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Oak Ridge Site-wide

Institutional Review Board (ORSIRB) FWA00005031
APPLICATION TO CONDUCT RESEARCH ON 
HUMAN SUBJECTS

Note: This form is locked and will accept inputs only in check boxes and text boxes indicated by      , which will expand as necessary to accommodate text. The completed form should be saved with a unique file name.  The form is not password protected.  PLEASE unlock (Tools) the document to spell check, but please do not alter the original document. Pressing F1 will provide help text on selected questions.

Note:  All required signatures must be obtained prior to submitting a protocol for review.

	Principal Investigator:
	            FORMDROPDOWN 


	Complete Mailing Address:
	     

	
	     

	
	     

	Telephone/Fax/E-mail:
	                     

	Co-Principal Investigator:
	           FORMDROPDOWN 


	Complete Mailing Address:
	     

	
	     

	Telephone/Fax/e-mail:
	                   

	
	

	Title of Project:
	     

	
	

	Anticipated Sponsor:
	     

	Estimated Annual Funding:
	$     

	Estimated Start Date:
	     

	Type of Review Requested:
	 FORMCHECKBOX 
 Exempt*   FORMCHECKBOX 
 Expedited**   FORMCHECKBOX 
 Full Board              Date Submitted:                                    

	   
	


 **Please see Attachment A for the definition of Exempt Review categories

*Please see Attachment B for the definition of Expedited Review categories

Please see Attachment C for Elements of Informed Consent

Checklist

Application for Review
(Any of the following may be submitted by fax or e-mail; signed copies can be sent later)

Required Documentation for a New Application


 FORMCHECKBOX 

Application for Review (signed by the PI, Program Manager, and Institutional Official)



 FORMCHECKBOX 

Complete Proposal/Protocol


 FORMCHECKBOX 

Process of Consent 



 FORMCHECKBOX 

Consent Form(s)



 FORMCHECKBOX 

Documentation of PI and key project staff human subjects training 



 FORMCHECKBOX 

PI/Co-PIs’ CV (Brief)



 FORMCHECKBOX 

PI and key staff resume (if first proposal to the ORSIRB)


 FORMCHECKBOX 

Additional information that may be helpful to the ORSIRB



 FORMCHECKBOX 

This list, individually identifying materials submitted and grouped in order as listed



If Applicable:



 FORMCHECKBOX 

Advertisement, flyers, solicitation for volunteers



 FORMCHECKBOX 

Information Sheets/Brochures


 FORMCHECKBOX 

Questionnaires/Surveys



 FORMCHECKBOX 

Data Management Plan



 FORMCHECKBOX 

Certificate of Confidentiality 



 FORMCHECKBOX 

IRB approval from collaborating institutions 

                   
 FORMCHECKBOX 

Cooperative Agreement between participating institutions 



 FORMCHECKBOX 

Report(s) of peer review of the proposal
Human Subjects Training:  Documentation of human subjects training for all key project staff must be completed before this application will be accepted for review.  

Documentation of human subjects training for all key project staff is:



Attached to this application:
 FORMCHECKBOX 

   

Current and on File in the ORSIRB Office:  FORMCHECKBOX 
 
Administrative Requirements:

· All contact documents (consent forms, letters, etc.) must be paginated in a footer in the style of “1 of n,” where “n” is the total number of pages in the document.  Dates should be included in this footer to reflect the most recent revisions.

· Names of ALL signatories on the Application, consents, etc., must be printed or typed.

· ALL signatures must be dated.

· All contact documents (consents, letters, informational materials) must be in size 10 font or greater.

· Double-sided printing is recommended for all final versions of contact documents, consents, and letters.



	I. 
General Information:  (Summarize the proposed research using non-technical language that can be understood by members whose primary concerns are non-scientific.)

	(a)
Objective(s) of the study (Provide a brief, non-technical statement of the purpose, background, and significance of the study.)
      

	(b)
Methods of Procedure (What is the experimental design and how is the study being conducted?)      

