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DESCRIPTION:  Common Rule regulation distinguishes specific categories of research activities that are exempt from the requirement of IRB approval beyond an initial assessment to confirm that the exemption was claimed correctly. This document is used to request written confirmation (approval) of an exemption claim. 

In addition to this form completed and signed (on paper or electronically) inclusion of the following items is always required for review. Check that each is attached:


 FORMCHECKBOX 
 Comprehensive grant or project description
 FORMCHECKBOX 
 Applicant investigator’s resume or curriculum vitae


 FORMCHECKBOX 
 Work plan including data safety management
 FORMCHECKBOX 
 Form 04 – Invoice Information


 FORMCHECKBOX 
 All Consent, assent, permission documents
 FORMCHECKBOX 
 Other supporting documents
MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE

Send package to submit@eandireview.com
	Instruction: When to use this form:

	· Exemption means the activity IS research and does involve humans as subjects.
	Exemptions cannot be given if there is no research or if there are no human subjects involved.   If certification is required by an agency or editor, use E&I Form 11, Human Subjects Research Determinatinon 

	· Exemption means the activity does not require more than a limited IRB review.


	Exemption does not mean that it has been deemed ethical or appropriate.  The institution/organization conducting the study and each performance site needs to make sure they wish to, and have the resources to, support the project.  E&I reviewers will check for major ethical issues. The reviewer may agree with the claim, ask for added safeguards, or may suggest full IRB review.

	· Exemption means the activity fits nicely in an exemption category. 
	All of the procedures in the phase of the study under review must fit into a category below.  


	Definitions:

	· Secondary research –
	The re-use of identifiable information and identifiable biospecimens that are collected for some other ‘‘primary’’ or ‘‘initial’’ activity. (E.g., medical records, education, leftover tissue/samples from an institution’s specimen repository, or excess blood drawn for clinical purposes.) It does not include surveys, interviews, or collection of samples by the investigator (that would have a primary research purpose.)

	· Private Information
	Information about behavior that occurs in the context in which an individual can reasonably expect that no observation or recording is taking place, and information that has been provided for specific purposes by an individual and that the individual can reasonably expect will not be made public (e.g., a medical record)

	· Identifiable Private Information
	Is private information for which the identity of the subject is or may readily be ascertained by the investigator or associated with the information. 

	· Identifiable Biospecimen 
	A bio‐specimen for which the identity of the subject is or may readily be

ascertained by the investigator or associated with the bio‐specimen.  

	· Limited IRB Review
	Process by which certain limited determinations relating to specific exemption categories are required to be made by the IRB, or a designated IRB member.    

	A.  Who Is Making This Request

	A.1.   Identify The Investigator    

	Name (with degrees):
	     
	Phone
	     

	Company: 
	     
	Cell
	     

	Mailing Address: 
	     
	Fax
	     

	City, State, Zip: 
	     
	E-mail
	     

	Tell us something about yourself
	     

	Tell us something about your research experience and training.
	     

	Conflict of interest:  Do you, your staff, or your immediate families have ANY financial or other interest in, or with, the study sponsor, funding source, or a competing company? Includes:

· Income or compensation related to research (includes salary)
· Ownership interest (includes stock options)
· Proprietary interest (e.g., patent, copyright, licensing agreement)
· Travel paid by third party (includes reimbursement over $5,000)
· Incentives/bonuses for early recruitment, enrollment or completion
· Non-financial competing interests

For more detail on defined conflicts of interest see: E&I Form 31G COI Guide
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 

If yes, attach E&I Form 31 COI Disclosure

	· A.2  Identify The Company

	Company name
	     

	Tell us something about the company
	     

	What commitments has the company or institution made?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No     Our company has a Federal Wide Assurance (FWA) number: If yes, insert number        and continue. If no, stop.

	What is billing address/contact?
	Attach:  E&I Form 04 – Invoice Information

	· A.3.   Funding Agency

	· If the funding is through a federal grant, please attach copy of the grant.   FORMCHECKBOX 
 No grant invovled

	Funding
	Agency: 
	Grant Number 

	· A.4.   Other Organizations

	Sites

List performance sites, data acquisition, interview, schools, etc.  

For additional sites, attach list.
	Site Name and Address:


	Contact: 

Phone  

E-mail  
     
Is there a local/internal IRB?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, attach E&I: Form 32 – IRB Site Waiver

	
	
	

	
	Activity at this site:      


	B.  What activities are involved in this request?

	· B.1.  Study Identification

	TITLE for this exemption request. 
	     

