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A. PRINCIPAL INVESTGATOR (PI) INFORMATION:  Please provide information about the person legally responsible for the study protocol.

1. [bookmark: Text3] PI Name:       

1a. PI Degree (s):       

[bookmark: Text2]1b. Gender:       

[bookmark: Text4]1c. PI Company Name:       

[bookmark: Text5]1d. PI Mailing Address:         

[bookmark: Text6]1e. PI Phone:       

[bookmark: Text7]1f. PI E-mail:       

2. [bookmark: Text10] Name of contact for this research if not PI:       

[bookmark: Text11]2a. Gender:        

[bookmark: Text12]2b. Contact Company Name:       

[bookmark: Text13]2c. Contact Phone Number:       

[bookmark: Text14]2d. Contact E-mail:       

3.  Has the PI had any research suspended or terminated by an IRB other than CRS?
[bookmark: Check6]|_|  Yes (If yes, answer question 3a).
[bookmark: Check7]|_|  No

3a. Has this instance of suspended and/or terminated research been reported to the CRS IRB prior to this submission?
[bookmark: Check8]|_|  Yes
[bookmark: Check9]|_|  No (Attach information about the incident and its outcome)

4. Has the PI ever been convicted of a crime, disciplined by a public or private medical organization, disciplined by a licensing authority, or is the PI currently the subject of such a proceeding?
[bookmark: Check10]|_|  Yes (if yes, answer question 4a)
[bookmark: Check11]|_|  No

4a. Has the conviction and/or discipline been reported to CRS IRB prior to this submission?
[bookmark: Check12]		|_|  Yes
[bookmark: Check13]		|_|  No (Attach information about this incident and its outcome)

5. Financial conflict of interest:  If any of the following are true for the PI, the PI’s immediate family, the study staff, or the study staff’s immediate family, please complete the Financial Interest Disclosure Form and include it in your submission.
[bookmark: Check14]|_| Yes, one or more of the following are true (check all that apply)

[bookmark: Check15]|_|  Has a financial interest in the research with a value that cannot be readily  determined (e.g. stock that is not publicly traded, promise of future funding based on project success);
[bookmark: Check21]|_|  Is an employee of the agency or company funding the research;
[bookmark: Check22]|_|  Is on the board of directors of the funder;
[bookmark: Check23]|_|  Has financial interest that requires disclosure to the funder or funding source; or
[bookmark: Check24][bookmark: Text80]|_|  Has any other financial interest that the investigator believes may interfere with his or her ability to protect subjects.  If so, please explain:       

[bookmark: Check26]	|_|  No conflict of interest

6. PIs must ensure that each member of the research study team/staff has had Collaborative Institutional Training Initiative (CITI) Basic Human Subjects Training.  Members of the research team/staff include the PI, collaborators, and any person who has contact with research participants or study related data. Has each member of the research team completed such training?

[bookmark: Check27]|_|  Yes
[bookmark: Check28]|_|  No (all staff must complete CITI Training at www.citiprogram.org prior to participating in   any research activities) 

Please describe the roles of those members of the study team who will have substantive interaction with subjects to be recruited for the study.  Please note that all study staff (including principal investigators and sub-investigators) must have completed CITI training in human subjects research projects.  Please indicate who will determine if human subjects are eligible for the proposed research and who will conduct the consent process.

	Name, Degree
	Title
	Role/Site
	CITI Training Completed

	Example:  John Doe, MA
	PI
	Provide evaluation protocol oversight for study subjects and staff.  Responsible for all study related issues
	

	
	
	
	

	
	
	
	

	
	
	
	




B. TYPE OF REVIEW REQUESTED 

[bookmark: Check127]|_|  Exempt:  A study not involving contact with human subjects (e.g. data or literature reviews,     standardized educational studies).  Please submit Request for IRB Exemption form.

|_|  Expedited:  A study involving minimal risk to human subjects. (e.g. written survey).