	Note: The principal investigator is responsible for taking all necessary steps to maintain confidentiality and protection.  This includes coding and choosing an appropriate and secure storage mechanism that will prevent unauthorized access to the data, biological specimens or tissues.  Clear explanation regarding use, access, duration of maintenance/storage, and disposal must be provided in the Informed Consent.

Does this research involve data (records review, testing data, etc.) to be collected?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No  

If “Yes,” complete section (c).  If “No,” does this research involve collection of biological materials (samples/tissues, cells/cell lines)?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
If “Yes,” complete section (d).  If “No,” does this research involve Interview/Survey/Questionnaires?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  If “Yes,” complete section (e).  
(c)
Data to be collected   (Press F1 for Help)     
· Describe how and from whom data will be collected and recorded, who will have access, and how confidentiality of data will be maintained.      
· Number of subjects expected to be enrolled.       
· Will it be associated with personal identifiers or coded to protect personal privacy?       
· Describe the coding method.  Who will have access to the codes?      
· Where and how will the data be stored during the study, and how will it be secured? (Press F1 for Help)       
· What will happen to the hard copy and computerized data after the study is completed?       
· How long will data be kept after the project’s completion?  What are the methods of disposal?      
· Will the data be used for any purpose other than for this study?  If yes, explain.  (This information must be included in the Informed Consent.)      
· Do you intend to create a new data base using the information from this study?      
· Will identifying information be included in the new data base?  Has justification been provided for the use of identifying data, such as Social Security numbers and names?       
· Will potential long-term health effects of the research be explained? (Effects include health, economic, and psychological.) This information should be included in the Informed Consent.)       
· Do you plan to publish the results of this study?      
· Are the data subject to the DHHS Health Insurance and Portability Accounting Act (HIPAA)?  If so, confirm that the institutions involved in this research are in compliance with the requirements of 45 CFR Parts 160 and 164.       
 (d)
Biological Materials Derived from Humans (samples/tissues, cells/cell lines) Press F1  for Help      
· In what form will materials be obtained (e.g., peripheral blood, urine, biopsy, x-ray)?      
· From whom are the materials obtained?  If another investigator, please explain and provide documentation of approval from that institution. If purchased, provide the vendor’s name(s) and FDA License/Registration number(s).      
· Number of samples expected to be collected.       
· How will materials be collected and recorded?       
· Will the materials be identified?       
· Will the materials be coded to protect privacy?  If yes, describe the coding method.  Will link between code and personal identifier(s) be kept?  If yes, by who and how long?      
· Where will the materials be stored during the study?  How will they be secured?      
· Who will have access to the materials and/or to the codes?       
· How long will the materials be retained?  What will happen to them when the research has been completed?  What is the method of disposal?      
· Will the materials be used for any other purpose than this study?  If yes, describe any future potential use and the method for gaining informed consent for that use.   If identifiable materials will be released, specify the person or agency to whom they will be released.      
· Are their adequate provisions to protect participants from the risks of breach of confidentiality and invasion of privacy?      
· To what extent would a breach of confidentiality or invasion of privacy constitute harm to subjects?       

(e)
Interview/Survey/Questionnaire  (Press F1 for Help):       
· Describe how and from whom information will be collected (e.g., telephone, one-on-one, group) and recorded, who will have access, and how confidentiality of data will be maintained.      
· What is the overall length of expected participation?      
· Number of subjects expected to be enrolled:       
· Will information be associated with personal identifiers or coded to protect personal privacy?       
· Describe the coding method.  Who will have access to the codes?      
· Where and how will the information be stored during the study, and how will it be secured?       
· What will happen to the hard copy and computerized information after the study is completed?       
· How long will information be kept after the project’s completion?  What are the methods of disposal? How will audio and video tapes be disposed of?      
· Will the information be used for any purpose other than for this study?  If yes, explain.  (This information must be included in the Informed Consent.)      
· Do you intend to create a new data base using the information from this study?      
·  Will identifying information be included in the new data base?  Has justification been provided for the use of identifying data, such as Social Security numbers and names?       
· Will potential long-term health effects of the research be explained? (Effects include health, economic, and psychological.) This information should be included in the Informed Consent.)       
· Do you plan to publish the results of this study?       
· Is the information subject to the DHHS Health Insurance and Portability Accounting Act (HIPAA)?  If so, confirm that the institutions involved in this research are in compliance with the requirements of 45 CFR Parts 160 and 164.       


