  APPLICATION FOR APPROVAL OF RESEARCH INVOLVING HUMAN SUBJECTS

DATE:              IRB STUDY NUMBER (leave blank if new submission):       
TITLE OF  STUDY:       
NAME AND DEGREE(S) OF

PRINCIPAL INVESTIGATOR:            DEPT:       
PID NUMBER OF PRINCIPAL INVESTIGATOR:       
MAILING ADDRESS:     



                                       

PHONE:               FAX:               PAGER:            

E-MAIL:       
NAMES AND DEGREE(S) OF CO-INVESTIGATORS:       
     
NAME AND PHONE NUMBER OF

RESEARCH COORDINATOR, IF APPLICABLE:       
NAME OF FUNDING SOURCE:       
I. Agreements

Principal Investigator:

I certify that each of the above-named co-investigators has accepted his/her role in this study.  I agree to a continuing exchange of information with the Committee on the Protection of the Rights of Human Subjects (IRB). I agree to obtain IRB approval before making any changes or additions to the project. I will provide progress reports at least annually, or as requested. I agree to report promptly to the IRB all unanticipated problems or serious adverse events involving risk to human subjects. A copy of the consent form will be given to each subject and the signed original will be retained in my files. If the study involves treatment of UNC Hospitals patients, a copy of the consent form will be placed in each subject’s medical record. 

_______________________________________________                     ____________ 

Signature of Principal Investigator
                                       Date 

_______________________________________________                      ____________

Signature of Faculty Advisor if P.I. trainee or Non-Faculty                      Date

Department Chair of P.I. (or Vice-Chair if Chair is investigator or otherwise unable to review): 

I have reviewed this research study. I believe the research is sound, that the study design and methods are adequate to achieve the study goals, and that there are appropriate resources (financial and otherwise) available to the investigator. I support it, and hereby submit it for further review.   

___________________________________     ________________________     _______                                                                                 

Signature of Department Chair
   Department
Date



                   (rev. 07-25-02)          

II. Summary Checklist

	ARE THE FOLLOWING INVOLVED?
	 YES
	  NO

	Surveys, questionnaires or interviews






	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Existing Patient Records and/or Specimens                                                                           

            If research is limited to study of existing medical records and /or samples,

           Submit Short Form instead of this application.
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Investigational Drug(s) IND#      
           If “yes”, do you intend to use the UNC Hospitals Investigational Drug Service?
	   FORMCHECKBOX 

   FORMCHECKBOX 

	   FORMCHECKBOX 

   FORMCHECKBOX 


	Approved drugs for “non-FDA-approved” conditions
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Placebo(s)
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Experimental devices, instruments, machines  IDE#      
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Genetic studies on subjects’ specimens
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Storage of subjects’ specimens for future, as-yet-undesignated research


If “yes”, see Instructions for Submitting IRB Applications for

           Research that Includes the Storage of Human Biologic Specimens.
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Fetal tissue
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Videotaping, audiotaping, filming of subjects
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Non-patient volunteers
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Patients as subjects
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Minors (less that 18 years old)


If “yes”, indicate: Age range          to       years
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Do you intend to target your enrollment at:


 -Students or staff as subjects?
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	             -Non-English-speaking subjects?
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	             -Decisionally impaired or mentally incompetent subjects?
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	             -Prisoners, parolees and other convicted offenders as subjects?
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	             -Pregnant subjects?
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Will HIV tests be performed?
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Will subjects be studied at off-campus sites?
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Is this a multicenter study?


If “yes”, is UNC-CH the sponsor or coordinating center?
	   FORMCHECKBOX 
  

   FORMCHECKBOX 

	   FORMCHECKBOX 

   FORMCHECKBOX 


	Diagnostic or therapeutic ionizing radiation, or radioactive isotopes, which

    subjects would not receive otherwise


If “yes”, approval by the Radiation Safety Committee is required.
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Recombinant DNA or gene transfer to human subjects


If “yes”, approval by the Biologic Safety Committee is required.
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Is this an oncology study?


If “yes”, submit this application directly to the 


Oncology Protocol Review Committee.
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	Will subjects be studied in the General Clinical Research Center?


