risk  FORMCHECKBOX 

	Clinical Drug/Biologic/Device Studies:  Handling of investigational items for dispensation

	 FORMCHECKBOX 
 Yes  No  FORMCHECKBOX 

	Have all study staff responsible for the investigative item(s) received training regarding control and dispensation of the investigational item(s)?

	
	
If YES, describe when the training occurred and who provided the training(i.e. sponsor site meeting):       
(Physical documentation of this training is subject to verification through the audit process.)

	
	
If NO, the PI maintains that IRB policies 502 A, B and C have been reviewed with study staff for proper investigational item control.

	 FORMCHECKBOX 
 Yes  No  FORMCHECKBOX 

	Is the investigational item being stored and dispensed from a licensed pharmacy?

	
	
If YES, indicate the participating pharmacy(ies):       

	
	
If NO, describe the plan to control the investigational item(s) with regard to storage and dispensation:       


	
	If the above plan involves investigational drugs/biologics, the plan has been reviewed with a licensed pharmacist?   FORMCHECKBOX 
 Yes   No   FORMCHECKBOX 
  


	
	
If YES, state the pharmacist’s name and date of review:       

	
	
If NO, the IRB Chairperson reviews the above plan for appropriate controls regarding the investigational item.


	     


Request for Exempt Status: 

Are you requesting Exempt Status?    FORMCHECKBOX 
 Yes    No  FORMCHECKBOX 
;   If Yes, indicate applicable number 
(For complete EXEMPT Review information, refer to 45CFR46.101(b)(1-6)
	4


Request for Expedited Review: 

Are you requesting Expedited Status?   FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 
; If Yes, indicate applicable number
(For complete EXPEDITED Review information, refer to 45CFR46.110, 21CFR56.110 or the Federal Register for specific research categories).
	III. Risks and Benefits 

	Does the research involve any other following risks?  Check all that apply.
 FORMCHECKBOX 
 Physical
 FORMCHECKBOX 
 Psychological
 FORMCHECKBOX 
 Economical
 FORMCHECKBOX 
 Social
 FORMCHECKBOX 
 Legal
 FORMCHECKBOX 
 Other

	Describe the nature and degree of all risk or harm associated with participation in the study. This information should be included in the consent form.

	     

	Explain what steps will be taken to minimize risks or harms and to protect participant welfare. Describe any anticipated benefits that may result from the research.

	     


	Investigator’s Risk/Benefit Assessment: 
	IRB Assessment

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	Research not involving greater than minimal risk

Research involving greater than minimal risk but presents the prospect of direct benefit to individual participants 

Research involving greater than minimal risk and no prospect of direct benefit for the individual participant, but likely to yield generalizable knowledge about the participant’s disorder or condition.


	        FORMCHECKBOX 

         FORMCHECKBOX 

         FORMCHECKBOX 

FOR IRB

USE ONLY


	IV. Study Population

	Participant Demographics: (complete as applicable)

	Age Range:
	  18    To   120

	Not applicable:   FORMCHECKBOX 

	Gender:     FORMCHECKBOX 

	Male  
Female  FORMCHECKBOX 
 
Both  FORMCHECKBOX 
     
Both   FORMCHECKBOX 
 
Both   FORMCHECKBOX 

Female   FORMCHECKBOX 
 
Both   FORMCHECKBOX 

Female   FORMCHECKBOX 
 
Both   FORMCHECKBOX 


	Number of Participants/Patients
	40
	Specify Source:  
	40 from each site

	Number of Healthy Participants (controls):
	     
	Specify Source:  
	     

	No. of Charts To Be Reviewed

(if study involves no direct patient/participant contact)
	     
	Specify Source:  
	     

	No. of Samples 

(if study involves no direct patient/participant contact)
	     
	Specify Source:  
	     


	Total:
	     
	


	Inclusion & Exclusion Criteria: Describe criteria for inclusion and exclusion of participants in the study or provide reference to page number(s) in protocol.

	Inclusion Criteria: Aged 18 or over, Braden Score 18 or less, Score less than 3 on mobility section of Braden

	Exclusion Criteria: prisoners, pregnant women, patients who have orders not to be repositioned, patients who are on isolation and cannot be observed without entering the room


	Protected Groups: (check all that apply if your study will actively recruit any of the following groups)

	 FORMCHECKBOX 
     Children (under 18)
	 FORMCHECKBOX 
    Pregnant Women

	 FORMCHECKBOX 
    Elderly (65 & older)

	 FORMCHECKBOX 
    Prisoners

	 FORMCHECKBOX 
    Cognitively Impaired
	 FORMCHECKBOX 
     Fetuses
	 FORMCHECKBOX 
  
Other Vulnerable Persons/Populations

	For each protected group checked above, provide a description of additional safeguards included in the protocol to protect their rights and welfare.