	What is the study about?  What are you going to do?  How are humans to be involved as subjects? 
	A thumbnail summary is: 

     

	What procedures involve human subjects?
	     

	· B.2.  What Exemption Category Is Being Claimed?

	All of the activities described in the application must fit easily into one or more of the exemption categories.

	Restricted applications
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 
Does this activity involve children, classified research or an FDA regulated product. If yes, there are additional restrictions on the exemption categories.

	Will prisoners be enrolled?
	 FORMCHECKBOX 
  Prisoners permitted inclusion, but only incidentally, not targeted. (Exemption permitted)

 FORMCHECKBOX 
  Prisoners are a subpopulation the research seeks to examine. (Exemption NOT permitted)

	Will any identifiable information be collected on children?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 
Describe:      

	Will activities include any interview or survey procedures with children?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 
Describe:      

	Category number claimed:
	45 CFR 46.101(b)   FORMCHECKBOX 
 1       FORMCHECKBOX 
 2       FORMCHECKBOX 
 3       FORMCHECKBOX 
 4       FORMCHECKBOX 
 5       FORMCHECKBOX 
 6       FORMCHECKBOX 
 7       FORMCHECKBOX 
 8
For each box checked, complete a justification questionnaire following the signature.

	What other rules might apply to this study?
	 FORMCHECKBOX 
 FERPA    FORMCHECKBOX 
 PPRA   FORMCHECKBOX 
 HIPAA 
 FORMCHECKBOX 
 Funding Agency   FORMCHECKBOX 
 State Rules    FORMCHECKBOX 
 FDA    Other:      

	C. Ethical Concerns

	Exempt studies performed using humans as subjects may still raise ethical concerns. The following questions will assist in determining if there are additional issues or restrictions.


	C.1.  Who Will Be Recruited To Participate?

	· What subject population is being sought?  Consider teachers, students, donors, parents and others.

· Describe the key features of the subject population.

· Are there any defined special populations or people vulnerable to undue influence (e.g.,employees, those without resources)   

· What is the likelihood of encountering literacy or language problems?   

	Description
	     

	How are these people approached?  What is the recruitment process?
	     

	Are you recruiting from any of the regulated special populations, or populations that you anticipate may be more vulnerable to coercion?
	 FORMCHECKBOX 
 Population or class of person subject to undue influence or coercion  
 FORMCHECKBOX 
 Children (include ages/reading ability in description above)  
 FORMCHECKBOX 
 Prisoners (included incidentally)
 FORMCHECKBOX 
 Individuals with impaired decision-making capacity   
 FORMCHECKBOX 
 Economically and educationally disadvantaged
 FORMCHECKBOX 
 Other vulnerable population (e.g., employees)      

	Would you expect any group in this sample to have difficulty giving or refusing consent, and 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   
If yes, if so, what additional safeguards have been added?      

	Does the consent plan include any of these elements?
	The following are the minimum recommended (not required) elements:

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
This activity is identified as being “research” or a “study”

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
A quick description of the procedures 

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Information about whether or not the data will be confidential including if it will be subject to data sharing agreements or secondary use

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
The name of the researcher

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
a method of contacting the researcher

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
That participation is a voluntary choice, questions can be skipped.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Additional required elements of broad consent, if applicable.


	C.2.  Informed Consent Plan

	Attach any consent forms or informational material associated with this project.

	How is consent addressed? 

· Select all that apply
	 FORMCHECKBOX 
 Informed consent will be obtained and documented to include all requirements/elements in:  §46.116. FORMCHECKBOX 
 Broad consent will be obtained and documented to include all requirements/element in  §46.116.
 FORMCHECKBOX 
 Informed consent to be obtained, but requesting a waiver of documentation (signature.) 

(Attach Form 26 Waiver Request) 
 FORMCHECKBOX 
 Broad consent to be obtained, but requesting waiver of documentation (signature.) 


(Attach Form 26 Waiver Request) 
 FORMCHECKBOX 
 Consent was gained (or likely gained) at collection, but unable to be verified/proven or was insufficient FORMCHECKBOX 
 Informed consent will NOT be obtained, requesting waiver of consent process and documentation. 

