
HUMAN SUBJECT RESEARCH DETERMINATION FORM
FOR AN ACTIVITY/PROJECT THAT 

DOES INVOLVE USE OF A DRUG DEVICE OR BIOLOGIC 
This form is made available so that individuals can self-determine whether IRB review is necessary for a proposed activity/project that does involve the use of a drug, device or biologic.  The IRB does not have to review activities/projects that do not meet either the FDA definition of clinical investigation and human subjects or the DHHS definitions of research and human subject.  If IRB review is not required, individuals are encouraged to keep this form with the project records to demonstrate how the determination was made.
While not required, individuals who utilize this form and determine that IRB review is not required may still elect to submit the form to the IRB for an official IRB determination.  If electing to do so sufficient information must be provided such that the IRB can make the determination.  The completed/signed form can be returned to Patricia Gneiting (gneiting@uchc.edu). This form will be reviewed by a representative of the IRB within approximately 6-10 business days.  If the reviewer determines that a project is not human subject research the IRB will have no on-going involvement with the project.  If the project is deemed to meet the definition of clinical investigation involving human subjects or research involving human subjects, a complete IRB application will be required with the IRB providing guidance as to the type of review required. Such communication will occur through return of this form by e-mail to the individual designated as the Project Lead.   
HIPAA is addressed in Section III of this form.  Project personnel are responsible for ensuring that all activities involving the use of protected health information are HIPAA compliant.     
PLEASE NOTE, IF YOU ELECT TO PROCEED WTH OBTAINING AN OFFICAL DETERMINATION FROM THE IRB, THE REQUEST MUST BE FOR A SINGLE SPECIFIC ACTIVITY/PROJECT NOT MULTIPLE PROJECTS UNDER THE UMBRELLA OF THE SAME PROGRAM.   
DO NOT SUBMIT THIS COVER PAGE WITH YOUR REQUEST 

DO NOT USE THIS FORM FOR dbGaP ACCESS REQUESTS.  USE THE dbGaP ACCESS REQUEST FORM FOR IRB CERTIFICATION AVAILABLE AT http://research.uchc.edu/rcs/hspp/irb/irb-instructions-forms-and-samples/
HUMAN SUBJECT RESEARCH DETERMINATION FORM

FOR AN ACTIVITY/PROJECT THAT 

DOES INVOLVE USE OF A DRUG DEVICE OR BIOLOGIC 
	Project # (to be assigned by IRB)
	

	Name Project Lead (PL)
	

	Position of PL
	 FORMCHECKBOX 
 Student     FORMCHECKBOX 
 Resident      FORMCHECKBOX 
 Paid Faculty     FORMCHECKBOX 
 Other/describe:    

	E-mail for PL
	

	Phone Number for PL
	

	Faculty Mentor for PL*
	

	Title of Project
	

	FDA Regulated Product:
	


*Required for student and resident projects.  May be required if Other is designated. 
PART I - RESEARCH DETERMINATION  
Read and consider the following definition, and then respond accordingly 
Clinical Investigation (FDA):  Any experiment that involves a test article [e.g. drug, device, biologic] and one or more human subjects and that is either 1) subject to requirements for prior submission to the FDA under §505(i) [drugs] or §520(g); or 2) not subject to the requirements for prior submission to the FDA under those sections but the results of which are intended to be submitted later to, or is held for inspection by, the FDA as part of an application for a research or marketing permit.  
I.1
Does the proposed activity/project involve a clinical investigation? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If Yes, proceed to Part II, Item II.1.   If No, consider the next definition. 
Systematic Investigation:  A formal scientific inquiry characterized by all of the following:
· the formulation of a hypothesis or experimental question

· the requirement of adherence to a predefined plan for the data collection and analysis

· the performance of data analysis to evaluate the hypothesis or experimental question

· the results of the inquiry are intended to be replicable
I.2
Does the proposed activity/project involve a systematic investigation? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If Yes, consider the next definition and respond to I.3.   If No, proceed to Part III.   
Generalizable Knowledge: Information resulting from a systematic investigation that has at least one of the following characteristics: 
· it is intended to be disseminated to a broader external audience by means such as professional publication and/or formal presentation

· it may be applicable to circumstances other than those under which the systematic investigation was conducted

I.3
Will generalizable knowledge result from a systematic investigation? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If Yes, consider the next definition and respond to I.4.   If No, proceed to Part III.
Research:  A systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.  