[bookmark: Check125]|_|  Full Board:  A study involving greater than minimal risk to human subjects or involving vulnerable populations (e.g. studies with minor children)

PLEASE INCLUDE THE FOLLOWING WITH YOUR SUBMISSION:

[bookmark: Check1]|_|  Current version of CRS Application for Protocol Review 

[bookmark: Check3]|_|  Consent Form or Waiver of Consent, if applicable

[bookmark: Check5]|_|  Any materials provided to study subjects (e.g. advertisements, questionnaires, etc…)

[bookmark: Check234]|_|  Provide documentation showing that all study staff have completed the CITI Social and  Behavioral Responsible Conduct of Research – Basic Course

C. FUNDING

7.  Is this research being funded by an outside organization (i.e. the principal investigator’s employer/organization is not the source of funding)?
[bookmark: Check244]|_|  Yes
[bookmark: Check245]|_|  No

[bookmark: Text107]If yes, who is funding this research study and what is their interest in the research:       

8.  Is this research federally funded entirely or in part?  If no, proceed to question 16.  There are additional regulatory requirements for investigators seeking approval of federally funded research.  More information can be located at http://www.hhs.gov/ohrp/index.html

[bookmark: Text17]20a. What federal agency(ies) is funding this research?      
[bookmark: Check35]|_|  N/A

20b. Provide a copy of the study protocol if you/your institution are the awardee(s) of the grant.
[bookmark: Check36]|_|  N/A	

D.  STUDY PROTOCOL

9. [bookmark: Text16] Protocol Title:       

10. [bookmark: Text52] Duration of the study in months (e.g. 6-month, one year, etc…):       

11. [bookmark: Text81] Purpose and Background of Study:       

12.  Description of subject populations 

[bookmark: Text82]10a.  Source of subject populations:       

[bookmark: Text83]10b.  Number of subjects:       
		
		10c.  Please complete the table below regarding study population demographics: 


	Anticipated demographic distribution of study subjects

	Age Range

	Number of Men
	Number of Women
	Race percentage (e.g. 50% African American and 50% Hispanic)

	
	
	
	


		

13.  Methodology

[bookmark: Text87]11a.  Location of study:       

[bookmark: Text88]11b.  Activities involving subjects:       

[bookmark: Text89]11c.  Frequency and duration of each activity:       

[bookmark: Text90]11d.  Method of data collection:       

14.  Has another IRB declined to review, tabled, deferred, disapproved or terminated this research study at your site prior to submission to CRS?
[bookmark: Check33]|_|  Yes (if yes, please provide IRB correspondence)
[bookmark: Check34]|_|  No

E.  RECRUITMENT, CONSENT AND SUBJECT PAYMENT INFORMATION

15.  Will gender, race or ethnicity be used as criteria for recruitment?

[bookmark: Check138]|_|  Yes
[bookmark: Check139]|_|  No

[bookmark: Text50]If yes, please explain:       

16.  Do you intend to enroll any subjects from the following “vulnerable” categories?
[bookmark: Check246]|_|  Yes
[bookmark: Check247]|_|  No


If yes, please check all vulnerable subject groups.

[bookmark: Check48]|_|  Prisoners/Parolees
[bookmark: Check49]|_|  Minors 
[bookmark: Check50]|_|  Poor/uninsured
[bookmark: Check51]|_|  Institutionalized
[bookmark: Check52]|_|  Limited or non-readers
[bookmark: Check53]|_|  Wards of the state (e.g. foster children)
[bookmark: Check54]|_|  Pregnant women
[bookmark: Check55]|_|  Nursing home residents recruited in the nursing home
[bookmark: Check56]|_|  Students of PI or study staff
[bookmark: Check57]|_|  Students to be recruited in their educational setting (i.e. in class or at school)
[bookmark: Check58]|_|  Employees directly supervised by PI or sub-investigator
[bookmark: Check59]|_|  Employees of research site or funder
[bookmark: Check60]|_|  Military personnel to be recruited by military personnel
[bookmark: Check61]|_|  Cognitively impaired
[bookmark: Check62]|_|  Adult subjects who cannot consent for themselves (i.e. required consent by a legally authorized representative (if yes, please answer questions 19)
[bookmark: Check63][bookmark: Text24]|_|  Others vulnerable to coercion (specify):       

17. [bookmark: Text86]Describe the rationale for using vulnerable populations:       

18. [bookmark: Text85]Provide the criteria and method for including/excluding subjects:       

