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	IRB # 
	


THIS FORM MUST BE TYPED
Note:  For best results in opening links contained within this document, it is recommended that you first save this document to the location of your choice.  Open the document from that location, then right-mouse click on a link and select “open hyperlink”.  
	This application is described by (check one):  
	
	

	
	A.  New IRB Research Protocol (Not previously reviewed)
	

	
	B.  Previously Approved Study for which IRB Approval has Lapsed :  
	Previous IRB #
	

	
	Please include with your submission either a written statement that verifies no research activities (recruitment or enrollment of new subjects; interaction, intervention, or data collection from currently enrolled subjects; or data analysis) have occurred since the lapse in approval, or a summary of events that occurred in the interim.  

	
	C.  Modification to Currently Approved Protocol 
	


1. Check type of review:
                     
Check IRB: 
	Expedited
	
	Full:
	
	Medical
	
	Nonmedical
	


2. Name and Address of Principal Investigator (PI) (where mail can most easily reach PI): If research is being submitted to or supported by an extramural funding agency such as NIH, a private foundation or a pharmaceutical/manufacturing company, the PI listed on the grant application or the drug protocol must be the same person listed below.  If the PI is completing this project to meet the requirements of a University of Kentucky academic program, also list name and campus address of faculty advisor.

	PI Name:
	
	
	PI is R.N.

	Department:
	

	*Room # & Bldg.:
	

	Speed Sort #:
	

	*Students should list preferred mailing address (i.e., an address where mail will most quickly reach them).


	
	
	
	

	3. PI’s AD account :
	
	Degree and Rank:
	

	        (“username”  to log in to your UK network account, i.e., jdoe)

	
	
	(Note:  If Employee ID# is not available, provide first & last initials with year of birth – e.g., JB1969)

	PI’s Employee/Student ID#:
	
	

	4. 
	
	
	
	

	5. PI’s Telephone #: 
	
	Dept. Code:
	
	

	

	6. PI’s e-mail address: 
	
	PI’s FAX Number:
	

	


4. Title of Project:  (If applicable, use the exact title listed in the grant/contract application.  When applicable to your research, it is important that you add to the beginning of your title the following:  “UK/P” if your research involves prisoners; “UK/D” if your research is supported by the Department of Defense”. 

	

	

	


5. Indicate which of the categories listed below accurately describes this protocol:    

	
	Not greater than minimal risk

	
	Greater than minimal risk, but presenting the prospect of direct benefit to individual subjects

	
	Greater than minimal risk, no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge about the subject’s disorder or condition

	
	Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of subjects


	6. Anticipated Beginning and Ending Date of Research Project:
	
	/
	

	
	
Month/Day/Year
              
	
	Month/Day/Year


	7. Number and age level of human subjects:                                
	
	/
	
	

	
             
	Number
	
	Age Range


8. Indicate the categories of subjects and controls to be included in the study.  You may be required to complete additional forms depending on the subject category applicable to your research.  Check ALL that apply:  
	
	Children (17 yrs or less) [attach Form W]
	
	Fetal Material [attach Form U]

	
	Wards of the State  [attach Form W]
	
	Neonates [attach Form U]

	
	Emancipated Minors
	
	Pregnant Women [attach Form U]

	
	Students
	
	Prisoners [attach Form V]

	
	College of Medicine Students / Residents/ House Officers [See IRB application Section 7, Form II (HTML) for additional requirements]
	
	Non-English Speaking [see Form H info (HTML)]

	
	
	
	International Citizens [DoD SOP may apply]

	
	Impaired Consent Capacity [attach Form T]
	
	Normal Volunteers

	
	Impaired Consent Capacity (Institutionalized) [attach Form T]
	
	Patients

	
	Military Personnel [DoD SOP may apply]
	
	Appalachian Population


	9. Does this study focus on subjects with any of the clinical conditions listed below that present a high likelihood of impaired consent capacity or fluctuations in consent capacity?
No - skip to question 10  

Yes

If yes, does the research involve interaction or intervention with subjects?
No, direct intervention/interaction is not involved (e.g., record-review research, secondary data analysis) -skip to question 10  

Yes - direct intervention/interaction is involved  - complete and attach Form T to your IRB application.
Examples of such conditions include:

	· Traumatic brain injury or acquired brain injury

· Severe depressive disorders or Bipolar disorders

· Schizophrenia or other mental disorders that involve serious cognitive disturbances

