HUMAN SUBJECT RESEARCH DETERMINATION FORM
FOR AN ACTIVITY/PROJECT THAT 

DOES NOT INVOLVE USE OF A DRUG DEVICE OR BIOLOGIC AND IS NOT BEING

USED IN SUPPORT OF A MARKETING APPLICATION TO THE FDA*
READ ALL INSTRUCTIONS IN RED CAREFULLY SO THAT YOU COMPLETE THIS FORM CORRECTLY. 

This form is made available so that individuals can self-determine whether IRB review is necessary for a proposed activity/project that does not involve the use of a drug, device or biologic and that is not intended to be submitted to the FDA in support of a marketing application.  The IRB does not have to review activities/projects that are not human subject research.  If IRB review is not required, individuals are encouraged to keep this form with the project records to demonstrate how the determination was made.  Appendix A contains examples that may be helpful to review. 
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 attached to an email to irb@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 human subject research, 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.  UConn Health will not review/be responsible for this section for any determinations forms requested by external personnel (e.g. from institutions with which UConn Health has an IRB Reliance Agreement such as Hospital for Special Care or Center for Advanced Reproductive Services).      
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 OR APPENDIX A 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/
*If you would like to use a determination form for a project that does involve the use of a drug, device or biologic, contact the IRB to obtain another version of this form that also incorporates FDA definitions. 

HUMAN SUBJECT RESEARCH DETERMINATION FORM
FOR AN ACTIVITY/PROJECT THAT 

DOES NOT INVOLVE USE OF A DRUG DEVICE OR BIOLOGIC AND IS NOT BEING

USED IN SUPPORT OF A MARKETING APPLICATION TO THE FDA

Type in your responses:  

	Project # (assigned by IRB)
	

	Name Project Lead (PL)
	

	Position of PL
	 FORMCHECKBOX 
 UConn Health Student      FORMCHECKBOX 
 UConn Health Resident     FORMCHECKBOX 
 UConn Health Paid Faculty     FORMCHECKBOX 
 UConn Health Employee   FORMCHECKBOX 
 Other(describe below):    

	If Other Describe
	

	E-mail for PL
	

	Phone Number for PL
	

	Faculty Mentor for PL*
	

	Title of Project
	


*Required for student and resident projects.  May be required if Other is designated. 
Read and follow red instructional text. 

PART I - RESEARCH  DETERMINATION  
Read and consider the following definitions, and then respond accordingly.  Reviewing examples in Appendix A may be helpful.
Research:  A systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.  

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 (e.g. a research protocol)
· the performance of data analysis to evaluate the hypothesis or experimental question

· the results of the inquiry are intended to be replicable
I.1
Does the proposed activity/project involve a systematic investigation? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If Yes, consider the definition of generalizable knowledge and respond to I.2.   If No, proceed to Part III skipping 1.2 and Part II.   
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.2
Will generalizable knowledge result from a systematic investigation? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If Yes, proceed to Part II, the activity meets the definition of research (provided above for reference) and the next step is to determine if human subjects are involved.   If No, proceed to Part III.
PART II - HUMAN  SUBJECT  DETERMINATION 
Read and consider the following definitions and respond accordingly.  Reviewing examples in Appendix A may be helpful.
Human Subject:  A living individual about whom an investigator (whether professional or student) conducting research:

(i)
obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or 
(ii)
obtains, uses, studies, analyzed, or generates identifiable private information or identifiable biospecimens.  
Intervention:  Includes both physical procedures by which information or biospecimens are gathered (e.g., venipuncture) about a living individual for a research purpose and/or manipulations of the living individual or the living individual’s environment (e.g. randomization) for a research purpose. 

II.1
Does the research involve an intervention with a living individual to obtain information or biospecimens for use, study, and/or analysis? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If yes, stop here because the project is research involving human subjects and an IRB application will be required.  If no, review the definition of Interaction and proceed to II.2
Interaction:  Includes communication (e.g. web survey, mailings, phone calls) or interpersonal contact (e.g. in-person interview) between an investigator and a living individual. 