19. Check any of the following methods that the PI will use to recruit subjects for this study:
[bookmark: Check87]|_|  Advertising (All materials must be approved by CRS prior to use)
[bookmark: Check88]|_|  From a database for which subjects have given prior permission to be contacted for research studies
|_|  From personal contact
[bookmark: Check90]|_|  Referrals
[bookmark: Check91][bookmark: Text33]|_|  Other (specify):       

20. Are recruitment materials or subject material attached?  If yes, check all that are attached.
[bookmark: Check92]|_|  Brochure
[bookmark: Check93]|_|  Newspaper
[bookmark: Check94]|_|  Letter
[bookmark: Check95]|_|  Web Site
[bookmark: Check96]|_|  Public Service Announcement
[bookmark: Check97]|_|  Posting/Flyer
[bookmark: Check98]|_|  Video/Audio[footnoteRef:1] (recordings will not be reviewed without scripts) [1:  It is strongly recommended that submitters seek CRS IRB pre-approval of scripts before producing recordings.  Any Board-required modification to the material must be reflected in the final version of the recording.] 

[bookmark: Check99][bookmark: Text34]|_|  Other (specify):       

21. Are you using any written or verbal screening materials to screen subjects prior to enrollment in the 	research, such as telephone scripts, written or web-based questionnaires or pre-screening forms?
[bookmark: Check100]|_|  Yes (If yes, please attach them to your submission for review, including a description of the screening plan)
[bookmark: Check101]|_|  No

22. Please indicate the language(s) of the subjects the PI plans to enroll.  All consent forms and other 	subject materials must be in a language easily understood by the subject and all translations must be 	approved by CRS.  Attach translated forms with your submission.
[bookmark: Check102]|_|  English
[bookmark: Check103]|_|  Spanish
[bookmark: Check105][bookmark: Text36]|_|  Other (specify):       

23. If you are enrolling non-English speaking subjects, you must have plans for 1) conducting the consent 	discussion in the language understandable to all subjects, and for 2) ongoing communication with the 	subjects throughout the research. (check all that apply)
[bookmark: Check107]|_|  N/A
[bookmark: Check108]|_|  At least one member of the research team is fluent in the language that will be used for communication, and that research staff member(s) will be available during emergencies.
[bookmark: Check109]|_|  The research team has access to a translation service
[bookmark: Check110][bookmark: Text37]|_|  Other (explain):       

24. Will subjects be paid for their time, reimbursed for travel or meal expenses or receive any sort of 	incentive for participating in this study?
[bookmark: Check113]|_|  Yes
[bookmark: Check114]|_|  No

[bookmark: Text41]24a. Describe all form(s) of payment and/or reimbursement to be employed during the course of the study:       

24b. Are any other materials being given to the subject (e.g. t-shirts, pens, etc…)
[bookmark: Check115]|_|  Yes
[bookmark: Check116]|_|  No

25. Will a signed and dated copy of the consent from be provided to the subject
[bookmark: Check140]|_|  Yes
[bookmark: Check141]|_|  No

[bookmark: Text53]If no, please explain:       

[bookmark: Text112]18.  Describe the steps taken to minimize the possibility of coercion or undue influence:        

F. POTENTIAL RISKS AND BENEFITS TO SUBJECTS

25. Do you view the risk of this study as minimal?
[bookmark: Check111]|_|  Yes
[bookmark: Check112]|_|  No

[bookmark: Text38]25a. Justify this determination:       

26. Describe risks to the subject in a format similar to that of the consent form:

[bookmark: Text39]Anticipated Risks:       

[bookmark: Text40]Describe the plan to minimize risk:       

27. During the study, could research team members be made aware of any incidents/diseases that are 	reportable to state authorities?
[bookmark: Check117]|_|  Yes
 If yes, please check all that may apply
[bookmark: Check119]|_|  Child Abuse
[bookmark: Check120]|_|  Immediate risk of harm to self or others
[bookmark: Check121]|_|  Illegal Activity
[bookmark: Check122]|_|  HIV
[bookmark: Check123]|_|  Hepatitis
[bookmark: Check124][bookmark: Text42]|_|  Other (specify):       
[bookmark: Check248]	|_|  No

[bookmark: Text104]28. What procedures are in place to make sure reportable events are reported as required by state law?       