· Stroke

· Developmental disabilities

· Degenerative dementias

· CNS cancers and other cancers with possible CNS involvement

· Late stage Parkinson’s Disease

	· Late stage persistent substance dependence

· Ischemic heart disease

· HIV/AIDS

· COPD

· Renal insufficiency

· Diabetes

· Autoimmune or inflammatory disorders

· Chronic non-malignant pain disorders

· Drug effects
· Other acute medical crises


	 


10. Indicate the targeted/planned enrollment of the following members of minority groups and their subpopulations [Please note:  the IRB will expect this information to be reported at Continuation Review time]:
        




  
         
	Ethnic Origin
	 # Male  
	  # Female
	
	Ethnic Origin
	  # Male   
	 # Female

	American Indian/

Alaskan Native
	
	
	
	Hispanic/Latino
	
	

	Asian
	
	
	
	Native Hawaiian/Pacific Islander
	
	

	Black/African American
	
	
	
	White/Caucasian
	
	

	
	
	
	
	Other or unknown
	
	


11. Indicate the items below which apply to your research.   You may be required to complete additional forms depending on the items applicable to your research.  Check ALL that apply:
	
	Approved Drug Being Used for an Unapproved Use

[attach Form O and provide IND info here(]                  
	IND #:
	
	IND sponsor:
	

	
	Investigational New Drug:   [attach Form O and provide IND info here(]     
	   IND#:
	
	IND sponsor:
	

	
	Investigational Drug Service (IDS) will be used.

	
	Investigational Drug Service (IDS) will not be used.

	
	FDA Approved Drug(s) being tested [Complete Form O and attach]

	
	FDA Approved Device(s) being tested [Complete Form P and attach]

	
	Approved Device(s) Being Used for an Unapproved Use  [attach Form P and if significant risk device, provide IDE info here: (]  
	 IDE #:
	
	IDE sponsor:
	

	
	Investigational New Device [attach Form P and 

provide IDE info here: (]                                                   
	 IDE #:
	
	IDE sponsor:
	

	
	Humanitarian Use Device [attach Form P]

	
	Not applicable


12. Indicate the items below that apply to your research.  Depending on the items applicable to your research, you may be required to complete additional forms or meet additional requirements.  Contact the ORI (859-257-9428) if you have questions about additional requirements.  Check ALL that apply.
	
	Academic Degree / Required Research
	
	Genetic Research

	
	Aging Research





	
	Gene Transfer [see Form EE info (HTML)]

	
	Alcohol Abuse Research

	
	UK HIPAA Authorization

	
	Cancer Research
	
	UK HIPAA Waiver of Authorization

	
	Certificate of Confidentiality

	
	UK HIPAA  De-Identification

	
	CR-DOC (Clinical Research Development & Operations Center) 
	
	HIV/AIDS Research


	
	Clinical Research
	
	Screening for Reportable Diseases 

	
	Clinical Trial
	
	International Research [see Form H info (HTML)]

	
	
	Multicenter Clinical Trial (excluding NIH Cooperative Groups)
	
	Internet Research


	
	NIH cooperative groups (i.e., SWOG, RTOG)
	
	Investigator-initiated clinical trial for investigational drug (PI is sponsor)

	
	Placebo Controlled Trial
	
	PI has completed mandatory PI-sponsor training

	
	UK only
	
	Investigator-initiated clinical trial for investigational device (PI is sponsor)

	
	Collection of Biological Specimens for Banking
	
	PI has completed mandatory PI-sponsor training

	
	Collection of Biological Specimens



	
	Planned Emergency Research Involving Waiver of Informed Consent  [attach Form E]

	
	Community-Based Participatory Research
	
	Pluripotent Stem Cell Research

	
	Data & Safety Monitoring Board 
	
	Recombinant DNA

	
	Data & Safety Monitoring Plan
	
	Survey Research

	
	Deception [attach Form E]
 
	
	Transplants

	
	Drug/Substance Abuse Research 
	
	Use of radioactive material, ionizing radiation or x-rays for research [attach Form Q]

	
	Educational/Student Records (e.g., GPA, test scores)
	
	Vaccine Trials

	
	Emergency Use (Single Patient) [attach Emergency Use Checklist]
	
	Waiver of Informed Consent [attach Form E]

	
	NIH GWAS (Genome-Wide Association Study)
	
	Waiver of Requirement for Documentation of Informed Consent [attach Form F]