	

	II.
Beneficence: Risk/Benefit Considerations

The protocol must describe all procedures (including safeguards for preservation of confidentiality) for: maximizing potential benefits to subjects or to society; protecting against or minimizing known or potential risks. The potential benefits must outweigh the risks.

	(a)
Potential benefits to subjects       

	(b)
Potential benefits to others (What potential benefits to society may be expected from this research?)       

	(c)
Potential or real risks to subjects:  (Press F1 for Help)       

	(d)
Does participating in this protocol present any unusual risks to the confidentiality of subjects’ medical 
information?

(For example, history of drug use; genetic testing.) 

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

If yes, explain what will be done to protect confidentiality?       

	(e)
Assessment of risk/benefit ratio. (Please describe how the potential benefits to the subject of participating in this protocol outweigh the real and potential risks of participating.)       

	(f)
Adverse Events  (Press F1 for Help)
     

	III.
Autonomy: Respect for Persons, PHI & Informed Consent

With very few exceptions, the protocol must describe the procedure to be followed in obtaining an informed and legally effective consent to participate in the research and to use and disclose protected health information.

	(a)
How and by whom will potential subjects be identified or approached for purposes of recruitment? (Attach a copy 
of any planned advertisements/notices and letters to potential subjects.  Press F1 for Help.)      

	(b)
Evaluation of potential subjects  (Are there any inclusion/exclusion criteria based on age, gender, pregnancy, childbearing potential, or race/ethnic origin?)      

	(c)
How, when and by whom will informed consent be obtained? (see Attachment C:  Elements of Informed Consent)        

	(d)
Waiver of Informed Consent:  An IRB may waive the requirement to obtain informed consent provided it finds and documents that:  

· The proposed research presents no more than minimal risk to the subjects,
· A waiver of informed consent not adversely affect the rights and welfare of subjects,
· It impracticable to carry out the research without a waiver or alteration of informed consent.  
· Whenever appropriate, the subjects will be provided with additional pertinent information about participation (i.e., Fact Sheet).  


If you are requesting a Waiver of Informed Consent, please explain:       


	IV
Justice

Subject selection must be equitable: The potential risks of participation should be shared by those who might be expected to benefit from the results of the study. Care must be taken not to recruit from groups that might be especially vulnerable to coercion.

	(a)
Does subject population include fetuses, pregnant women, children, the mentally disabled, prisoners, or any other subjects whose ability to give voluntary and informed consent may be in question? If yes, briefly discuss the rationale for utilizing this population.       
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	(b)
Will any particular physiological, health, psychological, or sociological characteristics of the subject population pose special medical, ethical, or legal problems? If yes, what steps have been taken to minimize these potential problems?      
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	

	V.
Conflict of Interest & Financial Considerations  
Conflict of interest is defined as: a) salary or payment for services exceeding $10,000 per year (not including funds for this or other research); b) an equity interest with a fair market value over $10,000 or which represents more than 5% ownership; or c) intellectual property rights (patents, copyrights, royalties, etc.).  