[bookmark: Text43]29. Describe the potential benefits of the study:       

30. Risk/Benefit Analysis:

Describe why the risks to subjects are reasonable relative to the importance of the knowledge that may reasonably be expected to result:

[bookmark: Text44]	30a. To subjects:       

[bookmark: Text45]	30b. To society:       

G. SUBJECT PRIVACY AND HIPAA

Privacy protections:  Privacy is a subject’s ability to control how other people see, touch, or obtain information about the subject.  Violations of privacy can involve circumstances such as being photographed or videotaped without permission or being asked personal questions in a public setting.  

[bookmark: Text103]Please explain how the privacy of study subjects will be protected:       

31. Check if any of the following personal information will be collected for this study:
[bookmark: Check142]|_|  Name
[bookmark: Check143]|_|  Address
[bookmark: Check144]|_|  Telephone/Fax Number
[bookmark: Check145]|_|  Email address
[bookmark: Check146]|_|  Social Security number
[bookmark: Check147]|_|  Medical Record/Health Plan Number
[bookmark: Check235]|_|  Any other personally identifying information
[bookmark: Check148]|_|  N/A Please skip to question 36

[bookmark: Text54]31a. Describe why this information is necessary for conducting this study:       

31b. Will personal information be removed from all study information once it is no longer needed?
[bookmark: Check149]|_|  Yes
[bookmark: Check150]|_|  No

[bookmark: Text55]If no, please justify:       

31c. Will personal information be available to anyone other than research personnel?
[bookmark: Check151]|_|  Yes
[bookmark: Check152]|_|  No

[bookmark: Text56]If yes, please explain to whom and why:       

32.  Will subjects have the right to refuse to provide this sensitive information?
[bookmark: Check156]|_|  Yes
[bookmark: Check157]|_|  No

[bookmark: Text58]If no, please justify:       

33. Do HIPAA regulations apply to this research?   (Answer yes if accessing, using or disclosing       Personal Health Information as defined here: http://www.hhs.gov/ocr/privacy/hipaa/understanding/summary/index.html) 
[bookmark: Check158]|_|  Yes
[bookmark: Check159]|_|  No

34.  How are you accessing personal health information under HIPAA regulations?
[bookmark: Check160]|_|  HIPAA authorization
[bookmark: Check161]|_|  Waiver of HIPAA Authorization (Attach Waiver of HIPPA Authorization Request)
[bookmark: Check162]|_|  Data Use Agreement
[bookmark: Check163]|_|  Business Agreement
[bookmark: Check164][bookmark: Text59]|_|  Other (specify):       

35.  Will personal health information be disclosed to entities outside the HIPAA covered entity?
[bookmark: Check165]|_|  Yes
[bookmark: Check166]|_|  No

[bookmark: Text60]If yes, to whom:       

H.  DATA MANAGEMENT AND SECURITY

36.  How will study data be recorded and stored?
[bookmark: Check236]|_|  Electronic format
[bookmark: Check167]|_|  Paper format
[bookmark: Check168][bookmark: Text105]|_|  Other (specify):       

37. [bookmark: Text62]Describe where the primary data set will be physically located (e.g. documents in locked           cabinet, electronic files on a hard drive, etc…):       

38. [bookmark: Text113]  How will data be protected?       

39.   Will stored data be de-identified (stripped of all identifiable/sensitive information)?
[bookmark: Check171]|_|  Yes
[bookmark: Check172]|_|  No

[bookmark: Text63]If no, please justify:       

40.  Will electronic data be backed up? 
[bookmark: Check175]|_|  Yes
[bookmark: Check176]	|_|  No
[bookmark: Check237]	|_|  N/A

[bookmark: Text65]	If yes, describe location and security:       

41. Will media (e.g. external hard drive, laptops, etc…) used for backups be stored off-site?
[bookmark: Check177]|_|  Yes
[bookmark: Check178]	|_|  No
[bookmark: Check238]	|_|  N/A

	If yes, where and how will it be stored?      