I.4
Does the proposed activity/project meet the definition of research? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If Yes (i.e. response to I.2 and I.3 are both yes), proceed to Part II, Item II.2.   If No, Proceed to Part III.
PART II - HUMAN SUBJEC DETERMINATION 
Read and consider the following definition and respond accordingly.  .
Human Subject per FDA:  An individual who is or becomes a participant in research, either as a recipient of the test article or as a control.  A subject may be either a healthy human or a patient. For research involving medical devices a human subject is also an individual on whose specimen an investigational device is used. When medical device research involves in vitro diagnostics in a clinical investigation and unidentified tissue specimens, the FDA defines the unidentified tissue specimens as human subjects.
II.1
Does the project involve human subjects per the FDA definition? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If Yes to both I.1 and II.1 an IRB application is necessary.   If No, consider the following definitions and respond to each question.
Read and consider the following definitions and respond to each question.  .
Intervention:  Physical procedures by which data are gathered for research purposes and/or manipulations of the subject or the subject’s environment for research purposes. 
II.2
Does the research involve an intervention? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

Interaction:  Includes communication or interpersonal contact between an investigator and a research subject 

II.3
Does the research involve an interaction? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

Private Information:  Includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (for example, a medical record).  Private information must be individually identifiable (i.e. the identity of the subject is or may readily be ascertained by the investigator or associated with the information (e.g. by using codes)).
II.4
Does the research involve private information? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

Human Subject:  A living individual about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual or (2) identifiable private information 
II.5
Is data about a living individual being obtained through an intervention? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

II.6
Is data about a living individual being obtained through an interaction? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

II.7
Is private identifiable information about a living individual being used? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If Yes to question I.4 and Yes to questions II.5 and/or II.6, or if Yes to question I.4 and II.7 stop completing this form as an IRB application is required because the proposed activity/project is research involving human subjects.   Otherwise proceed to Part III
PART III - HIPAA COMPLIANCE

Read and consider the following definitions:

Treatment: “generally means the provision, coordination, or management of health care and related services among health care providers or by a health care provider with a third party, consultation between health care providers regarding a patient, or the referral of a patient from one health care provider to another. 
 FORMCHECKBOX 

Payment:  encompasses the various activities of health care providers to obtain payment or be reimbursed for their services and of a health plan to obtain premiums, to fulfill their coverage responsibilities and provide benefits under the plan, and to obtain or provide reimbursement for the provision of health care.  In addition to the general definition, the Privacy Rule provides examples of common payment activities which include, but are not limited to: determining eligibility or coverage under a plan and adjudicating claims; risk adjustments, billing and collection activities reviewing health care services for medical necessity, coverage, justification of charges, and the like; utilization review activities; and disclosures to consumer reporting agencies (limited to specified identifying information about the individual, his or her payment history, and identifying information about the covered entity) 
 FORMCHECKBOX 
 
Health Care Operations: are certain administrative, financial, legal, and quality improvement activities of a covered entity that are necessary to run its business and to support the core functions of treatment and payment. These activities, which are limited to the activities listed in the definition of “health care operations” at 45 CFR 164.501, include: 
· Conducting quality assessment and improvement activities, including outcomes evaluation and development of clinical guidelines, provided that the obtaining of generalizable knowledge is not the primary purpose of any studies resulting from such activities; population- based activities relating to improving health or reducing health care costs, protocol development, case management and care coordination, contacting of health care providers and patients with information about treatment alternatives; and related functions that do not include treatment  
 FORMCHECKBOX 
;  
· Reviewing the competence or qualifications of health care professionals, evaluating practitioner and provider performance, health plan performance, conducting training programs in which students, trainees, or practitioners in areas of health care learn under supervision to practice or improve their skills as health care providers, training of non-health care professionals, accreditation, certification, licensing, or credentialing activities   
 FORMCHECKBOX 
*;