	(a)
Will subjects incur financial obligations as a result of participating in the study?  Will subjects have to pay for any of the treatment(s) they receive or for tests performed in the research?  If yes, please describe       
	Yes  FORMCHECKBOX 

    No  FORMCHECKBOX 


	(b)
Are there any additional costs to the subject that may result from participation in the protocol? 
If yes, please describe.       
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	(c)
In the event of a research related injury, will the sponsor(s) pay for medical care and/or hospitalization? 
If yes, under what conditions?       
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	(d)
Will the subject receive any payment for participation in the protocol or reimbursement for personal expenses? 
If yes, how much and how is the amount determined? (Press F1 for Help)      
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	(e)
Do you or any of the other investigators or co-investigators at this site or members of your immediate families have any financial relationship with any entity sponsoring this study or any entity providing a product that is central to the purpose of the study or under the IRB’s jurisdiction?  If yes, please explain.       
	Yes  FORMCHECKBOX 

	No  FORMCHECKBOX 


	

	VI.
Affirmation of Principal Investigator


The principal investigator shall follow the procedures of the Oak Ridge Site-wide Institutional Review Board (ORSIRB) in obtaining "informed consent" from the subjects under study.  The investigator recognizes acceptance of primary responsibility for safeguarding the interests of the participants under study.  If applicable by prior agreement, the investigator is responsible for immediately notifying the ORSIRB of any significant changes in methods of procedure or of the development of unexpected risks.  Continuation of the Board's approval of the project is contingent upon its approval of any such changes and acceptance of a progress report.

Principal Investigator

	     
	
	

	Name (please print or type)
	Signature
	Date


Co-Principal Investigator

	     
	
	

	Name (please print or type)
	Signature
	Date


DIVISION or PROGRAM REVIEW (Manager/Supervisor):
The application described herein has been reviewed and approved for submission to the ORSIRB.

	     
	
	

	Name (please print or type)
	Signature
	Date


	     
	     
	

	Title 
	Institution
	Date


	     
	
	

	Title
	Institution
	Date


Attachment A

CATEGORIES OF EXEMPTION

Involvement of human subject research in the following categories may be declared exempt from IRB Review by the IRB.   Only the IRB may determine which activities qualify for an exempt review.  

45 CFR 46.101(b)(1):
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
EVALUATION/COMPARISON OF INSTRUCTIONAL STRATEGIES/CURRICULA


Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

If "Yes", describe the educational setting in which the research will be conducted and the type of normal educational practices involved. 

     
45 CFR 46.101(b)(2):
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
EDUCATIONAL TESTS, SURVEYS, INTERVIEWS, OR OBSERVATIONS 


Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: (i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation.


Note:  This exemption is not available for research involving children unless the research is limited to observation of public behavior when the investigators do not participate in the activities being observed. 

45 CFR 46.101(b)(3):

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
PUBLIC OFFICIALS OR CANDIDATES FOR PUBLIC OFFICE

Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior that is not exempt under the previous paragraph if: (i) the human subjects are elected or appointed public officials or candidates for public office; or (ii) Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.
Describe how subjects may be identified or are at risk, or state the federal statute that allows the confidentiality of the subject to be maintained throughout the research and thereafter. 

     
45 CFR 46.101(b)(4):

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
COLLECTION OR STUDY OF EXISTING DATA 


Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

Note:  To qualify for this exemption, the data, documents, records, or specimens must be in existence before the project begins.  Additionally, under this exemption, an investigator (with proper authorization) may inspect identifiable records, but may only record information in a non-identifiable manner.  

45 CFR 46.101(b)(5):

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
RESEARCH & DEMONSTRATION PROJECTS
Research and demonstration projects which are conducted by or subject to approval of federal Departmental or Agency heads (such as the Secretary of HHS), and which are designed to study, evaluate, or otherwise examine: (i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; (iv) possible changes in methods or levels of payment for benefits or services under those programs.

Proof of approval by Department/Agency Head is attached.  FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

Note: This exemption applies to federally funded projects only and is most appropriately invoked with authorization or concurrence from the funding agency.  Additionally, specific criteria must be satisfied to invoke this exemption  Also, this exemption category does not apply if there is a statutory requirement that this project be reviewed by an IRB or if the research involves physical invasion or intrusion upon the privacy of subjects.

45 CFR 46.101(b)(6):

 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No
FOOD QUALITY EVALUATION & CONSUMER ACCEPTANCE STUDIES

Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome food, without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the FDA or approved by the EPA or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

Attachment B

CATEGORIES OF RESEARCH THAT MAY BE REVIEWED THROUGH EXPEDITED PROCEDURES

If your research meets the definition of minimal risk1 and involves only procedures listed in one or more of the categories below it may be reviewed by expedited procedures.