	Observational only study, nointervention or  identificable patient information is being collected. The focus of study is on nursing care provided. 

	Racial/Ethnic Origin:  Is the focus of the study to include a particular racial/ethnic origin:        FORMCHECKBOX 
 Yes    No  FORMCHECKBOX 

If yes, check all that apply.

	 FORMCHECKBOX 
     Hispanic or Latino
	 FORMCHECKBOX 
    Native American or Alaskan Native
	 FORMCHECKBOX 
     Asian

	 FORMCHECKBOX 
     Native Hawaiian or Other Pacific Islander
	 FORMCHECKBOX 
    Black or African American
	 FORMCHECKBOX 
     Caucasian


	Cost to Participants: 

	Will participants incur any costs over/above their routine care as a result of their participation in the study?   FORMCHECKBOX 
 Yes No  FORMCHECKBOX 


	If yes, please describe:       

	Payment to Participants:

	Will participants be paid for their participation in the study?    FORMCHECKBOX 
 Yes  No  FORMCHECKBOX 
   If yes, specify the purpose.     

	Total payment: 
	$              (Note: The entire payment cannot be contingent upon completion of the entire study.)

	 FORMCHECKBOX 
 Yes  No  FORMCHECKBOX 
 
	Will participants be paid per study visit?

	
	If no, please describe the amount and timing of payment to participants:      

	 FORMCHECKBOX 
 Yes  No  FORMCHECKBOX 

	Will there be a bonus payment if the participant finishes the study?  

	
	If yes, please state the bonus amount:      


	Methods Of Enrollment:

	Indicate method for finding potential participants: (check all that apply & attach copies of recruitment materials) 

	 FORMCHECKBOX 

Your Practice Referral 
	# of participants expected from this method:       

	 FORMCHECKBOX 

Outside Practice Referral
	# of participants expected from this method:       

	 FORMCHECKBOX 

Chart Review
	# of participants expected from this method:  40 from each site

	 FORMCHECKBOX 

Advertisement
	# of participants expected from this method:       

	 FORMCHECKBOX 

Web-listing
	# of participants expected from this method:       

	 FORMCHECKBOX 

Other, please describe:


     
	# of participants expected from this method:       

	Indicate how potential participants will be approached: (check all that apply)

	 FORMCHECKBOX 
  Direct Contact
	 FORMCHECKBOX 
  Letter
	 FORMCHECKBOX 
  Phone Call
	Other, please describe:chart review to meet inclusion criteria


	V. Informed Consent  / Assent  / Privacy Forms

	Consent Process:  

Informed consent will be obtained from participants.

	      Who will be consenting to participate in the research?

        FORMCHECKBOX 
 Participant     FORMCHECKBOX 
 Child       FORMCHECKBOX 
 Parent of child     FORMCHECKBOX 
 Guardian   FORMCHECKBOX 
 Legally authorized representative 


	Describe the consent process, any waiting period between informing the prospective participants and obtaining the consent, and how it provides participants with sufficient opportunity to consider participating in the research:

	     

	Describe measures instituted to minimize undue influence and/or coercion:

	     

	 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

	Is the primary language of the consent process English?

	
	If No:
1.  State other language(s) and indicate who will provide verbal and written translation     services:     .

2.  Submit appropriately translated consent document(s) following IRB Policy 701, prior to consenting non-English speaking participants.



	 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

	Does your study involve children?  

	
	If Yes, child assent is required by regulation if the child is capable of providing such assent 

(typically, ages 7 to 17).

	 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

	Does your study involve the collection, use or sharing of Protected Health Information? 

	
	If Yes, a Research Privacy Form must be included with this application (Research Privacy Form 1, 2, 3, or 4).

	Consent of participants for research conducted outside of Oklahoma:
        When consenting a  participant from legally authorized representatives (LAR), children, or guardians for research
        conducted outside of Oklahoma, investigators are required to know the applicable law of the jurisdiction in which the 
        research will be conducted, provide to the IRB the definition of the LAR, child, or guardian for the jurisdiction, and 

        consent the participant as defined for the jurisdiction.

	 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

	Will participants outside of Oklahoma be consenting to participate in the research?

	
	If No, skip to Waiver of Consent Process.

	
	If Yes, answer the following questions:

	 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

	Will the legally authorized representative provide consent for cognitively impaired adults?  

