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View 1
Determination of Human Subjects Research

Please review the following definitions in order to answer Question 1.

Definition of Human Subjects Research Under DHHS Regulations:

Research:  Meets ALL of the following:

· Activity is an investigation (Investigation: A searching inquiry for facts; detailed or careful examination.)

· Investigation is systematic (Systematic: Having or involving a system, method, or plan.)

· The systematic investigation is designed to develop or contribute to knowledge(Designed: evaluate whether the activities will develop or contribute to knowledge. Develop: to form the basis for a future contribution. Contribute: to result in. Knowledge: truths, facts, information.)

· The knowledge the systematic investigation is designed to develop or contribute to is generalizable? (Generalizable: Universally or widely applicable.)

Human Subjects: EITHER of the following is true:

· The investigator will gather data about living individuals through intervention or interaction.

OR

· The investigator will gather data about living individuals that is private AND identifiable.

Definition of Human Research Under FDA Regulations:

Any of the following is true:

· The activity is conducted in the United States and will involve the use of a drug  in one or more persons that is NOT the use of an approved drug in the course of medical practice. 

· The activity is conducted in the United States and will evaluate the safety or effectiveness of a device  in one or more persons.

· Data regarding subjects or control subjects will be submitted to or held for inspection by FDA as part of an application for a research or marketing permit.

· Data regarding the use of a device on human specimens will be submitted to or held for inspection by FDA as part of an application for a research or marketing permit.
*1 Is the activity Human Research? 

[image: image1.wmf]Yes  [image: image2.wmf]No  Clear
Click here to add a concern/contingency: [Add]
Logic: Yes go to View 2; No-error pops up “Stop here, Exit, then click the Submit Review button and under Reviewer Decision choose “Change to NHSR Review.”

View 2
Type of Review
*1 What type of review is being conducted?

· Exempt determination 

(go to View 3)
· Expedited Review 

(go to View 7)
· Emergency Use Request (please reference WORKSHEET: Emergency Use of a Test Article)




(go to View 12)
Click here to add a concern/contingency: [Add]
View 3
Exempt Determination
*1 Is the research FDA-regulated?
[image: image3.wmf]Yes  [image: image4.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*2 Does the research involve prisoners and is funded by DHHS, Department of Defense (DOD), or Veterans Administration (VA)?
[image: image5.wmf]Yes  [image: image6.wmf]No  Clear
Click here to add a concern/contingency: [Add]
 (Logic-If all are “No”, go to View 4. Otherwise, go to View 10)

View 4
Exempt Determination (continued)
*1 The research falls into one or more of the following categories: (check all that apply)

· Category (1): Research conducted in established or commonly accepted educational settings, involving normal educational practices. (Both the procedures involve normal education practices and the objectives of the research involve normal educational practices.)

· Category (2): Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: (i) information obtained is recorded in such a manner that Human Subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the Human Subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation.

If the research involves children the procedures are limited to (1) the observation of public behavior when the investigator(s) do not participate in the activities being observed and (2) the use of educational tests.
· Category (3): Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (b)(2) of this section, if: (i) the Human Subjects are elected or appointed public officials or candidates for public office; or (ii) Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

· Category (4): Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects. (“Existing” means “existing at the time the research is proposed.”)

· Category (5): Research and demonstration projects which are conducted by or subject to the approval of Department or Agency heads, and which are designed to study, evaluate, or otherwise examine: (i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs. In addition: 

· The program under study delivers a public benefit (e.g., financial or medical benefits as provided under the Social Security Act) or service (e.g., social, supportive, or nutrition services as provided under the Older Americans Act).

· The research or demonstration project is conducted pursuant to specific federal statutory authority.

· There is no statutory requirement that the project be reviewed by an IRB.

· The project does not involve significant physical invasions or intrusions upon the privacy of subjects.

· The funding agency concurs with the exemption.

· Category (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 and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the 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.