If “yes”, obtain GCRC Addendum from the GCRC 

            and submit complete application (IRB application and Addendum)  to the GCRC.
	   FORMCHECKBOX 

	   FORMCHECKBOX 



III. Required Education in Human Subjects Protection

UNC policy requires that all persons engaged in research involving human subjects must complete training in ethical conduct of research and protection of subjects. This applies to all research, regardless of funding source.  For further information, including what options are acceptable in fulfillment of these requirements, see http://www.med.unc.edu/irb/Education2.htm 

Individuals who have completed training should have been entered into the Human Subjects Training Database maintained by the Office of Research Services (ORS).  To print documentation, visit http://zeppo.admin.unc.edu/isapi/certweb.dll and enter the names of each individual involved with this research project. Names not returned by the database are not recognized as having satisfied the education requirement. For questions regarding the database, please contact ORS at 962-7757.

WITH THIS APPLICATION, please submit the printout from the ORS database, verifying that each individual involved in the research (including faculty, staff, students and outside collaborators, if responsible to this IRB) has satisfied the education requirements.

 IV. Potential Conflict of Interest

The following questions apply to any investigators or study staff involved with industry-sponsored research, and/or their immediate family members (spouse, dependent children, others).  Within the past 12 months or the next 12 months, have you or will you:

Receive any form of personal compensation from the Sponsor, 


 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
  NO
including salary, consulting fees, honoraria, royalties, equipment, etc.?

If so, does or will that compensation exceed $10,000?


 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
  NO







Have an ownership interest of any nature in the Sponsor or product


 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
  NO

under study, including equity, stock options, etc.?






If so, does or will that interest exceed $10,000 in value?


 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
  NO

If so, does that interest represent more than 5% ownership


 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
  NO


in the Sponsor?







Hold any position with the Sponsor, including officer, director, trustee,

 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
  NO consultant, member of advisory board, etc.?





Have an intellectual property interest on any technology or invention used 

 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
  NO

in this study, including patent rights, copyright, etc.?







Have a conflict of interest disclosed through the University’s annual 

 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
  NO

evaluation policy that relates to this research study?

If the answer is “YES” to any of the questions above, please include an explanation with this application.  As with any changes to the research itself, relationships or interests that develop later should be brought to the IRB’s attention for further consideration.

V. Description of Proposed Research Activity

1. Purpose and Rationale: Provide a brief summary of the background information, state the research question(s), and tell why the study is needed.  Avoid an extensive literature review in this document, unless there is no supporting master protocol.

     
2. Subjects: Specify number, age, gender, ethnicity, and whether healthy volunteers or patients.  If patients, specify the disease or condition and indicate how potential subjects will be identified.  If pregnant women are excluded, or if women who become pregnant are withdrawn, specific justification must be provided.  NIH applications require that women, minorities, and children be included or that their exclusion be justified. If children are involved, refer to “Children as Research Subjects”.

     
3. Inclusion/Exclusion criteria: List required characteristics of potential subjects, and those that preclude enrollment.

     
4. Full description of the study design, methods and procedures: Include the type of experimental design; study procedures; sequential description of what will be asked of/done to subjects; assignment of subjects to various arms of the study if applicable; doses, frequency and route of administration of medication and other treatment if applicable; kinds of data to be collected; primary outcome measurements; and follow-up procedures. If the study involves treatment, distinguish standard care procedures from those that are research.  If the study is a clinical trial involving patients as subjects and use of placebo control is involved, provide justification for the use of placebo controls.  This section (4) should generally not exceed 2 single-spaced pages using 12-point type.

     
5. Duration of entire study and duration of an individual subject’s participation, including follow-up evaluation if applicable: Include the number of required visits and approximate duration of each visit.

     
6. Where will the subjects be studied?  If off UNC-CH campus, list locations.

     
7. Full description of risks and measures to minimize risks: Include risk of psychosocial harm (e.g. emotional distress, embarrassment, breach of confidentiality, etc.) economic harm (e.g. loss of insurability) and legal jeopardy (e.g. disclosure of illegal activity) as well as known side effects of study medication, if applicable, and risk of pain and physical injury.

     
8. Benefits to subjects and/or society: The possibility of benefit to society should be clearly distinguished from the possibility of benefit to the individual subject, if any. If there is no direct benefit to the individual subject, say so. Do not list monetary payment as a benefit.

     
9. Inducements for participation: If monetary, specify the amount and how this will be prorated if the subject withdraws (or is withdrawn) from the study prior to completing it.

     
10. Costs to be borne by subjects: Include clinic fees, diagnostic and laboratory studies, drugs, devices, transportation, all professional fees, etc.  If there are no costs to subjects, indicate this.