II.2
Does the research involve an interaction with a living individual to obtain information or biospecimens for use, study, and/or analysis? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If yes, stop here because the project is research involving human subjects and an IRB application will be required.  If no, review the definitions of private information and identifiable private information and proceed to II.3
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 (e.g. medical visit), 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:  Private information for which the identity of the living individual is or may readily be ascertained by the investigator or associated with the information.
Identifiable Biospecimen:  A biospecimen for which the identity of the living individual from whom it is derived is or may readily be ascertained by the investigator or associated with the biospecimen

II.3
Does the research involve obtaining, using, studying, analyzing or generating private identifiable information or identifiable biospecimens about a living individual? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If yes, stop here because the project is research involving human subjects and an IRB application will be required.  If no, proceed to Part III.
PART III - HIPAA  COMPLIANCE

UConn Health will not review/be responsible for this section for any determinations forms requested by external personnel (e.g. from institutions with which UConn Health has an IRB Reliance Agreement such as Hospital for Special Care or Center for Advanced Reproductive Services).
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 minimum necessary PHI will be utilized and kept within the covered entity. See Policy 2003-21 Minimum Necessary Data
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.  IRB review is not necessary for projects that fall within the scope of treatment, payment or health care operations and that do not meet the definition of human subject research.  You can stop here having self-determined that IRB review is not necessary.   If however the answer is yes and you would still like to proceed with an official IRB determination proceed to Part IV, skipping III.2.  If no, review the next set of 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 in Table 1 below.   
Note:  HIPAA is only applicable when one or more of the following identifiers are associated with the heath information of an individual.  Use of one or more identifier without any associated health information would not trigger HIPAA- in that case the answer to question III.2 below should be “NO.” 
III.2
Does the research [or project/activity] involve the use of Protected Health Information? [i.e., one or more identifiers from the table below are associated with the individual’s health information]    Yes   FORMCHECKBOX 

No FORMCHECKBOX 

If yes, 1) place an X after the identifier(s) noted in Table 1 that will be associated to the health information, 2) complete the rest of this form, 3) complete and attach a request for HIPAA waiver, and  4) submit this form and the HIPAA waiver form to the IRB which also acts as the Privacy Board.  If No you can stop here having self-determined that IRB review is not necessary, and that PHI is not used in the project/activity.  However, if no, and you would still like to proceed with obtaining an official IRB determination, continue to Part IV.  
TABLE 1 - HIPAA DEFINED IDENTIFIERS ASSOCIATED TO PROTECTED HEALTH INFORMATION
	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)
	


PART IV - ADDITIONAL DETAILS TO PROVIDE TO THE IRB
Type in all responses. 
IV.1.  
Project does not involve a drug, device, biologic or FDA marketing application        Confirmed  
 FORMCHECKBOX 

IV.2.  
Is this a sponsored project (e.g. was material processed through sponsored programs, e.g. grant proposal, sub-award information, contract services etc.)? 
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If yes, attach the supporting document, (e.g. grant, contract etc.) and the 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.3.
Provide a brief yet detailed 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 if applicable 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.
Response:  

	


IV.4.
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.)
Response:  
	


IV. 5.  
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
If yes place an X after the mechanism(s) in place to minimize the chance of the recipient linking the code 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 - DHHS APPLICABILITY
	

	I.1 - DHHS Research: 
	Yes / No

	Is the activity research as defined by DHHS?
	

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

	I. 2 - DHHS Human Subject
	Yes / No

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

	Note:  Proceed to Section II


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

	Project appears to be human subject research (i.e. item 1 and 2 above are answered 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 HSPP/IRB reviewer making the determination



Date
APPENDIX A - EXAMPLES OF HUMAN SUBJECT RESEARCH DETERMINATIONS

Per the revised version of 45 CFR 46 – Protection of Human Subjects, the following are not considered research per the regulation:

1. Scholarly and journalistic activities (e.g. oral history, journalism, biography, literary criticism, legal research, and historical scholarship), including the collection and use of information, that focus directly on the specific individuals about whom the information is collected. 

