
General Information about Research Proposal

	Sponsor:      
	

	Protocol #:       (one will be assigned if not provided)
	Protocol Date:      

	Protocol Title:      

	Principal Investigator (PI):      
	Study Coordinator:      

	Department:      
	

	Phone:      
	Phone:      

	Email:      
	Email:      

	Address (if not CH):      
	

	Is the local PI conducting and/or supervising study related activity at any site not under the jurisdiction of a CoxHealth IRB?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  If yes, explain:      

	Is this study registered or does it require registration to Clinicaltrials.gov?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

                Provide the National Clinical Trials Registry Number if it has been assigned:      


Personnel Involved with Research

	Name
	Education (IRB only)
	Title (PI, Sub-I, Coordinator)
	Employee of CoxHealth

	     
	
	
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	     
	
	
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	     
	
	
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	     
	
	
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	     
	
	
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	     
	
	
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


Funding Information

 FORMCHECKBOX 
 No Cost Study
 FORMCHECKBOX 
 Federal Funding (e.g. NCI)
 FORMCHECKBOX 
 Investigator/Department Funded

 FORMCHECKBOX 
 Grant or Contract from External Funding- provide Sponsor information:      
 FORMCHECKBOX 
 Industry – provide Sponsor invoicing information:      
 FORMCHECKBOX 
 Other – explain:      
For Industry and Contract funding: a budget has been included.  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No If no, explain:      
Summary of Activity

	Description of Research

	Description of the research proposal- in “lay terms” provide a summary of the purpose, objectives, major inclusion/exclusion criteria, and any previous experience/background :      
Background:

Aim:

Purpose/PICOT:

Inclusion/exclusion criteria: 



	Description of the research procedures- in “lay terms” provide a summary of the intervention/interaction with human subjects and include study duration:      
Study Design: 
Consent Type:

Sample:

Population:

Setting:

Expected Timeframe:

Intervention/Interaction with human subjects (if any):

Human Protection:

Dissemination: 

Risks/Benefits: 



	Are there any research specific screening procedures/tests?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  

If yes, is there a separate consent for these screening procedures/tests?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  

	Is this a placebo-controlled study in which effective treatment exists?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  


If yes, provide rationale for placebo use and why a placebo will be used if there is a standard of care treatment:      

	Participants

	Total number of participants expected to be enrolled at this site?      

	Are any of the following potentially vulnerable populations included (check all that apply):

 FORMCHECKBOX 
Children                            FORMCHECKBOX 
Pregnant Women/fetus              FORMCHECKBOX 
Prisoners                              FORMCHECKBOX 
Students                          

 FORMCHECKBOX 
 Persons not competent to provide consent                          FORMCHECKBOX 
Non-English speaking

Provide description of additional protections provided these groups:      

	Are there community attitudes that may affect participants in this study?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  

             If yes, explain:       

	How are potential participants identified? (advertisement/flyers/phone script/etc, must be provided)      
            Who will initiate contact and/or provide record lists?      

	Will participants receive anything of value for participation?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  

             If yes, indicate total amount?      
             Method of payment:  FORMCHECKBOX 
Cash             FORMCHECKBOX 
Check            FORMCHECKBOX 
Gift Certificate          FORMCHECKBOX 
Other:      
             Will payment be prorated?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  

             When will participants be paid?  FORMCHECKBOX 
Each visit              FORMCHECKBOX 
Study Completion     FORMCHECKBOX 
Other:     

	Are there any procedures or products paid for or provided by the sponsor?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    

Are there any procedures or products that the participant will be responsible for? (not covered by sponsor and not billable to insurance)  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    
             If yes to either question, attach billing analysis so proper billing may occur.

	Risk Analysis

	Briefly describe risks to participants- do not include risks experienced as part of standard treatment:      

	Describe how the risks to participants are minimized:      

	Describe how the risks to participants are reasonable in relation to anticipated benefits:      

	Is there a data safety monitor or board/committee to review this study for safety and adherence to the study protocol?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  

	Provide a general description of the data and safety monitoring plan:      


	Confidentiality

	How will research data be recorded?  FORMCHECKBOX 
Case report forms     FORMCHECKBOX 
Remote data entry (e.g. database off site)

                FORMCHECKBOX 
Local database (e.g. Excel spreadsheet)            FORMCHECKBOX 
Other:      

	Describe how research records/data will be secured (e.g. password protected, locked file cabinet):      

	Other than study staff and CoxHealth billing or regulatory employees, who will have access to research records and/or data that identify subjects?(check all that apply)  FORMCHECKBOX 
NIH     FORMCHECKBOX 
FDA    FORMCHECKBOX 
 Study Sponsor    FORMCHECKBOX 
Statistician    FORMCHECKBOX 
None     FORMCHECKBOX 
Other:      
If data will be shared, how will it be shared and how will confidentially be protected:      

	Other

	Is there any additional information that the IRB should be aware of that is not addressed in previous sections of this application?      

	Check all that apply
	Checklist Statements

45 CFR 46.110 and 21 CFR 56.110

	 FORMCHECKBOX 

Must be checked to be eligible for Expedited
	Research activity presents no more than minimal risk* to subjects AND involves only procedures included in one or more categories of research (below) that may be reviewed through an expedited review process.