Please identify all categories that apply to your research

1. Clinical studies of drugs and medical devices that do not require investigational new drug or investigational exemption application.
 FORMCHECKBOX 
 Yes
2. Collection of blood samples by finger stick, heel stick, or venipuncture.
 FORMCHECKBOX 
 Yes
3. Prospective collection of biological specimens for research purposes by noninvasive means (e.g., hair and nail clippings, sputum specimen collected after saline mist nebulization, to name a few).
 FORMCHECKBOX 
 Yes
4. Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving X-rays or microwaves (e.g., body weight, electrocardiograph, ultrasound, moderate exercise when appropriate).
 FORMCHECKBOX 
 Yes
5. Research involving materials (data, documents, records, or specimens) that have been collected or will be collected solely for nonresearch purposes (such as for medical treatment or diagnosis).  Note: some research in this category may be exempt from HHS regulations for the protection of human subjects
45CFR 46.101 (b) (4). This listing refers only to research that is not exempt.
 FORMCHECKBOX 
 Yes
6. Collection of data from voice, video, digital, or image recordings made for research.
 FORMCHECKBOX 
 Yes
7. 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), 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) (4).  This listing refers only to research that is not exempt.
 FORMCHECKBOX 
 Yes
8. Continuing review of research previously approved by the convened IRB as follows:

a. Where (i) the research is permanently closed to the enrollment of new subjects, (ii) all subjects have completed all research-related interventions, and (iii) the research remains active only for long-term follow-up of subjects; or

b. Where no subjects have been enrolled and no additional risks have been identified; or
 FORMCHECKBOX 
 Yes
c. Where the remaining research activities are limited to data analysis.
 FORMCHECKBOX 
 Yes
9. Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories 2 through 8 do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.
 FORMCHECKBOX 
 Yes
1MINIMAL RISK means that the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

Attachment C

Elements of Informed Consent

Basic Elements of Informed Consent

The researcher shall provide all of the following information to each subject when seeking informed consent:

a.
A statement that the study involves research; an explanation of the purposes of the research and the expected duration of the subject's participation; a description of the procedures to be followed; and identification of any procedures that are experimental.

b.
A description of any reasonably foreseeable risks or discomforts to the subject.

c.
A description of any benefits to the subject or to others that may reasonably be expected from the research.

d.
Disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject.

e.
A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained.

f.
For research involving more than minimal risk, an explanation as to whether any compensation and/or medical treatment is available if injury occurs and, if so, what they consist of, or where further information may be obtained.

g.
An explanation of whom to contact for answers to pertinent questions about the research, about the research subjects' rights, and whom to contact in the event of a research-related injury to the subject.

h.
A statement that participation is voluntary, that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

Additional Elements of Informed Consent

When appropriate, one or more of the following elements of information shall also be provided to each subject:

a.
A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) that are currently unforeseeable.

b.
Anticipated circumstances under which the subject's participation may be terminated by the investigator without obtaining the subject's consent.

c.
Any additional costs to the subject that may result from participation in the research.

d.
The consequences of a subject's decision to withdraw from the research, and procedures for orderly termination of participation by the subject.

e.
A statement that significant new findings developed during the course of the research that may relate to the subject's willingness to continue participation will be provided to the subject.

f.
The approximate number of subjects involved in the study.

g.
Any additional information that would meaningfully add to the protection of the rights and welfare of subjects.

Note:
These required elements of informed consent are not intended to preempt any applicable federal, state or local laws that require additional information to be disclosed for informed consent to be legally effective.

This document should be a self-contained description of the proposed research.  Please do not indicate “Refer to Protocol” or “Refer to Informed Consent Document.”  All applicable items must be answered.  Copies of the Protocol and the Informed Consent Document must be submitted with this form.
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