Click here to add a concern/contingency: [Add]
View 5
Exempt Determination (continued)
*1 Does the research hold out no more than minimal risk to subjects?
[image: image7.wmf]Yes  [image: image8.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*2 Is the selection of subjects is equitable?
[image: image9.wmf]Yes  [image: image10.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*3 Is there recording of identifiable information?
[image: image11.wmf]Yes  [image: image12.wmf]No  Clear
Click here to add a concern/contingency: [Add]
4 If yes, are there are adequate provisions to maintain the confidentiality of the data?
[image: image13.wmf]Yes  [image: image14.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*5 Are there interactions with subjects?
[image: image15.wmf]Yes  [image: image16.wmf]No  Clear
Click here to add a concern/contingency: [Add]
Logic: 

· If 1 is “No”, go to View 10.

· If 2 is “No”, go to View 10.

· If 3 is “Yes” and 4 is “No”, go to View 10.

· If 3 is “No” and 4 is not blank, go to View 10.

· Otherwise, if 5 is “Yes”, go to View 6, No go to View 12
View 6
Exempt Determination (continued)
You indicated that there are interactions with subjects in this study. Please answer the following questions.
*1 Will there be a consent process?
[image: image17.wmf]Yes  [image: image18.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*2 Does the consent process disclose that the activities involve research, the procedures to be performed, that participation is voluntary, and the name and contact information for the investigator?
[image: image19.wmf]Yes  [image: image20.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*3 Are there adequate provisions to maintain the privacy interests of subjects?
[image: image21.wmf]Yes  [image: image22.wmf]No  Clear
Click here to add a concern/contingency: [Add]
Logic:

· If 1 is “No”, go to View 10.

· If 2 is “No”, go to View 10.

· If 3 is “No”, go to View 10.

· Otherwise,  go to View 12
View 7
Eligibility for Review Using the Expedited Procedure
*1 What type of submission is being reviewed?

· Initial Review  

(go to View 9)
· Continuing Review 
(go to View 9)
· Modification 

(go to View 8)
· Continuing Review of HUD Use (please reference WORKSHEET: Criteria for Approval and Additional Considerations for Humanitarian Use Device)
(go to View 10)
Click here to add a concern/contingency: [Add]
*2 If the research involves prisoners, the prisoner representative has reviewed it.

· Yes

· No

· N/A (no prisoners as subjects)
Click here to add a concern/contingency: [Add]
Logic: If 2 is “No”, go to View 11.

View 8
Eligibility for Review Using the Expedited Procedure (continued)
You indicated that a modification is being reviewed.  Please reference WORKSHEET - Criteria for Approval and Additional Considerations and answer the following questions.
*1 Do the modifications affect the design of the research?

[image: image23.wmf]Yes  [image: image24.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*2 Do the modifications add more than minimal risk to subjects?

[image: image25.wmf]Yes  [image: image26.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*3 Are any procedures being added to the study?

[image: image27.wmf]Yes  [image: image28.wmf]No  Clear
Click here to add a concern/contingency: [Add]
4. 0 If yes, indicate which of the following categories applies to the added procedure(s): (Check all that apply)

· (1)(a) Clinical studies of drugs when an IND is not required.

· (1)(b) Clinical studies of medical devices when an IDE is not required or the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

· (2)(a) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture  from healthy, non-pregnant adults who weigh >110 pounds where the amount drawn is <550 ml/8 week period and collection occurs at most 2 times/week .  (Each withdrawal of blood from an indwelling venous line to be a “venipuncture.”)
· (2)(b) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected (at most 50 ml or 3 ml/kg/8 week period), and the frequency with which it will be collected (at most 2 times/week).  (Each withdrawal of blood from an indwelling venous line to be a “venipuncture.”)
· (3) Prospective collection of biological specimens for research purposes by noninvasive means. 

· (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. 

· (5) Research involving materials (data, documents, records, or specimens) that have been collected for any purpose, or will be collected solely for non-research purposes.

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

· (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.

Click here to add a concern/contingency: [Add]
Logic:
· If 1 is “No”, go to View 11.

· If 2 is “No”, go to View 11.

· If 3 is “No” and anything in 4 is checked, give an error that the answers to 3 and 4 are inconsistent and return to this view.

