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Protection of Human Subjects
D:20061130104406- 05'00'
D:20061130104406- 05'00'
OMB Number: 0990-0263
Expiration Date: 04/30/2021
Protection of Human Subjects
Assurance Identification/IRB Certification/Declaration of Exemption
(Common Rule)
Policy: Research activities involving human subjects may not be conducted or supported by the Departments and Agencies adopting the Common Rule (56FR28003, June 18, 1991) unless the activities are exempt from or approved in accordance with the Common Rule. See section 101(b) of the Common Rule for exemptions. Institutions submitting applications or proposals for support must submit certification of appropriate Institutional Review Board (IRB) review and approval to the Department or Agency in accordance with the Common Rule.
Institutions must have an assurance of compliance that applies to the research to be conducted and should submit certification of IRB review and approval with each application or proposal unless otherwise advised by the Department or Agency.
* 3. Name of Federal Department or Agency
5. Name of Principal Investigator, Program Director, Fellow, or Other
* 4. Title of Application or Activity
Assurance Identification No.
, the expiration date
IRB Registration No.
covers this activity.
Assurance No.
, the expiration date
IRB Registration/Identification No.
(if applicable)
or
Prefix:
* First Name:
Middle Name:
* Last Name:
Suffix:
if known, Application or Proposal Identification No.
.
,
* 1. Request Type
Request Type: One selection is required.
* 2. Type of Mechanism
Mechanism Type: One selection is required.
* 6. Assurance Status of this Project (Respond to one of the following) 
Assurance Status: One selection is required.
7. Certification of IRB Review (Respond to one of the following IF you have an Assurance on file)
This activity has been reviewed and approved by the IRB in accordance with the Common Rule and any other governing regulations.
by:
This activity contains multiple projects, some of which have not been reviewed. The IRB has granted approval on condition that all projects covered by the Common Rule will be reviewed and approved before they are initiated and that appropriate further certification will be submitted.
9. The official signing below certifies that the information provided above is correct and that, as required, future reviews will be performed until study  closure and certification will be provided.
* 10. Name and Address of Institution
* Street1:
Street2:
* City:
County:
* State:
* Zip Code:
* Country:
Prefix:
* First Name:
Middle Name:
* Last Name:
Suffix:
* 11. Phone No. (with area code)
12. Fax No. (with area code)
* 13. Email:
14. Name of Official
* 15. Title
* 16. Signature
* 17. Date
Authorized for local Reproduction
Sponsored by HHS
Public reporting burden for this collection of information is estimated to average less than an hour per response. An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this burden to: OS Reports Clearance Officer, Room 503 200 Independence Avenue, SW., Washington, DC 20201. Do not return the completed form to this address. 
8. Comments
Department Name:
Division Name:
OMB Number: 0990-0263
Expiration Date: 04/30/2021
	Mandatory: 
	Request Type: One selection is required.: 
	RequestTypeCode_Entered: 
	Request Type Code: One selection is required.
Original: Select Original if this is an original assurance or certification.: 
	Request Type Code: One selection is required.
Continuation: Select Continuation if this is a continuation of a previous assurance or certification.: 
	Request Type Code: One selection is required.
Exemption: Select Exemption if this is a request for exemption.: 
	Mechanism Type: One selection is required.: 
	Mechanism Type: One selection is required.
Grant: Select Grant if this certification is for a grant.: 
	Mechanism Type: One selection is required.
Fellowship: Select Fellowship if this certification is for a fellowship.: 
	Mechanism Type: One selection is required.
Contract: Select Contract if this certification is for a contract.: 
	Mechanism Type: One selection is required.Cooperative Agreement: Select Cooperative Agreement if this certification is for a cooperative agreement.: 
	Mechanism Type: One selection is required.
Other: Select Other if this certification is for something other than a grant, contract, fellowship or cooperative agreement and specify the type of mechanism involved.: 
	Mechanism Other Explanation:
Specify the type of mechanism for financial assistance that is involved.: 
	MechanismType_Entered: 
	Agency Name: Enter the name of Federal Agency from which assistance is being requested with this application. This field is required.: 
	Application or Proposal ID No.: The applicant's control number (if applicable).: 
	Title of Application or Activity: Enter a brief descriptive title of the project. This field is required.: 
	PDPI Fellow Prefix: The prefix (e.g., Mr., Mrs., Rev.) for the name of the PD/PI or Fellow. Select the Prefix from the provided list or enter a new Prefix not provided on the list.: 
	PDPI Fellow First Name: Enter the first (given) name of the PD/PI or Fellow. This field is required.: 
	PDPI Fellow Middle Name: Enter the middle name of the PD/PI or Fellow.: 
	PDPI Fellow Last Name: Enter the last (family) name of the PD/PI or Fellow. This field is required.: 
	PDPI Fellow Suffix: The suffix (e.g., Jr, Sr, PhD) for the name of the PD/PI or Fellow. Select the Suffix from the provided list or enter a new Suffix not provided on the list.: 
	Other Agency Name: If assurance is on file with another agency or department, provide the name of the Federal Department or Agency.: 
	Assurance Status: One selection is required.: 
	Assurance Status: One selection is required.