· Underwriting and other activities relating to the creation, renewal, or replacement of a contract of health insurance or health benefits, and ceding, securing, or placing a contract for reinsurance of risk relating to health care claims  
 FORMCHECKBOX 
;
· Conducting or arranging for medical review, legal, and auditing services, including fraud and abuse detection and compliance programs 
 FORMCHECKBOX 
; 
· Business planning and development, such as conducting cost-management and planning analyses related to managing and operating the entity  
 FORMCHECKBOX 
; and 
· Business management and general administrative activities, including those related to implementing and complying with the Privacy Rule and other Administrative Simplification Rules, customer service, resolution of internal grievances, sale or transfer of assets, creating de-identified health information or a limited data set, and fundraising for the benefit of the covered entity  
 FORMCHECKBOX 

*Institutional Policy 2014-07, Use of PHI in Education, allows for use of the minimum necessary and requires that all PHI remain within the covered entity.  Selecting this option for educational activities is also attesting that the minimal necessary PH will be utilized and kept within the covered entity. 
III.1
Does the project fall within the definition of treatment, payment or health care operations? Yes   FORMCHECKBOX 

No FORMCHECKBOX 

If yes, check the applicable box above and if you would like to proceed with an official IRB determination proceed to Part IV.  If no, proceed to the next definitions and respond to III.2
Read and consider the following definitions:

Individually Identifiable Heath Information:   Information that is a subset of health information, including demographic information collected from an individual, and is created or received by a heath care provider, health plan, employer or health care clearinghouse and relates to the past, present or future physical or mental health or condition of an individual, the provision of health care to an individual, or the past present, or future payment of the provision of health care to an individual, and that identifies the individual or with respect to which there is a reasonable basis to believe the information can be used to identify the individual.  
Protected Health Information (PHI):  individually identifiable health information, excluding individually identifiable health information in education records covered by the Family Educational Right and Privacy Act.  Under HIPAA protected health information is individually identifiable if it is associated to any of the following HIPAA defined identifiers.   
	Names
	
	Unique identify #s, characteristics or codes
	
	Geographic Subdivisions
	

	Phone
	
	Serial #s
	
	Health Plan Beneficiary
	

	Fax
	
	Account #s
	
	Vehicle Identifiers
	

	E-mail
	
	Social Security #s
	
	Biometric Identifiers
	

	URL
	
	License #s
	
	Device Identifiers
	

	IP Address
	
	Medical Record #s
	
	Dates (except year)
	


III.2
Does the research [or project/activity] involve the use of Protected Health Information?   Yes   FORMCHECKBOX 

No FORMCHECKBOX 

If yes, place an X next to the identifier(s) noted above that will be associated to the heath information, complete Part IV , complete and attach a request for HIPAA waiver, and submit to the IRB, acting as the Privacy Board, to obtain a waiver for the use of the PHI in the research/project.  If No and you would still like to proceed with obtaining an official IRB determination, continue to Part IV.
PART IV - ADDITIONAL DETAILS TO PROVIDE TO THE IRB
IV.1.  
Is this a sponsored project (i.e. did you compete to receive funding)? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

IV.1.a. 
If yes, attach the funding proposal and routing sheet, and provide the following details:

Log Number from the Office of Research and Sponsored Program Routing Sheet and/or the grant award number if known (e.g. RO1CA12345): 

	


Grant Title ( if different than project title)  

	


Provide the page references within the proposal that describe the single activity/project for which this determination is sought. 