	
	
	
	


13. If the research is being submitted to, supported by, or conducted in cooperation with an external or internal funding


program, indicate the categories that apply.  Check ALL that apply:

	
	Not applicable  
	
	Internal Grant Program

	
	(HHS) Dept. of Health & Human Services 
	
	National Science Foundation

	
	
	(NIH) National Institutes of Health 
	
	Other Institutions of Higher Education

	
	
	(CDC) Centers for Disease Control & Prevention 
	
	Pharmaceutical Company

	
	
	(HRSA) Health Resources and Services Administration 
	
	Private Foundation/Association

	
	
	(SAMHSA) Substance Abuse and Mental Health Services Administration 
	
	State

	
	Federal Agencies Other Than Those Listed Here
	
	U.S. Department of Education

	
	Industry (Other than Pharmaceutical Companies)
	
	

	
	
	
	


14.  Specify the funding source and/or cooperating organization(s):  (e.g., National Cancer Institute, Ford Foundation, Eli Lilly & Company, South Western Oncology Group, Bureau of Prisons, U.S. Department of Justice, etc.)  If your project is funded, please see Form AA – DD in Section 6 of the IRB application for applicability of attachments.
	


15.   Yes     No    The research is supported by the Department of Defense (DoD).    

If yes, attach to your IRB application materials addressing the specific processes described in the Department of Defense IRB/ORI Coordination SOP [http://www.research.uky.edu/ori/human/SOPs_&_Policies.htm#6]. 

16. Does your research fall under the purview of the following committee(s)?   Check all that apply.

If you check any of the below committees, additional materials are required with your application submission.  See IRB application Section 7 for details, or contact ORI for information (859) 257-9428.
	
	Institutional Biosafety Committee
	Approval Received:
	

	
	IBC #:
	
	
	Month/Day/Year of Approval

	
	University Radiation Safety Committee 
	Approval Received:
	

	
	
	
	Month/Day/Year of Approval

	
	Radioactive Drug Research Committee
	
	

	
	
	
	

	** If you are proposing a study involving cancer research, in Question 13 above be sure to mark "Cancer Research".  If your study involves cancer research, ORI will provide a copy of your research protocol to the Markey Cancer Center (MCC) Protocol Review Committee (PRC). The MCC PRC is responsible for determining whether the study meets the National Cancer Institute (NCI) definition of a clinical trial and for issuing documentation to you (the investigator) which confirms either that PRC approval has been obtained or that PRC review is not required. Your IRB application will be processed and reviewed independently from the PRC review.


17. a)  Check all the applicable sites listed below at which the research will be conducted.   If you check any of the non-UK sites, see IRB application Section 4, Form N for a description of additional materials required with your application submission.  
	
	Not applicable
	
	Other Hospitals and Med. Centers

	
	Bluegrass Regional Mental Health Retardation Board
	
	Other State/Regional School Systems

	
	Cardinal Hill Hospital
	
	Shriner’s Children’s Hospital

	
	Correctional Facilities
	
	UK Classroom(s)/Lab(s)

	
	Eastern State Hospital
	
	UK Clinics in Lexington

	
	Fayette Co. School Systems
	
	UK Clinics outside of Lexington

	
	Home Health Agencies
	
	UK Healthcare Good Samaritan Hospital

	
	Institutions of Higher Education (other than UK)
	
	UK Hospital

	
	International Sites
	
	Veterans Affairs Medical Center

	
	Nursing Homes
	
	Other:
	


	b) Is this a multi-site study for which you are the lead investigator?
	
	Yes
	
	No

	c) Is this a multi-site study for which the University of Kentucky is the lead site?
	
	Yes
	
	No

	If yes to b and/or c, additional information must be provided to the UK IRB in the applicable section of Form N.


Note:  You may also need to include Form N if any of your study personnel are not an employee or student of the University of Kentucky (see Question #21).
18. Disclosure of Financial Interest:

a)  All investigators and employees who are or will be responsible for the design, conduct, or reporting of activities under externally-funded research at the University of Kentucky are required to complete a Research Financial Interest Disclosure Statement (RFIDS) [http://www.uky.edu/eForms/forms/discfin.pdf].  Have you, or any of the specified personnel who completed a Research Financial Interest Disclosure Statement (RFIDS) (Form X), answered "yes" to ANY of the 8 questions on the form? 