Assurance On File HHS: Select the first option, Assurance is on file with HHS, if there is an assurance on file with the Department of Health and Human Services. Complete the other associated fields.: 
	Assurance Status: One selection is required.
Assurance On File: Select the second option, Assurance is on file with another agency or department, if there is an assurance on file with another agency or department. Complete the other associated fields.: 
	Assurance Status: One selection is required.
No Assurance: Select the third option if no assurance has been filed and no exemption is being declared.: 
	Assurance Status: One selection is required.
Exemption: Select the fourth option if an exemption to certification of protection of human subjects is being declared.: 
	AssuranceStatus_Entered: 
	Assurance ID Number: If an assurance is on file provide the Assurance identification number.: 
	Assurance Expire Date: If an assurance is on file provide the expiration date of the assurance.: 
	IRB Registration No.: If an assurance is on file provide the IRB Registration/Identification number if applicable.: 
	Assurance No.: If an assurance is on file provide the Assurance identification number.: 
	Assurance Expire Date: If an assurance is on file provide the expiration date of the assurance.: 
	IRB Registration No.: If an assurance is on file provide the IRB Registration/Identification number if applicable.: 
	Section Paragraph: Provide the paragraph number of Section 101(b) relating to the Exemption, if known.: 
	IRB Review Status - Reviewed: If an assurance is on file, then select the first option if the activity has been reviewed and approved by the IRB in accordance with the Common Rule and any other governing regulations. Complete the other parts of this section. If an assurance is not on file, skip this section.: 
	IRB Review Status - Not Reviewed: If this activity contains multiple projects some of which have not been reviewed, then select the second option if the IRB has granted conditional approval and all projects covered by the Common Rule will be reviewed and approved before they are initiated. Complete the other parts of this section. If an assurance is not on file, skip this section.: 
	One selection is required.: 
	IRBReviewStatus_Required: 
	Full IRB Review Date: Enter the date of the full IRB review meeting.: 
	IRB Review Type - Full: Select the first option if a full IRB review meeting was conducted.: 
	IRB Review Type - Expedited: Select the second option if an expedited IRB review was conducted.: 
	Expedited Review Date: Enter the date of an expedited IRB review.: 
	Less Than One Year Approval: Select the third option if less than one year approval was given.: 
	IRB Approval Expire Date: If less than one year approval was given, then provide the expiration date.: 
	XDPFirstField: 
	AboutButton: 
	PrintButton: 
	GotoNextPage: 
	CloseForm: 
	GotoPreviousPage: 
	Comments: Complete any comments needed.: 
	Legal Name: Enter the legal name of applicant, which will undertake the assistance activity, enter the complete address of the applicant (including county and country), and name, telephone number, e-mail, and fax of the person to contact on matters related to this application. This field is required.: 
	Street1: Enter the first line of the street address in Street1 field of the applicant. This field is required.: 
	Street2: Enter the second line of the street address for the applicant in the Street2 field. This field is optional.: 
	City: Enter the city for address of applicant. This field is required.: 
	County: Enter the county for address of applicant.: 
	State: Select the State where the applicant is located. This field is required if the applicant is located in the United States.: 
	ZIP Code: Enter the Postal Code (e.g., ZIP code) of applicant. This field is required if the applicant is located in the United States.: 
	Country: Select the country for the applicant address.: 
	Department: Enter the name of primary organizational department, service, laboratory, or equivalent level within the organization which will undertake the assistance activity.: 
	Division: Enter the name of primary organizational division, office, or major subdivision which will undertake the assistance activity.: 
	Phone Number: Enter the daytime phone number for the Authorized Representative. This field is required.: 
	Fax Number: Enter the fax number for the Authorized Representative.: 
	Email: Enter the e-mail address for the Authorized Representative. This field is required.: 
	Prefix: The prefix (e.g., Mr., Mrs., Rev.) for the name of the Authorized Representative. Select the Prefix from the provided list or enter a new Prefix not provided on the list.: 
	First Name: Enter the first (given) name of the Authorized Representative. This field is required.: 
	Middle Name: Enter the middle name of the Authorized Representative.: 
	Last Name: Enter the last (family) name of the Authorized Representative. This field is required.: 
	Suffix: The suffix (e.g., Jr, Sr, PhD) for the name of the Authorized Representative. Select the Suffix from the provided list or enter a new Suffix not provided on the list.: 
	Title: Enter the title of the Authorized Representative. This field is required.: 
	Date Signed: Enter the Date Signed. This field is required.: 
	AOR Signature: It is the organization's responsibility to assure that only properly authorized individuals sign in this capacity and/or submit the application to Grants.gov. Enter the Signature of Authorized Representative.: 
	LastField: 