(Attach Form 26 Waiver Request) 
 FORMCHECKBOX 
 Consent already obtained by other organization (Attach verification, or explain)

 FORMCHECKBOX 
 Information Sheet (e.g., written consent document without signature) given Attach a copy
 FORMCHECKBOX 
 Introductory paragraph on survey or instrument 
 FORMCHECKBOX 
 Information on a screen with an action to indicate acceptance

 FORMCHECKBOX 
 A note or log entry signed by researcher/team member
 FORMCHECKBOX 
 Verbal description and conversation
 FORMCHECKBOX 
 No consent is planned or Other. Explain      


	· C.3.  How Will Confidential Information Be Protected?

	Are any identifiers used?  Are the donors or students identified?  Are they public figures?


	The data being received for the research is 

 FORMCHECKBOX 

Anonymous (no identifiers ever collected) 

 FORMCHECKBOX 

Delinked-anonymized (identifiers collected – link obliterated)

 FORMCHECKBOX 

Linked without access (identifiers collected – link remains with source, and is unavailable to investigator.)

 FORMCHECKBOX 

Linked with access (identifiers collected – link available to investigator)

Describe:      

	HIPAA involvement?

(health care only)


	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
We are a Covered Entity or Business Associate 

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
We are generating, using or disclosing PHI

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
We are getting PHI from a Covered Entity.

If any of the above is yes, please include a discussion of how HIPAA will be satisfied. Describe:      
If a Waiver of Authorization is needed, include E&I Form 26C.

	FERPA (School based records use)  How does this use of data or records comply with FERPA?
	 FORMCHECKBOX 
 N/A or Describe:      
If a Waiver of FERPA Authorization is needed, include E&I Form 26D.

	· C.4.  Are There Other Issues?

	· School board opinions?

· State laws?

· Future genetic issues?  
· Need to re-contact subjects?
	     

	D. Signature and Assertion

	· I certify that this information is complete and correct.

· I accept ultimate responsibility for the conduct of this study, the ethical performance of the project, and the protection of the rights and welfare of the human subjects who are directly or indirectly involved in this project.

· I will comply with all E&I policies and procedures as well as with all applicable federal, state and local laws regarding this project.

· I will ensure that the personnel performing this study are qualified and adhere to the provisions of this E&I certified protocol.
· I will notify E&I within 30 days of learning, if my conflict of interest status changes.
· I acknowledge that if this activity changes or extends beyond the expiration date, the certification is voided.

	Signature


	Printed Name

     
	Date

     



CATEGORY JUSTIFICATION
This section will (a) determine if the activities fit within the exemption category and (b) cause you to look at specific aspects of the study and to demonstrate to us that the clearance is justifiable.

	Category 1 – Normal Educational Practice
	§46.104(d)(1)

	 “Research conducted in established or commonly accepted educational settings that specifically involves normal educational practices, that are not likely to adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instruction. This includes: 

(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.”

E&I considers the work in non-traditional venues (museums/public television) to be commonly accepted educational settings.  

	What is the “established or commonly accepted” educational setting? 
	     

	What are the “normal educational practices”?  Which of these activities would occur whether or not this research occurs?
	     

	Confidentiality:  What data is being gathered?  Grades?  Standardized scores?  Individual or aggregate?  Is there a link?  How is it maintained?  
	     

	Describe provisions to maintain confidentiality as it comes to you, as it is manipulated and as it is stored.
	     

	What will happen to non-participants during time required for the study?
	     

	What is the age and probable reading level of the participants?
	     

	Recruitment: How are schools, teachers and students recruited? What is your relationship with them? Include how initial contact made?  (Attach any materials.)
	     

	Informed Consent: How are subjects (and parents) informed of the study?  What material is distributed about it?  

How is agreement obtained?

How is agreement documented?
	Process:       

	
	Documentation:       

	If you are not doing recruitment directly, how have you trained your surrogate?
	     

	Are there sensitive topics?    


	1  FORMCHECKBOX 
 
Political affiliations or beliefs of the student or the student’s parent

2  FORMCHECKBOX 
 
Mental and psychological problems of the student or the student’s family;

3  FORMCHECKBOX 
 
Sex behavior and attitudes;

4  FORMCHECKBOX 

Illegal, anti-social, self-incriminating and demeaning behavior;

5  FORMCHECKBOX 
 
Critical appraisals of other individuals with whom the student has close family relationships; 
	6  FORMCHECKBOX 
 
Legally recognized privileged and analogous relationships, such as those of lawyers, physicians, and ministers; or

7  FORMCHECKBOX 
 
Religious practices, affiliations or beliefs of the student or student’s parent, or

8  FORMCHECKBOX 
 
Income, other than that required by law to determine eligibility for participation in a program or for receiving financial assistance under a program.