	
	If Yes, provide the definition of LAR for the jurisdiction:      

	 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

	Will you be consenting children outside of Oklahoma?

	
	If Yes, provide the definition of child for the jurisdiction:      

	 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

	Will guardians be signing for the children outside of Oklahoma?

	
	If Yes, provide the definition of guardian for the jurisdiction:      

	Waiver of Consent Process:  

  Informed consent will not be obtained from participants when a waiver of the consent process is reviewed and approved by the IRB.  (Note: projects involving FDA-regulated test articles cannot qualify for a waiver of consent.)

	 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

	Is a waiver of the consent process requested?  

	
	If Yes:

1.  Explain the reason for the waiver: observation only, no intervention, no identifiable patient data collected (see form 5)
2.  Complete the appropriate Research Privacy Form (Research Privacy Form 5, 8, 9, or 10).

	Waiver of Signed Written Consent:

Participants will not be required to sign a consent document when a waiver of signed written consent is reviewed and approved by the IRB.  If the IRB waives the requirement of documentation of informed consent, the IRB may require the investigator to provide a written statement of the research to the participant.  The IRB shall review and approve the written statement prior to the investigator providing the statement to the participant.  The consent form reviewed and approved by the IRB may also serve as the written statement.   


	 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

	Is a waiver of signed written consent requested? 

	
	If Yes:

1. Explain the reason for the waiver: Observation only, no intervention, no identifiable patient data. 

2. Complete the appropriate Research Privacy Form (Research Privacy Form 5, 8, or 9, and 10).

3. Category 1 or Category 2 below must be indicated as ‘Yes’.



	 FORMCHECKBOX 
 Yes
No  FORMCHECKBOX 

	Category 1:

The only record linking the participant and the research is the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.  Each participant will be asked whether they want documentation linking them with the research and their wishes will govern.  The research is not subject to FDA regulations.

Explain:

	 FORMCHECKBOX 
 Yes
No  FORMCHECKBOX 

	Category 2:

The research presents no more than minimal risk of harm to participants and involves no procedures for which written consent is normally required outside of the research context.

Explain: 

	VA Research:

	 FORMCHECKBOX 
 Yes 
No  FORMCHECKBOX 

	Will someone other than the investigator conduct the interview and obtain consent for VA research?

	
	If yes:

1.  This responsibility must be formally delegated and the person so delegated must receive   appropriate training to perform this activity.

 2.  List the names of individuals appropriately delegated and trained:      


	VI. Privacy and Confidentiality

	Describe how information will be accessed from or about participants and the provisions used to protect the privacy* interests of participants  (e.g. Participant interactions are conducted in a private room, discussions are held in a private exam room, only designated personnel are present during discussions)
*Privacy* refers to a person’s desire to control the access over the extent, timing, and circumstances of sharing oneself (physically, behaviorally, or intellectually) with others.

Observation only, no intervention, only those employees that have observation of the patient care environment as part of their job description will be collecting data


	Describe the instituted measures to protect the confidentiality* of identifiable private data of study participants (e.g., PHI kept in locking storage cabinets, use of password protected computer files containing PHI, limited access to PHI, use of identifiers, processes for appropriate data destruction).

Confidentiality* refers to how the participant’s individually identifiable private information will be handled, managed and disseminated by the investigator.
Data collected will be kept in locked, confidential area--only the site PI will have access.  Site PI will de-identify data by removing patient sticker before mailing results to PI.


	VII. Study Sites (check all that apply). Use drop-down lists first; if your site is not listed, type in ‘OTHER’ Sites box.


OUHSC Sites: 

1)
 FORMDROPDOWN 

2)
If not in list, enter bldg here
3)
If not in list, enter bldg here





     
     


Room Number: All floors

Room Number:      
Room Number:      
General Clinical Research Center (GCRC):  
       
as a site 
 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 
    

 
as a collaborator
 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 




  

OU-Tulsa Sites:
 
1)
 FORMDROPDOWN 



2)
If not in list, enter bldg here
3)
If not in list, enter bldg here              




     

     

Room Number:      

Room Number:      

Room Number:      

OU-Norman Sites:

1)
 FORMDROPDOWN 


2)
If not in list, enter bldg here

3)
If not in list, enter bldg here



     
     

Room Number:      

Room Number:      
Room Number:      
Non-OU Sites requiring IRB review or site permission:

1)
Lawton

2) 
Duncan

3) 
Norman
Does this site have an IRB?  
Does this site have an IRB?  
Does this site have an IRB?  