2. Public health surveillance activities, including the collection and testing of information or biospecimens, conducted, supported, requested, ordered, required or authorized by a public health authority.  Such activities are limited to those necessary to allow a public health authority to identify, monitor, assess, or investigate potential public health signals, onsets of disease outbreaks, or conditions of public health importance (including trends, signals, risk factors, patterns in diseases, or increases in injuries from using consumer products). Such activities include those associated with providing timely situational awareness and priority stetting during the course of an event or crisis that threatens public health (including natural or man-made disasters). 

3. Collection and analysis of information, biospecimens, or records by or for a criminal justice agency for activities authorized by law or court order solely for criminal justice or criminal investigative purposes.

4. Authorized operational activities (as determined by each agency) in support of intelligence, homeland security, defense, or other national security missions. 

Secondary research involving non-identified newborn screening blood spots is also not considered research. 

For other scenarios, following are the definitions applicable to human subject research and examples of activities for which the IRB is often asked to make a determination. These examples are provided as guidance to demonstrate how the definitions may be applied to make a determination.  These examples are not intended to be exhaustive in the amount of detail or types of activities. In all cases individual must also consider compliance with HIPAA.  Appropriate supervision must be in place for student and resident projects. 
Definitions to be Applied to the Examples:

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

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

Research:  A systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.  
Intervention:  Includes both physical procedures by which information or biospecimens are gathered (e.g. venipuncture) and manipulations of the subject or the subject’s environment that are performed for research purposes. 

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

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).  
Identifiable Private Information:  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 biospecimen for which the identity of the subject is or may readily be ascertained by the investigator or associated with the biospecimen.

Human Subject:  A living individual about whom an investigator (whether professional or student) conducting research (i) obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or (ii) obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.  

Examples of Activities Not Requiring IRB
1. Survey Administration or Interview for a Non Research Purpose
Example:  The hospital administers a survey (on paper, through the web, or through interviews) to see how satisfied patients are with the meal service; or an instructor administers a course evaluation to his/her students at the end of a course to obtain feedback on the course.  

· Research Consideration: There is no hypothesis or experimental question being asked so the definition of "systematic investigation" is not met, nor is there any intent to generalize the knowledge beyond the hospital’s food service or instructor’s course; therefore the definition of research is not met.  
· HIPAA Consideration: There is no protected health information involved so HIPAA is not applicable. 
2. Quality Improvement Project*
Example: At the time of patient registration existing hospital policy requires data points A, B and C to be collected.  The patient registration center implements use of a registration template form and call script to improve collection of data points A, B, and C.  Six months later the patient registration data is analyzed to see if use of the form/script improved collection of the required data points. 
· Research Consideration: there is no hypothesis or experimental question being asked so the definition of "systematic investigation" is not met and therefore the definition of research is not met; and the intention is to improve compliance with an existing and accepted policy not to contribute to generalizable knowledge. 
· HIPAA Consideration:  HIPAA allows for conducting quality assessment and improvements activities related to health care operations provided that the obtaining of generalizable knowledge is not the primary purpose.  The minimum necessary information should be used. 
*Please note additional guidance on quality improvement vs. research is available from the Office for Human Research Protections at http://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/quality-improvement-activities/ and from HHS at http://www.hhs.gov/hipaa/for-professionals/privacy/guidance/disclosures-treatment-payment-health-care-operations/index.html 
3. Curriculum Requirement

Example:  Students are required to complete a research-like activity as part of a course requirement.  One student hypothesizes that Procedure A is better than Procedure B to treat people with condition X and will extract and analyze specific data from charts based on a predefined plan to determine if this is true.  Another student hypothesizes that a tutorial will increase understanding of Topic Z. The student will create and administer a tutorial on Topic Z and will analyze pre and post-test survey questions based upon a predefined plan to determine if the tutorial was effective.  Each student will analyze the results of his/her project and provide the outcomes only to individuals within the institution (e.g. to the instructor or in a presentation to other students or faculty). The results will not be used for a thesis or dissertation or disseminated beyond the institution. There is no basis to believe that the results could be applicable to other conditions or topics.  
· Research Consideration: the activity may meet the definition of systematic investigation, but because the results of the investigation will not be shared beyond the institution, and there is no indication that the results may apply to other circumstances (e.g. also to individuals with condition Y, or to understanding of Topic Z1), the definition of generalizable is not met and therefore the definition of research is not met.  
· HIPAA Consideration: If PHI is utilized in the courses of a research-like curricular activity, HIPAA should be addressed through approval of a waiver for this "research-like" activity. The minimum necessary information should be used. 
4. Secondary Analysis of De-Identified Data

Example:  A faculty member will obtain a de-identified data set from another investigator, and/or from publicly available records.  The data will contain specific data points that will be analyzed with specific statistical tests to answer a specific research question and the faculty member intends to publish the results.  