	Category 2 – Educational Tests, Surveys, Interviews & Observation
	§46.104(d)(2)

	“Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior (including visual or auditory recording) and at least one is true:

	(i) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; or

(ii) Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation; or 
(iii) Information obtained is recorded in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and when appropriate
· IRB determines through limited review, that the provisions to protect privacy of participants and maintain confidentiality of data are adequate.  §46.111(a)(7).

	Which subcategory(ies) above correctly represent the identifiability of information in the research?
	 FORMCHECKBOX 
 (i)      FORMCHECKBOX 
 (ii)     FORMCHECKBOX 
 (iii) 
Explain:      

	Is DOD or are military personnel involved?
	 FORMCHECKBOX 
 No 
If yes, this category cannot be used

	What is being done for research that would not otherwise be done?  List the tests, survey procedures, interview procedures or observation.  
	     

	What information is being collected?  How is information recorded?  Are there data, video, interviews?
	     

	Identifiable Private Information Included
	When information is obtained in a manner that the identity of the participants can be readily ascertained, limited IRB review is used to determination that the provisions to protect participant privacy and confidentiality of data are adequate.

	What identifiers are used, and why are they needed?  (Name? DOB? URL? IP address?  Social media name?)
	     


	What makes it “private”
	     

	Describe steps taken to protect participant privacy
	     

	Describe provisions to maintain confidentiality (e.g., your data security plan) as it comes to you, as it is manipulated and as it is stored.  
	     

	Is there any data sharing requirement?
	     

	Were there a breach in confidentiality, what is the worst that might happen to an identified subject? Consider stigma, employment, abuse reporting
	     

	CHILDREN
	If children are involved and if the protections of Subpart D are relevant, this category is limited only to research involving observation of public behavior, when the investigators do not participate in the activities being observed, and cannot include children at all under option (iii).

	Children may not be involved if funding is through an agency that has adopted Subpart D, except with certain limitations.  


Mark any/all that apply:
	 FORMCHECKBOX 
 Children involved  




 FORMCHECKBOX 
 Funding involved from Federal Agency (Agency:      )
 FORMCHECKBOX 
 The activity is limited to observation of public behavior 
 FORMCHECKBOX 
 Investigator is NOT participating in the activities under observation. 

	
	 FORMCHECKBOX 
 None of the above


	Category 3 – Benign Behavioral Interventions in Conjunction with the Collection of Information From Adult Subjects
	§46.104(d)(3)

	Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to intervention and information collection and at least one of the following criteria met:

(A) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; or
(B) Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation; or 
(C) Information obtained is recorded in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and when appropriate
· IRB determines through limited review, that the provisions to protect privacy of participants and maintain confidentiality of data are adequate.  §46.111(a)(7).

	Will children be involved?  Must be no for exempt
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 


	Are the benign behavioral interventions brief in duration, harmless, painless, not physically invasive? All must be yes

(E.g., Having the subjects play an online game, having them solve puzzles under various noise conditions, or having them decide how to allocate a nominal amount of received cash between themselves and someone else.)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   Is it brief in duration

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   Harmless and painless

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   Not physically invasive

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   Not likely to have a significant adverse last impact on the subjects, and

Describe:      


	What subcategory from above does this fit into?  
	 FORMCHECKBOX 
 A      FORMCHECKBOX 
 B     FORMCHECKBOX 
 C 
Explain:      

	Are the interventions likely to have a significant adverse lasting impact on subjects? Must be no
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
If no, explain:      

	Does the investigator have any reason to think the subjects will find the interventions offensive or embarrassing? Must be no
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
If no, explain:      

	Does the research involve deceiving the subjects regarding the nature or purposes of the research?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 


	If yes, will subject authorize the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he/she will be unaware of or misled regarding nature or purposes of the research?  Must be yes
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 N/A
Describe deception and if applicable, how subject will authorize:      

	Identifiable Private Information Included
	When information is obtained in a manner that the identity of the participants can be readily ascertained, limited IRB review is used to determination that the provisions to protect participant privacy and confidentiality of data are adequate.