42.   Will data be collected on photographs, audio recordings or video recordings?
[bookmark: Check179]|_|  Yes  
[bookmark: Check180]|_|  No
|_|  N/A


If yes, please answer questions 43 through 47 

43.  Will permissions for any type of photography/recording be obtained on the consent form?
[bookmark: Check240]|_|  Yes
[bookmark: Check241]|_|  No

[bookmark: Text106]If no, please justify:       

44.  Will identifiable information be removed?
[bookmark: Check181]|_|  Yes
[bookmark: Check182]|_|  No
[bookmark: Check249]|_|  N/A

[bookmark: Text108]If no, please justify:       

45.  Can individuals request portions of the recording be deleted?
[bookmark: Check184]|_|  Yes
[bookmark: Check185]|_|  No
[bookmark: Check242]|_|  N/A

[bookmark: Text109]	If no, please justify:       

46.  Is there a plan for the secure destruction or reuse of photographs and audio/video recordings?
[bookmark: Check188]|_|  Yes
[bookmark: Check189]|_|  No

[bookmark: Text110]If no, please justify:       

47. Will recordings be transported or removed from the site?
[bookmark: Check190]|_|  Yes
[bookmark: Check191]|_|  No

[bookmark: Text66]If yes, describe transportation of the data:       

48.  Is there a plan to destroy all study-related records at the conclusion of the study?
[bookmark: Check224]|_|  Yes
[bookmark: Check225]|_|  No

[bookmark: Text77]If yes, please describe the length of storage and expected date of material destruction (e.g. 3 years after study completion).       

I.  Adverse Event Reporting: This section describes the protocol for reporting adverse events.  Adverse events are defined as any occurrence (physical, psychological, economic, social, or legal) which affects a study subject in a negative manner (i.e. increased risk).

49.  Will the PI be responsible for the ongoing review of unanticipated problems involving risk to subject or serious adverse events?
[bookmark: Check226]|_|  Yes
[bookmark: Check227]|_|  No

[bookmark: Text78]If no, please explain:       

50. To what external entities will unanticipated problems involving risk to subjects and/or serious adverse events be reported? 
[bookmark: Check228]|_|  Funder
[bookmark: Check229]|_|  Coordinating Center/Lead Site
[bookmark: Check243]|_|  CRS IRB (adverse events must be reported within 5 days of occurring)
[bookmark: Check230][bookmark: Text79]|_|  Other (specify):       

51.  Describe who will monitor for unanticipated problems and adverse events?
[bookmark: Check231]|_|  Principal Investigator
[bookmark: Check232]|_|  Sub-investigator
[bookmark: Check233]|_|  Research Staff

52. [bookmark: Text111] Is there any other information you would like to bring to the IRB’s attention regarding this study or application?       




INVESTIGATOR’S GAURENTEE

All named individuals on this project have read and understand the procedures outline in the protocol.  All procedures involving human subject will be performed under my supervision or that of another qualified professional listed on this protocol.  

I understand that should I use the project described in this application as a basis for a proposal for funding, it is my responsibility to ensure that the description of human subjects used in the funding proposal(s) is identical in principle to that contained in this application.  I will submit modifications and/or changes to the IRB as necessary to ensure these are identical.  

I agree to comply with all applicable Federal, State, and local laws regarding the protection of human subject in research, including, but not limited to, the following:
· Performing the project with qualified personnel who have completed the CITI Program Human Subjects Basic Training Course;
· Implementing no changes in the approved protocol or consent form without prior CRS IRB approval;
· Obtaining informed consent from human subjects or their legally responsible representatives, using only the currently approved , date-stamped consent form
· Reporting Unanticipated Problems Involving Risks to subjects (including Serious Adverse Events) to the IRB within a timely manner;
· Providing IRB with required data for continuing reviews in a timely manner, or for closing the study, ensuring that IRB approval will not lapse;
· Abiding by my approved data security plan and being vigilant in protecting any sensitive information;
· Promptly providing the IRB with any information requested relative to the project;
· Promptly and completely complying with an IRB decision to suspend or withdraw its approval for the project;
· If I will be unable to direct this research personally for a prolonged time as when on leave or vacation, I will arrange for a co-investigator to assume direct responsibility in my absence and alert the IRB


_____________________________			_________________
Principal Investigator					Date
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