	
	Yes
	
	No
	
	Not externally-funded


b)  If your study is not externally-funded, complete Form Y [Research Financial Interest Disclosure Statement (RFIDS) (for non-externally funded research)] and include it with your application submission. 

If “yes” on either Form X or Form Y, you must include with your IRB application submission a copy of the completed form (Form X/RFIDS), and if you have completed the Research Conflict of Interest Committee review, a copy of the final approved  management plan.   If you do not have a final approved management plan, contact the Office of Sponsored Projects Administration (OSPA).  Note: The management plan must be submitted to the IRB before it can issue its final approval.

19. Additional Certification:  (If your project is federally funded, your funding agency may request an Assurance/Certification/Declaration of Exemption form.)  Check the following if needed: 

	
	Protection of Human Subjects Assurance/Certification/Declaration of Exemption (Formerly Optional Form – 310)


20. Identify other STUDY personnel assisting in research project (attach additional sheets if necessary).  (In the space provided, specify which personnel are authorized by the principal investigator to obtain informed consent.)  NOTE:  Study personnel are required to receive human research protection training before implementing any research procedures (e.g., “Dunn & Chadwick”, CITI).  For information about mandatory training requirements for study personnel, read UK’s “Education Requirement for Investigators and Study Personnel Involved with Human Subjects Research” available at: http://www.research.uky.edu/ori/human/Human_Research_Mandatory_Education.htm or contact ORI at 859-257-9428.

If you are using this sheet to request changes in study personnel (SP) that have not been previously reported to the IRB, please include with your Modification Request Form two copies of a current list of all study personnel, denoting the changes.

*If the research is being completed to meet academic requirements, the faculty advisor is also considered study personnel.

Note:  If Employee ID# or Student ID# is not available, provide first & last initials with year of birth – e.g., JB1969

	A) Study personnel assisting in research project:

	UK Affiliated individuals assisting in research project as 

study personnel:
	NON-UK Affiliated individuals assisting in research project as 

study personnel  [Form N may need to be included in your application.  Contact ORI at 257-9425 for assistance.]

	Name, Rank/Degree
	 
	Name, Rank/Degree
	

	Responsibility in Project  
	 
	Responsibility in Project  
	

	E-mail address:
	 
	E-mail address:
	

	Employee/Student ID#:
	
	Employee/Student ID#:
	

	Authorized to Obtain Consent:
	
	Yes
	
	No
	Authorized to Obtain Consent:
	
	Yes
	
	No

	Mandatory Training Completed?
	
	Yes
	
	No
	Mandatory Training Completed?
	
	Yes
	
	No

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	Name, Rank/Degree
	 
	Name, Rank/Degree
	

	Responsibility in Project  
	 
	Responsibility in Project  
	

	E-mail address:
	 
	E-mail address:
	

	Employee/Student ID#:
	
	Employee/Student ID#:
	

	Authorized to Obtain Consent:
	
	Yes
	
	No
	Authorized to Obtain Consent:
	
	Yes
	
	No

	Mandatory Training Completed?
	
	Yes
	
	No
	Mandatory Training Completed?
	
	Yes
	
	No

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	Name, Rank/Degree
	 
	Name, Rank/Degree
	

	Responsibility in Project  
	 
	Responsibility in Project  
	

	E-mail address:
	 
	E-mail address:
	

	Employee/Student ID#:
	
	Employee/Student ID#:
	

	Authorized to Obtain Consent:
	
	Yes
	
	No
	Authorized to Obtain Consent:
	
	Yes
	
	No

	Mandatory Training Completed?
	
	Yes
	
	No
	Mandatory Training Completed?
	
	Yes
	
	No

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	Name, Rank/Degree
	 
	Name, Rank/Degree
	

	Responsibility in Project  
	 
	Responsibility in Project  
	

	E-mail address:
	 
	E-mail address:
	

	Employee/Student ID#:
	
	Employee/Student ID#:
	

	Authorized to Obtain Consent:
	
	Yes
	
	No
	Authorized to Obtain Consent:
	
	Yes
	
	No

	Mandatory Training Completed?
	
	Yes
	
	No
	Mandatory Training Completed?
	
	Yes
	
	No

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	








Form A – Medical General Information Sheet







University of Kentucky

Med_GIS.doc 









 
Revised 1/26/12
2
Form A – Medical General Information Sheet







University of Kentucky

Med_GIS.doc 









 
Revised 1/26/12