	What identifiers are used?  (Name? DOB? URL? IP address?  Social media name?)
	 FORMCHECKBOX 
 None or Describe:      


	Describe provisions to maintain confidentiality as information comes to you, as it is manipulated and as it is stored. I.e., your plan for data security
	     

	Is there any data sharing requirement? 
	 FORMCHECKBOX 
 None or Describe:      

	Were there a breach in confidentiality, what is the worst that might happen to an identified subject? Consider stigma, employment, abuse reporting
	     

	Describe steps taken to protect participant privacy
	     


	Category 4 – Secondary Research for Which Consent is Not Required
	§46.104(d)(4)

	Secondary research for which consent is not required (regardless of whether broad consent was obtained): Secondary research uses of identifiable private information or identifiable biospecimens, if at least one of the following criteria is met:
(i) The identifiable private information or identifiable biospecimens are publicly available; or
(ii) Information, (including about biospecimens) is recorded in such a way that subject identity cannot be readily ascertained (directly or through identifiers linked to the subjects) and investigator will neither contact the subjects or re-identify subjects.
(iii) Research involves only information collection and analysis involving the investigator's use of identifiable health information when that use is regulated by HIPAA (under 45 CFR 160/164) for the purposes of “health care operations” or “research” (defined by 164.501) or for “public health activities and purposes” as described under (164.512(b)); or
(iv) The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for nonresearch activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with section 208(b) of the E-Government Act of 2002, 44 U.S.C. 3501 note, if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, 5 U.S.C. 552a, and, if applicable, the information used in the research was collected subject to the Paperwork Reduction Act of 1995, 44 U.S.C. 3501 et seq.

Note: Data can be collected prospectively, does not have to already be ‘on the shelf’.

	FDA: Is this study FDA regulated?  Are any results to be held for FDA inspection?
	 FORMCHECKBOX 
 No - continue     FORMCHECKBOX 
 Yes – FDA does not recognize this exemption.  

	Which criteria from above is being applied?
	 FORMCHECKBOX 
 (i)     FORMCHECKBOX 
 (ii)     FORMCHECKBOX 
 (iii)     FORMCHECKBOX 
 (iv)    

	If (i), where was it publicly available?
	Where was it publicly available?      

	If (ii) was broad consent obtained? (If yes, consider category 8)
	 FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no



	If (iii) what was this for?
	 FORMCHECKBOX 
 Health care operations
 FORMCHECKBOX 
 Research


Was authorization obtained?   FORMCHECKBOX 
 yes   FORMCHECKBOX 
 no
 FORMCHECKBOX 
 Public health

	What is being collected? 
	 FORMCHECKBOX 
 Data     FORMCHECKBOX 
 Documents    FORMCHECKBOX 
 Records. 

 FORMCHECKBOX 
 Images (E.g., radiology, MRI, x-rays)
 FORMCHECKBOX 
 Biospecimens          FORMCHECKBOX 
 Diagnostic specimens

Describe as you would on a requisition:       

	Who controls the data/specimen access and use?
	     

	How is information recorded so that subjects cannot be identified or re-identified?  (NOTE: This means that, with the way it is recorded, individuals cannot be identified and, thus, that no password protected file is necessary.  
	 FORMCHECKBOX 
 Explain how:      


	What identifiers are originally associated with it?  What identifiers will you receive?  When were and how are the data stripped of identifiers? If not, how is confidentiality maintained? Where will codes or identifiable data be stored?
	     


	Category 5 – Research and Demonstration Projects that are Conducted or Supported by a Federal Department or Agency
	§46.104(d)(5)

	Research and demonstration projects which are conducted or supported by, or subject to the approval of Federal department or agency heads, (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects) and that are designed to study, evaluate, improve, or otherwise examine at least one of the following:
Check one:  and explain below
i)
 FORMCHECKBOX 
 public benefit or service programs;

ii)
 FORMCHECKBOX 
 procedures for obtaining benefits or services under those programs;

iii) 
 FORMCHECKBOX 
 possible changes in or alternatives to those programs or procedures; or
iv) 
 FORMCHECKBOX 
 possible changes in methods or levels of payment for benefits or services under those programs.

Check to confirm: (all must be checked)

·  FORMCHECKBOX 
 The research will be conducted pursuant to federal statutory authority

·  FORMCHECKBOX 
 With no statutory requirement for IRB review
·  FORMCHECKBOX 
 The research does not involve significant physical invasions or intrusions upon participant privacy interests, and
·  FORMCHECKBOX 
 The research has the authorization or concurrence of the funding agency.
Such projects include, but are not limited to, internal studies by Federal employees, and studies under contracts or consulting arrangements, cooperative agreements, or grants. Exempt projects also include waivers of otherwise mandatory requirements using authorities such as sections 1115 and 1115A of the Social Security Act, as amended.    

