Determination Checklist for Research and Research Involving Human Subjects (Part I)
Protocol Title:

Principal Investigator:
Your institution IRB#

Protocol Screening Checklist for Determining if Human Subject Research is Exempt from IRB Review

(Part II)
Protocol Title:

Principal Investigator:

Your institution IRB#:


Part I. Human Subjects Research Determination.
To be completed by qualified DCI staff member.
Review the following questions to determine if the activity constitutes human subjects research.
Is the activity a systematic investigation designed to develop or contribute to generalizable knowledge?  32 CFR 219.102(d) Generalizable knowledge consists of theories, principles, or relationships (or the accumulation of data on which they may be based) that can be corroborated by accepted scientific observation and inference that is applicable to other related situations, populations, or devices outside of the tested situation. 















Activity is research. Does the research involve obtaining information about living individuals? 32 CFR 219.102(f)

Does the research involve intervention or interaction with the individuals? 32 CFR 219.102(f)



This activity has been determined to be (check one):


*Not Research – no oversight necessary by DCI
Comment:


**Research Not Involving Human Subjects - See local SOP on reporting requirements
Comment:


Human Subject Research – Go on to part II
Reviewer Name (Print):      ______________________
Reviewer Name (Sign):     ______________________
Date:     ___________________      
Part II. Exempt Research Determination.

The project has been determined to be human subject research. A determination now is required to evaluate if it meets criteria to be exempt from IRB review. This review is performed by someone trained and deemed qualified to make Exempt Determinations.

If the ONLY involvement of human subjects in this project falls into one of the following categories, check the Exemption category that applies to this research protocol.  Research that includes exempt and non-exempt activities is not exempt. Ctrl+Click for complete exemption list at (32 CFR 219.101)(b):
 FORMCHECKBOX 
 (1) Research in commonly accepted educational settings involving normal educational practices;

NOTE1: Commonly accepted educational settings include schools and colleges, but are not limited to these and may include other sites where educational activities occur.

NOTE 2:  Normal educational practices may include research on regular or special education strategies or research on the effectiveness of or comparison among instructional techniques, curricula, or classroom management methods.

 FORMCHECKBOX 
 (2) Research involving the use of educational tests, surveys, interviews, or observations of public behavior;      

NOTE 1: this exemption applies to legally competent adults only. 

NOTE 2: If surveys are anonymous, this exemption applies.

NOTE 3: If surveys are identifiable or coded, this exemption applies UNLESS any disclosure of responses could put the subjects at risk or be damaging according to the guidelines found at 32 CFR 219.101(b)(2).

 FORMCHECKBOX 
 (4)  Research involving the collection of existing data, documents, records, or specimens only if   (Check one): 

____ The sources must be publically available  OR

____The investigator must record the information in such a way that the subjects cannot be identified directly or indirectly through codes or master lists.  

NOTE: This exemption does not apply if the investigator is recording subject identifiers or codes.  See specific OHRP guidance for research use of tissue and biological specimens at http://www.hhs.gov/ohrp/humansubjects/guidance/cdebiol.htm
There are three other areas of exempt research that are very rarely used and almost never apply to Clinical Investigation Program projects.  Please see 32 CFR 219.101 for the other exempt categories.

The following determination has been made regarding your Human Subject Research Project:




Exempt from full IRB review IAW 32 CFR 219.101b ____*.



Human Subject Research Requiring IRB Review– Go on to part III to determine if the protocol can be reviewed via expedited procedures.

Reviewer Name (Print):      ______________________





Reviewer Name (Sign):     ______________________
Date:     ___________________      
Part III. Expedited Pathway Determination.

The project has been determined to be human subject research and NOT exempt from IRB review. A determination now is required to evaluate if it is meets criteria to be processed via the expedited pathway. This review is performed by someone trained and deemed qualified to make Expedited pathway determinations.

To qualify for Expedited Review the protocol must first meet criteria as minimal risk:

Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. 

Does the protocol meet this requirement?


 FORMCHECKBOX 
 No, STOP.  Protocol must proceed to full IRB


 FORMCHECKBOX 
 Yes, Continue.
 AND meet one or more of the following categories:

          FORMCHECKBOX 
 (1) Clinical studies of drugs and medical devices 

   if only a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required OR  b) Research on medical devices for which an investigational device exemption application (21 CFR Part 812) is not required or the medical device is cleared/approved for marketing

         FORMCHECKBOX 
 (2)  Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows: (a) from healthy, nonpregnant adults who weigh at least 110 pounds in which the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week;  OR (b) from other adults and children when the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.
         FORMCHECKBOX 
 (3)  Prospective collection of biological specimens for research purposes by noninvasive means. (e.g. hair and nail clippings, teeth or dental plaque, excreta and external secretions, uncannulated saliva, placenta removed at delivery, or mucosal skin cells collected by buccal scraping or swab, or skin swab) 

         FORMCHECKBOX 
 (4)  Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. 

        FORMCHECKBOX 
 (5)  Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for non-research purposes (such as medical treatment or diagnosis).

         FORMCHECKBOX 
 (6)  Collection of data from voice, video, digital, or image recordings made for research purposes.

         FORMCHECKBOX 
 (7)  Research on individual or group characteristics or behavior or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.

The following determination has been made regarding your Human Subject Research Project:


Qualifies for Expedited Pathway review IAW 32 CFR 219.110 Federal Register Category ____.

Does NOT qualify for expedited review and will proceed for full IRB review

Reviewer Name (Print):      ______________________






Reviewer Name (Sign):     ______________________
Date:     ___________________  [image: image1.png]



Comment:





No





Activity is not research*





Yes





No





Activity is Research Not Involving Human Subjects.**





Yes





No





No





No





Is the information individually identifiable?





Yes





Yes





Activity is Human Subject Research and 32 CFR 219 applies.  Go on to Part II.





Yes





Is the information private? (32 CFR 219.102(f)
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