 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

      If yes, will this IRB defer to OU?  
      If yes, will this IRB defer to OU?  
      If yes, will this IRB defer to OU?  
 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 
   
 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

       Has IRB approval been obtained? 
       Has IRB approval been obtained? 
       Has IRB approval been obtained?
 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 
   In progress   FORMCHECKBOX 

 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 
   In progress   FORMCHECKBOX 
   
 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 
   In progress   FORMCHECKBOX 

       OR, Site permission obtained?                      OR, Site permission obtained?                    OR, Site permission obtained?      
 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 
   In progress   FORMCHECKBOX 

 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 
   In progress   FORMCHECKBOX 
   
 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 
   In progress   FORMCHECKBOX 

	Describe the setting in which the research will be conducted (e.g., schools, community, hospital, clinic, etc.).

Hospitals

	Describe the facilities/equipment available for this study (for example:  address where consent will take place, where follow-up appointments will take place, any laboratory facilities/equipment anticipated, use of clinic facilities):  

	Study will take place on hospital units


	VIII. Other Committee Reviews:


GCRC Advisory Committee (GAC)
 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 
   
Radiation Safety Committee
 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 
     
If the protocol involves the use of ionizing radiation, check ‘YES.’ Complete the RSC application and submit the original application to the RSC office; send a copy of the RSC application to the IRB Office.  Completion of the RSC application is required even in cases where the patient would receive radiation regardless of participation in this study.  RSC information and applications are located at:. 
http://w3.ouhsc.edu/rso/
Cancer Center Scientific Review Committee
 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

If this is a cancer study, check ‘YES.’  Please note that all cancer studies need prior review and approval by the OU Cancer Center Scientific Review Committee prior to IRB submission. For further information, refer to OU Cancer Center website at http://www.ouhsc.edu/oucancerinstitute/ClinicalTrials/
VA Research & Development Committee
 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

If participants are recruited from the VA, check ‘YES.’  Please note that all studies involving the VAMC as a site need prior review and approval by the VAMC Research and Development Committee.   For info and questions regarding the VAMC application process, contact the Science Officer at (405) 270-0501, Ext. 3106

Institutional Biosafety Committee
 FORMCHECKBOX 
 Yes   No  FORMCHECKBOX 

If the study involves the administration or transfer of recombinant DNA, , microorganisms, viruses, or biological toxins to humans, check ‘YES.’   Please complete the IBC Human Protocol Approval Form: Gene Transfer, Microorganisms/Viruses/Toxins Administration.  Submit the original IBC approval form to the IBC; send a copy of the IBC application to the IRB Office.  IBC information and applications are located at: http://www.ouhsc.edu/ibc/
	IX. Enclosures Submitted (check all that apply)


 FORMCHECKBOX 

IRB Application*  


 
 FORMCHECKBOX 

Protocol*  



 FORMCHECKBOX 
 Grant Application

 

 FORMCHECKBOX 

Informed Consent 


 FORMCHECKBOX 

Privacy Form(s)




 FORMCHECKBOX 

Survey / Questionnaire



 FORMCHECKBOX 

Advertisements
 
 FORMCHECKBOX 

Letters of Support (outside entities)


 FORMCHECKBOX 

Copy of RSC Application
 FORMCHECKBOX 

Copy of IBC Application

 FORMCHECKBOX 

Investigator’s Brochure
 FORMCHECKBOX 

Cancer Center Scientific Review Committee


 FORMCHECKBOX 
 Package Insert (for Investigator Initiated  Drug/Device Studies)
 FORMCHECKBOX 

Outside IRB approval letter(s)
	     


 FORMCHECKBOX 

Other: (please specify)

· Required items for any submission. 
	X. Conflict(s) of Interest:


Financial relationship between the Research Team and the Sponsor.

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 

Do you or other key personnel have an economic interest that could affect or appear to affect the design, conduct, or reporting of the research as more specifically described in HRPP SOP 104?





If yes, complete the Disclosure Form found at:





http://www.ouhsc.edu/irb/documents/104A-A_Conflict_of_Interest_Disclosure_Form.doc .



	XI. Certification


· I certify that the information contained herein [application, research protocol and consent form (if required)] is true and 
correct, and that I have received or have requested approval to conduct this research project from all persons named as co-investigators and sub-investigators and from officials at all project sites. 

· I certify that I have completed all of the education requirements of the OUHSC Human Research Participant Protection Program.

· I certify that all of the sub-investigators affiliated with OUHSC have completed all of the education requirements of the Human Research Participant Protection Program.

Signature of Principal Investigator: __________________________________
Date: _______________________
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