	For the category selected above, please explain:
	     

	What federal statutory authority?
	     

	What federal agency has authorized and concurred? (Attach authorization)
	     


	Category 6 – Taste and Food Quality
	§46.104(d)(6)

	Taste and food quality evaluation and consumer acceptance studies,

i) 
if wholesome foods without additives are consumed or 

ii)
if a food is consumed that contains a food ingredient at or below the level found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

	What is the food?  How is it determined to be “wholesome” and if there are additives?
	     

	What level of this food/ingredient has been found to be safe?  How much is to be consumed?
	     


	Category 7 – Storage or Maintenance for Secondary Research for which Broad Consent is Required
	§46.104(d)(7)

	Storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research uses, when limited IRB review determines (§46.111(a)(8)) the following:
· Broad consent is obtained (may be collected for either research studies other than the proposed research or nonresearch purposes) using a process that:

· Meets requirements of §46.116 (a) (1 – 4), (6) and
· Provides all 7 elements of broad consent required by §46.116 (d) 

and 
· Documentation of informed consent is met (or waived) in accordance the §46.117
and 

· If there is a change made for research purposes in the way the identifiable private information or identifiable biospecimens are stored or maintained, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.

	What is being done?
	 FORMCHECKBOX 
 Obtaining (see exemption 8)      FORMCHECKBOX 
 Storing    FORMCHECKBOX 
  Maintaining    FORMCHECKBOX 
 Disseminating (see exemption 8)

	What is included?   (mark all that apply)
	 FORMCHECKBOX 
 Identifiable private information      FORMCHECKBOX 
 Identifiable biospecimens

	How is the information and/or biospecimen identifiable?

 
	     

	What makes it “private”?
	     

	Broad Consent Process 
	When broad consent is obtained, the process must include all requirements listed at   §46.116 (a) (1 – 4), (6) to be confirmed by limited IRB review.

	Confirm

	(a)(1) Broad consent was obtained prior to collection of information/biospecimens 
	Yes  FORMCHECKBOX 


	
	(a)(2) The prospective participant or the legally authorized representative (LAR) were given sufficient opportunity to discuss and consider whether or not to participate and that minimized the possibility of coercion or undue influence. 
	Yes  FORMCHECKBOX 


	
	(a)(3) Information given is in language understandable to participant (or LAR)
	Yes  FORMCHECKBOX 


	
	(a)(4) Information provided was what a reasonable person would want to have in order to make an informed decision about whether to participate, and was given an opportunity to discuss that information. 
	Yes  FORMCHECKBOX 


	
	(a)(6) No exculpatory language is included through which the participant (or LAR) is made to waive or appear to waive any of legal rights, or releases or appears to release the investigator, the sponsor, the institution, or its agents from liability for negligence. 
	Yes  FORMCHECKBOX 


	Broad Consent Elements
	When broad consent is obtained, all required elements listed §46.116 (d) must be included

	Confirm:
	(d)(1)/(b)(2) A description of any reasonably foreseeable risks or discomforts to the subject
	Yes  FORMCHECKBOX 


	
	(d)(1)/(b)(3) A description of any benefits to the subject or to others that may reasonably be expected from the research
	Yes  FORMCHECKBOX 


	
	(d)(1)/(b)(5) A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained
	Yes  FORMCHECKBOX 


	
	(d)(1)/(b)(8) A statement that participation is voluntary and
	Yes  FORMCHECKBOX 


	
	…that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and 
	Yes  FORMCHECKBOX 


	
	… the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled
	Yes  FORMCHECKBOX 


	
	(d)(1)/(c)(7) When appropriate, a statement that the subject's biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit.
	Yes  FORMCHECKBOX 


	
	(d)(1)/(c)(9) When appropriate, for research involving biospecimens, whether the research will (if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen). 
	Yes  FORMCHECKBOX 


	
	(d)(2) A general description of the types of research that may be conducted with the identifiable private information or identifiable biospecimens. This description must include sufficient information such that a reasonable person would expect that the broad consent would permit the types of research conducted;
	Yes  FORMCHECKBOX 


	
	(d)(3) A description of the identifiable private information or identifiable biospecimens that might be used in research…and
	Yes  FORMCHECKBOX 


	
	…whether sharing of identifiable private information or identifiable biospecimens might occur and

	Yes  FORMCHECKBOX 


	
	…the types of institutions or researchers that might conduct research with the identifiable private information or identifiable biospecimens