	


IV.2.
Provide a brief summary of the project.  This summary should be focused on the activity that will occur at UConn Health and/or by UConn Health personnel.  Include the intended purpose, how the project will be implemented and how it will be evaluated. When asking the IRB to make a determination for only one component of a bigger project (e.g. only Aim 1 of a grant application) that should be made clear.   If accurately described in an attached document you may provide page references.
	


IV.3.
Provide a detailed description of all human specimens and/or data to be used in the project including the expected sample size and the source of such information.  (e.g. 500 existing anonymous blood samples in (give name of person’s lab),100 purchased blood samples from (give company name), 250 interviews/surveys with (describe population accordingly) that will obtain information about (describe data accordingly), 500 downloaded records sets from (describe data source) that contain (describe accordingly) etc.)

	


IV. 4.  
Will the data/samples be coded, such that the provider could link the code back to the individual(s) from whom the data/sample came?




 

 FORMCHECKBOX 
 Yes                   FORMCHECKBOX 
 No
IV.5.a   If yes place an X after the mechanism(s) in place to minimize the chance of the code being linked to an individual.
	The key to decipher the code will be destroyed prior to initiation of the project. 


	

	The recipient(s) and the key holder have entered into a signed agreement confirming that the recipient does not know how the code is derived and prohibiting the provider from releasing the key to the code while individuals are living (Attach signed agreement for reference).


	

	There are existing policies and operating procedures in place for a repository or data management center that have been approved by the IRB and that prohibit the release of the key to the investigators under any circumstances, until the individuals are deceased (Provide IRB # of the approved registry/repository).


	

	There are other legal requirements preventing the release of the key to the investigators (describe accordingly and attach supporting documentation). 

Describe:  


	


Signature of Project Lead Named Above
Date

If Applicable, Signature of Faculty Mentor Named Above
Date

**********************************************************************

FOR IRB USE ONLY (Refer to definitions above if necessary):  
	SECTION I - FDA APPLICABILITY
	

	I.1 - FDA Clinical Investigation: 
	Yes / No

	Is the activity a clinical investigation as defined by FDA?
	

	Note: If yes, proceed to item I.2.  If no, the activity is not research per FDA. Skip to Section II.

	I. 2 - FDA Human Subject
	Yes / No

	Are human subjects, as defined in FDA regulations, involved in the research?
	

	Note: If No skip to section II.  If yes to I.1 and I.2, IRB review is required.  Proceed to section III


	SECTION II - DHHS APPLICABILITY
	

	II.1 - DHHS Research: 
	Yes / No

	Is the activity research as defined by DHHS?
	

	Note: If yes, proceed to item II.2.  If no, the activity is not research per DHHS. Skip to Section III.

	II. 2 - DHHS Human Subject
	Yes / No

	Are human subjects, as defined in DHHS regulations, involved in the research?
	

	Note:  If yes to II.1 and II.2 IRB review is needed, proceed to section III..  If no proceed to Section III


	SECTION III - Official IRB Human Subject Research Determination Project #:_________________

	Project appears to be human subject research (i.e. responses to item I.1 and I.2 are yes; or responses to item II.1 and II. 2 are yes yes) and will require an IRB submission requesting review category of:  
	Exempt     
 FORMCHECKBOX 

Expedited
 FORMCHECKBOX 

Full Board
 FORMCHECKBOX 


	Project is not human subject research and IRB involvement is not required.


	


REMINDER:  Project personnel are responsible for ensuring that all activities involving the use of protected health information are HIPAA compliant.

Comments by Reviewer (e.g. comment on HIPAA, clarifications needed, etc.)
	


*Signature of IRB reviewer making the determination



Date
*Determination of the reviewer may be communicated by e-mail in lieu of signature on this form.  E-mail communication should reference the name of the Project Lead and the Title of the Project.  In such cases the Project Lead should keep that email with this form.  

1
3/11/2022, 9/19/2016