· Research Consideration: the activity may meet the definition of research, but because there is no intervention or interaction with a human and because the data is not private identifiable information, the definition of human subject is not met. 
· HIPAA Consideration:  Because the data is already de-identified HIPAA is not applicable.
Examples of Activities Requiring Review by the IRB or Representative Thereof
Note:  Determinations of exemption are made by the IRB or a representative of the IRB and therefore requires submission through the IRIS system. 

1.  Chart Review That Does Meet the Definition of Research and May Qualify for Exemption:

Example:  A retrospective review of medical charts of living individuals with condition X to determine if people treated with procedure A recovered quicker than people treated with procedure B; the results of which are intended to be presented/published.  

Research Consideration: 
Systematic Investigation: 
· Hypothesis/question:  Procedure A leads to quicker recovery than Procedure B.

· Plan:  Medical records of individuals with condition X who had procedure A or B between a specified time period will be reviewed and a particular data set will be extracted from the records.
· Analysis: The extracted data will be analyzed using specified statistical tests to determine if A is better than B

· Replication:  If someone at another institution did the same review of data at their site, the results would be the same.

Generalizable:

· Results intended for submission of article and/or presentation at national conference, or publication of thesis/dissertation
· Results may also pertain to individuals with condition Y which is often treated with the same procedures
Research:  Activity meets the definition of research 
Private Information:   Project uses information which has been provided for specific purposes (e.g. clinical care) by an individual and which the individual can reasonably expect will not be made public (e.g. medical record)

Human Subjects:  Human subjects are involved because the investigator is obtaining (e.g. using) private identifiable information about a living individual (e.g. from the medical record) for a research purpose. 
HIPAA Consideration:  if not feasible to obtain Authorization from the subject, a request for Waiver of Authorization needs to be approved if identifiers are to be recorded; or a Certification of Creating De-Identified Data needs to be submitted if no identifiers are to be extracted from the charts.  
2.  Survey Administration / Interviews for a Research Purpose:

Example:  Method A and B are both accepted methods for counseling individuals with X.  An investigator hypothesizes that quality of life (QOL) is better for people who opt for Method A.  Patients are randomized to Method A or B and the investigator will administer a questionnaire (on paper, on-line or through interview techniques) to assess QOL status  before beginning A or B, 3 months after starting and 6 months after starting.  The results will be analyzed using specific statistical tests and are intended to be published. 
Research Consideration: 
Systematic Investigation: 

· Hypothesis/question:  Method A leads to better quality of life than Method B.

· Plan:  Subjects with X are randomized to Method A or B.  QOL survey administered to patients prior to start and at 3 and 6 months after start.  
· Analysis: The data will be analyzed using specified statistical tests to determine if QOL is better for individuals opting for Method A
· Replication:  If someone at another institution followed the same plan at their site, the results would be the same.

Generalizable:

· Results intended for submission of article and/or presentation at conference, or publication of thesis/dissertation

· Results may also pertain to individuals with condition Y who are often treated with Method A or B.
Research:  Activity meets the definition of research 
Intervention:  Randomization to Method A or B represents a manipulation for a research purpose
Interaction: The investigator is interacting with individuals through use of the Quality of Life Assessment

Private Identifiable Information:  quality of life questionnaires after beginning Method A or B 
Human Subjects:  Human subjects are involved because the investigator is conducting an intervention (i.e. randomization to Method A or B) and interacting with a living individual to obtain private identifiable information about the individual through the survey for a research purpose.
HIPAA Consideration:  An Authorization to use PHI for research would be obtained from the subject. 
1
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