     
11. Statistical analysis: If this is a single-center study, provide evidence that the sample size is sufficient to achieve the study aims and tell how the data will be analyzed. If a multicenter trial, indicate where and by whom statistical analysis will be performed.

     
12. Methods of recruiting: Tell how prospective subjects are contacted.  If they are UNC Hospital patients, initial contact should be made by their treating physician, or by someone whom the patients know to have legitimate access to their medical records (for example, a clinical director). This may be accomplished by means of a letter from that individual to prospective subjects, requesting the patient’s permission to be contacted by the investigator.

     
13. How will informed consent be obtained?  Describe the process.  When the consent of a legally authorized representative is substituted for consent of the adult subject, explain why this is necessary.  If non-English-speaking subjects will be enrolled, a consent form should be prepared in their foreign language.  Someone who is fluent in the subjects’ language must be available to interpret.

     
14.  Safety-Monitoring Plan

A safety-monitoring plan must be submitted as part of each application.   Plans may vary from simple to more detailed, depending on the level of risk imposed on the research subjects. If your study is not a clinical trial and does not involve a research intervention (administering a substance, exposing to experimental conditions or doing a procedure for research purposes) you may answer “Not Applicable” (NA) to questions 3, 4, 5, and 6.  

1. What potential risks are inherent in the study?  This should correspond with the risks that are described in the protocol and consent form.

2. How will risks be minimized? 
3. What tests, evaluations, or observations will be performed to assess subject safety?  List the specific tests, evaluations, examinations, observations, questionnaires, etc., that will be used, and frequency of such use, to assess subject safety, to monitor for toxicity, or to detect adverse events.  A table is recommended (Multi-center studies generally include such a table, sometimes called “Schedule of Events” or Schedule of Evaluations” in the Master protocol; it should be reproduced here. If not possible to reproduce, reference clearly).

4. How will adverse events be classified?  Identify the scale that will be used to grade the severity of adverse events. (Multi-center studies generally include such a scale. It should be referenced here). *It is strongly recommended that if a protocol does not already have a specific grading scale, the Common Toxicity Criteria (CTC) scale be utilized.  The CTC scale may be viewed at http://ctep.cancer.gov/.  Once at this website, click on Reporting Guidelines, next click on Common Toxicity Criteria, then click on Common Toxicity Criteria Document (PDF) for the actual CTC table.  For more information on the use of this table, click on Common Toxicity Criteria Manual (PDF).

5. List specific stopping rules in relation to the adverse event grading scale. Disclose the grade and number of AEs that will lead to subject discontinuation or stopping the study.  
6. What is the plan for aggregate analysis of adverse events?   Is there a DSMB or similar group that will review un-blinded data? If so, please describe.  At what intervals will data be analyzed? Confirm that the IRB will receive all reports of DSMB meetings and other safety reports. (If this is a Phase I or other study with no DSMB, please summarize how the safety data will be aggregated and reviewed, the rules for dose escalation, continuation, etc., which team members will be involved in these decisions, and at what intervals such reviews will occur, if not already covered in # 5)

7. To whom and with what frequency will adverse events be reported?  Discuss reporting to the IRB and GCRC as well as to sponsor, FDA and NIH if applicable, of expected and unexpected events.
8. Who will monitor the safety of research subjects? Identify the individuals (P.I., Investigators, MDs, RNs, Research Associates, etc.) and describe the process at this site for monitoring and documenting safety of research subjects. Describe the reporting mechanisms of the study staff to the P.I. and/or sponsor and the frequency with which the P.I. reviews protocol data.  Specify whether an outside monitor will review study charts and data and the frequency of these reviews, if known. *The NIH advises consideration of the inherent conflict of interest if the PI or someone who reports to the PI is the only monitor in trials that pose significant risk to study subjects. 

Submit the following to: IRB Office, Building 52, CB# 7097, UNC-CH; 


Original and 2 copies of this completed, signed application;


3 copies of each consent and assent form;


If applicable, submit also:



3 copies of the Master Protocol; represented by the full application if NIH/DHHS grant



1 copy of the Investigator’s Brochure;



3 copies of questionnaires or survey instruments;



3 copies of recruitment materials (letters, ads, posters, TV or radio scripts).


 Please do not send double sided copies.

For addition information consult the IRB website at http://www.med.unc.edu/irb/, email us at irb_questions@med.unc.edu, or call the IRB Office at 966-1344.