· If 3 is “Yes” and no item in 4 is checked, go to View 11.

· Otherwise,   go to View 12.
View 9
Eligibility for Review Using the Expedited Procedure (continued)

Please reference WORKSHEET: Criteria for Approval and Additional Considerations and answer the following questions.
*1 The research activities (or remaining research activities) present no more than minimal risk to Human Subjects.

· Yes

· No

· N/A [research falls into category (8)(b)]
Click here to add a concern/contingency: [Add]
*2 Identification of the subjects or their responses (or the remaining procedures involving identification of subjects or their responses) will NOT reasonably place them at risk of criminal or civil liability or be damaging to the their financial standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal.
· Yes

· No

· N/A [research falls into category (8)(b)]

Click here to add a concern/contingency: [Add]
*3 The research is NOT classified research involving Human Subjects.

[image: image29.wmf]Yes  [image: image30.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*4. 0 The research falls into one or more of the following categories: (Check all that apply)

· (1)(a) Clinical studies of drugs when an IND is not required.

· (1)(b) Clinical studies of medical devices when an IDE is not required or the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

· (2)(a) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture  from healthy, non-pregnant adults who weigh >110 pounds where the amount drawn is <550 ml/8 week period and collection occurs at most 2 times/week .  (Each withdrawal of blood from an indwelling venous line to be a “venipuncture.”)
· (2)(b) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected (at most 50 ml or 3 ml/kg/8 week period), and the frequency with which it will be collected (at most 2 times/week).  (Each withdrawal of blood from an indwelling venous line to be a “venipuncture.”)
· (3) Prospective collection of biological specimens for research purposes by noninvasive means. 

· (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. 

· (5) Research involving materials (data, documents, records, or specimens) that have been collected for any purpose, or will be collected solely for non-research purposes.

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

· (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.

· (8)(a) Continuing review of research previously approved by the convened IRB where (i) the research is permanently closed to the enrollment of new subjects; (ii) all subjects have completed all research-related interventions; and (iii) the research remains active only for long-term follow-up of subjects. (For a multi-center protocol, an expedited review procedure may be used by the IRB at a particular site whenever these conditions are satisfied for that site.  Research must be limited to only interaction with subjects. No research-related interventions, even if minimal risk, can be conducted in order to qualify under this category.)
· (8)(b) Continuing review of research previously approved by the convened IRB where no subjects have been enrolled at a UMB site and neither the investigator nor the IRB at a particular site has identified any additional risks from any site or other relevant source. 
· (8)(c) Continuing review of research previously approved by the convened IRB where the remaining research activities are limited to data analysis. (For a multi-center protocol, an expedited review procedure may be used by the IRB at a particular site whenever these conditions are satisfied for that site.) 
· (9) Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories (2) through (8) do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.

Click here to add a concern/contingency: [Add]
Logic:
· If 1 is “No” , go to View 11.

· If 1 is “N/A” and (8)(b) is unchecked, go to View 11.

· If 2 is “No”, go to View 11.

· If 2 is “N/A” and (8)(b) is unchecked, go to View 11.

· If 3 is “No”, go to View 11.
· If nothing is checked in 4, go to View 11.

· If (8)(a) OR (8)(b) OR (8)(C) or (9) is checked in 4 and anything else is checked in 4, give an error that the answer to question 4 is inconsistent and return to this view.

View 10
Not Exempt
This research is not exempt.

Click “Continue”

Got to View 12
View 11
Not Eligible for Review Using the Expedited Procedure
This research is not eligible for review using the expedited procedure.

Click “Continue”

Go to View 12
View 12
Final Page
*1 Summary - enter a summary of your review:

[image: image31.png]



Click here to add a concern/contingency: [Add]
2  Attachments - if necessary you may upload any files associated with your review:

	Add


	 
	Name
	Created
	Modified Date


3  Comments - the following comments/contingencies were entered for this review:

	Associated Question
	My Comments / Questions
	Convert To Reviewer Note


Click here to add a concern/contingency: [Add]
*4 Have you completed this checklist?
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Click here to add a concern/contingency: [Add][image: image34.png]
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