	Yes  FORMCHECKBOX 


	
	(d)(4) A description of the period of time that the identifiable private information or identifiable biospecimens may be stored and maintained (which period of time could be indefinite)… and
	Yes  FORMCHECKBOX 


	
	…and a description of the period of time that the identifiable private information or identifiable biospecimens may be used for research purposes (which period of time could be indefinite)
	Yes  FORMCHECKBOX 


	
	(d)(5) Unless details about specific research studies will be provided, a statement that participant (or LAR) will not be informed of the details of any specific research studies that might be conducted using the participant’s identifiable private information or identifiable biospecimens, including the purposes of the research… and 
	Yes  FORMCHECKBOX 


	
	…and that they might have chosen not to consent to some of those specific research studies
	Yes  FORMCHECKBOX 


	
	(d)(6) Unless it is known that clinically relevant research results, including individual research results, will be disclosed to the participant in all circumstances, a statement that such results may not be disclosed to the subject
	Yes  FORMCHECKBOX 


	
	(d)(7) An explanation of whom to contact for…
Answers to questions about the participant’s rights and 
	Yes  FORMCHECKBOX 


	
	About storage and use of the participant’s identifiable private information or identifiable biospecimens, and
	Yes  FORMCHECKBOX 


	
	Whom to contact in the event of a research-related harm. 
	Yes  FORMCHECKBOX 


	Will donors be required to sign the consent form? (permitted to be electronically)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
If no, explain:      

	If no, Is a waiver of documentation being requested.
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
If yes, attach E&I Form 26 Request for Waiver


Explain intended process:      

	If data/information received from another source, how is broad consent verified?
	 FORMCHECKBOX 
  The source warranted that broad consent met all requirements
 FORMCHECKBOX 
  Other, explain:      
 FORMCHECKBOX 
  N/A

	Privacy and Confidentiality
	If there been a change made for research purposes, in the way the information and/or specimens are stored or maintained, limited IRB review will be used to determine if there are adequate provisions to protect the subject privacy and confidentiality of data. 

	Has there been a change made for research purposes, in the way the information and/or specimens are stored or maintained?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   If yes, explain:      

	What identifiers are used?  

(I.e., Name, DOB, URL, IP address, Social media name)
	     

	Were there a breach in confidentiality, what is the worst that might happen to an identified subject? Consider stigma, employment, abuse reporting
	     

	What steps are taken to assure protection of subject privacy?
	Explanation required:      


	Category 8 – Secondary Research for Which Broad Consent is Required
	§46.104(d)(8)

	Research involving the use of identifiable private information or identifiable biospecimens for secondary research use, if all of the following criteria are met:
(i) Broad consent was obtained (may have been collected for either research studies other than the proposed research or nonresearch purposes) using a process that:

a. Meets requirements of §46.116 (a) (1 – 4), (6) and
b. Provides all 7 elements of broad consent required by §46.116 (d) 

and

(ii) Documentation of informed consent was met (or waived) in accordance with §46.117
and

(iii) IRB determines through limited review 
· That when appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data; §46.111 (a)(7) and
· Research to be conducted is within the scope provided in broad consent


and
(iv) IRB determines through limited review that the investigator does not include returning individual research results to subjects as part of the study plan. This provision does not prevent an investigator from abiding by any legal requirements to return individual research results.

	Privacy and Confidentiality
	If there has been a change made for research purposes, in the way the information and/or specimens are stored or maintained, limited IRB review will be used to determine if there are adequate provisions to protect the subject privacy and confidentiality of data. 

	What identifiers are used?  (E.g., Name, DOB, URL, IP address, Social media name)
	     

	What makes it “private”?
	     

	Describe provisions to maintain confidentiality as information comes to you, as it is manipulated and as it is stored. I.e., your plan for data security
	     

	Is there any data sharing requirement? 
	 FORMCHECKBOX 
 None or Describe:      

	Were there a breach in confidentiality, what is the worst that might happen to an identified subject? Consider stigma, employment, abuse reporting
	     

	What steps are taken to assure protection of subject privacy?
	Explanation required:      

	Intended Activities/Uses
	Limited IRB review will be used to determine that he scope is consistent with description given in the broad consent and that no individual research results are being returned. 

	How does the consent describe the intended scope of activities?
	     

	Will any individual results be returned (or been promised to be returned) to participants?
	 FORMCHECKBOX 
 No Must be no for exemption

	Was broad consent obtained at the time the existing information/biospecimens were collected? 
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
If yes, provide copy of broad consent used and explain process:      

	Broad Consent Process 
	When broad consent is obtained, the process must include all requirements listed at   §46.116 (a) (1 – 4), (6) to be confirmed by limited IRB review.