*Minimal risk: the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No  
	Could identification of the subjects and/or their responses reasonably place them at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, insurability, reputation, or be stigmatizing? (The answer is NO if there are reasonable and appropriate protections implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal.)

	 FORMCHECKBOX 

	Category 1 – Drugs or devices which do not require an IND or IDE:
Clinical studies of drugs and medical devices only when condition (a) or (b) is met.

(a) Research on drugs for which an investigational new drug application (IND-21CFR312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.)

(b) Research on medical devices for which (i) an investigational devices exemption application (IDE-21CFR812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

	 FORMCHECKBOX 

	Category 2 – Collection of blood samples:

Collection of blood samples by finger stick, heel stick, ear stick or venipuncture as follows:

(a) From healthy, non-pregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or

(b)  from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected and the frequency with which it will be collected.  For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.

	 FORMCHECKBOX 

	Category 3 – Prospective and non-invasive collection of biological specimens

Prospective collection of biological specimens for research purposes by noninvasive means.

Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; (c) permanent teeth if routine patient care indicates a need for extraction; (d) excreta and external secretions (including sweat); (e) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques; (i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected after saline mist nebulization.

	 FORMCHECKBOX 

	Category 4 – Data collected through non-invasive, routine clinical procedures:

Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves.  Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)

	 FORMCHECKBOX 

	Category 5 – Materials collected which were created for non-research purpose:

Research involving materials (data, documents, records or specimens) that have been collected, or will be collected solely for non-research purposes (such as medical treatment diagnosis). (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subject [45CFR 46.101(b)(4)]. This listing refers only to research that is not exempt.)

	 FORMCHECKBOX 

	Category 6 – Voices, video, digital or image recordings:

Collection of data from voices, video, digital or image recordings made for research purposes.

	 FORMCHECKBOX 

	Category 7 – Individual or group characteristics or behavior, surveys, interviews, etc:

Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects [45CFR 46.101(b)(2) and (b)(3)]. This listing refers only to research that is not exempt.)


Potential Conflict of Interest

	Is there currently or do you anticipate a potential conflict of interest for the PI or any key research personnel listed in this application? 

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    

· The PI is responsible for assuring that no arrangement has been entered into where the value of the ownership interests will be affected by the outcome of the research and no arrangement has been entered into where the amount of compensation will be affected by the outcome of the research.
· Assessment should include anyone listed as key personnel in this application.  Please note that the thresholds of ownership described below apply to the aggregate ownership of an individual investigator, his/her spouse, domestic partner and dependent children (e.g. if an investigator, his/her spouse, domestic partner and dependent children own together 5% worth of equities in the sponsor, it should be reported below).
All investigators are required to have a annual current Conflict of Interest Disclosure Statement on file with CoxHealth.  The IRB will accept Disclosure Statements submitted to the study sponsor.


Submission Checklist (check each item included)
	 FORMCHECKBOX 
Completed
	Expedited Review IRB Application

	 FORMCHECKBOX 
 Yes   

 FORMCHECKBOX 
 Current/Not expired     
	Proof of Education in the ethical conduct of research- must be updated every 5 years

	 FORMCHECKBOX 
Completed
	Protocol with all required sections and referenced attachments

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    

                                           FORMCHECKBOX 

                                           FORMCHECKBOX 

                                           FORMCHECKBOX 

	Consent Form – this includes any assent, short form, or PHI Authorization forms

If no, then one of the below must be checked

-Waiver of Consent is requested, explain justification:      
-Verbal consent permission requested, explain justification:      
-Other, explain:      
Waiver or alteration of consent is not permitted for FDA regulated research that is eligible for expedited review.

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A    
	Investigator’s Brochure or other drug safety information (e.g. package insert)

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A    
	Questionnaires/Surveys/Other Patient Material

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A    
	Advertising/Recruiting Material

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A    
	Billing Analysis 

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A    
	Budget

	 FORMCHECKBOX 
 Yes   

 FORMCHECKBOX 
 Current/Not expired     
	CoxHealth Conflict of Interest Disclosure Statement – required of all key study personnel

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A
	Statement of Investigator (Form 1572) or equivalent

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A    
	Student Investigators: Provide documentation of project approval from departments impacted


I certify that I have participated in and read this document, attest to its accuracy and completeness of disclosure, and that protected health information will not be re-used or disclosed to any person or entity unless otherwise authorized by law to have such access to protected health information.  I understand that I must notify the IRB Chair or IRB Manager of any unanticipated problems encountered during this research.  I must request IRB approval of changes to research prior to implementation, submit progress reports and final report to the IRB as requested.  I know that I have access to all CoxHealth standards regarding research via the Institutional Review Board section of the CoxHealth.com website.
____________________________________


_________________

Investigator’s Signature





Date

____________________________________

Investigator’s Printed Name

*Electronic signature acceptable, including submittals via investigator’s CoxHealth email.  The email will become a part of the study file as representation of signature.
Human Research Protection Committee 
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