	Confirm:
	(a)(1) Broad consent was obtained prior to collection of information/biospecimens 
	Yes  FORMCHECKBOX 


	
	(a)(2) The prospective participant or the legally authorized representative (LAR) were given sufficient opportunity to discuss and consider whether or not to participate and that minimized the possibility of coercion or undue influence. 
	Yes  FORMCHECKBOX 


	
	(a)(3) Information given is in language understandable to participant (or LAR)
	Yes  FORMCHECKBOX 


	
	(a)(4) Information provided was what a reasonable person would want to have in order to make an informed decision about whether to participate, and was given an opportunity to discuss that information. 
	Yes  FORMCHECKBOX 


	
	(a)(6) No exculpatory language is included through which the participant (or LAR) is made to waive or appear to waive any of legal rights, or releases or appears to release the investigator, the sponsor, the institution, or its agents from liability for negligence. 
	Yes  FORMCHECKBOX 


	Broad Consent Elements
	When broad consent is obtained, all required elements listed §46.116 (d) must be included

	Confirm:
	(d)(1)/(b)(2) A description of any reasonably foreseeable risks or discomforts to the subject
	Yes  FORMCHECKBOX 


	
	(d)(1)/(b)(3) A description of any benefits to the subject or to others that may reasonably be expected from the research
	Yes  FORMCHECKBOX 


	
	(d)(1)/(b)(5) A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained
	Yes  FORMCHECKBOX 


	
	(d)(1)/(b)(8) A statement that participation is voluntary and
	Yes  FORMCHECKBOX 


	
	…that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and 
	Yes  FORMCHECKBOX 


	
	… the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled
	Yes  FORMCHECKBOX 


	
	(d)(1)/(c)(7) When appropriate, a statement that the subject's biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit.
	Yes  FORMCHECKBOX 


	
	(d)(1)/(c)(9) When appropriate, for research involving biospecimens, whether the research will (if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen). 
	Yes  FORMCHECKBOX 


	
	(d)(2) A general description of the types of research that may be conducted with the identifiable private information or identifiable biospecimens. This description must include sufficient information such that a reasonable person would expect that the broad consent would permit the types of research conducted;
	Yes  FORMCHECKBOX 


	
	(d)(3) A description of the identifiable private information or identifiable biospecimens that might be used in research…and
	Yes  FORMCHECKBOX 


	
	…whether sharing of identifiable private information or identifiable biospecimens might occur and
	Yes  FORMCHECKBOX 


	
	…the types of institutions or researchers that might conduct research with the identifiable private information or identifiable biospecimens
	Yes  FORMCHECKBOX 


	
	(d)(4) A description of the period of time that the identifiable private information or identifiable biospecimens may be stored and maintained (which period of time could be indefinite)… and
	Yes  FORMCHECKBOX 


	
	…and a description of the period of time that the identifiable private information or identifiable biospecimens may be used for research purposes (which period of time could be indefinite)
	Yes  FORMCHECKBOX 


	
	(d)(5) Unless details about specific research studies will be provided, a statement that participant (or LAR) will not be informed of the details of any specific research studies that might be conducted using the participant’s identifiable private information or identifiable biospecimens, including the purposes of the research… and 
	Yes  FORMCHECKBOX 


	
	…and that they might have chosen not to consent to some of those specific research studies

	
	(d)(6) Unless it is known that clinically relevant research results, including individual research results, will be disclosed to the participant in all circumstances, a statement that such results may not be disclosed to the subject
	Yes  FORMCHECKBOX 


	
	(d)(7) An explanation of whom to contact for…

Answers to questions about the participant’s rights and 
	Yes  FORMCHECKBOX 


	
	About storage and use of the participant’s identifiable private information or identifiable biospecimens, and
	Yes  FORMCHECKBOX 


	
	Whom to contact in the event of a research-related harm. 
	Yes  FORMCHECKBOX 


	Were participants/donors required to sign the consent form? (permitted to be electronically)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 


	If no, was an IRB approved waiver of documentation obtained?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
If yes, please provide verification or explain      

	If data/information received from another source, how is broad consent verified?
	 FORMCHECKBOX 
  The source warranted that broad consent met all requirements
 FORMCHECKBOX 
  Other, explain:      
 FORMCHECKBOX 
  N/A
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