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OBJECTIVE:

The objective of this administrative guidance is explain the process for the use of an IRB Authorization Agreement and to explain the process for monitoring the outside entities listed on the IRB-HSR FWA with OHRP.
GENERAL DESCRIPTION;  
All institutions engaged in human subjects research that is not exempt from the regulations, and is conducted or supported by any HHS agency must be covered by an OHRP approved assurance [Federal Wide Assurance (FWA)].  An institution may extend its FWA to cover a collaborating entity under certain conditions by using an IRB Agreement Authorization.   An FWA is an institution’s or organization’s assurance to the federal government that human subject research conducted at that site is in compliance with federal regulations pertaining to the protection of human subjects.  
There are several circumstances when an IRB Authorization Agreement may be used.  

· One circumstance is when a non- UVa company has obtained a small grant (e.g. SBIR) from NIH and wishes to contract the research work to be performed by a faculty/staff member at UVa.
· A second circumstance is when a UVa employee/ faculty member wishes to work on a protocol that has or will be approved by an outside IRB and the work will not be done at UVa. 

For additional information see: OHRP FAQ on FWA
PROCEDURE:

Investigator Procedures  

IRB-HSR Staff Procedures for work to be done at UVa
1. Upon receipt of IRB Authorization Agreement Application form, complete the appropriate IRB Authorization Agreement and send to study team to obtain signatures.  

2. Once a signed IRB Authorization Agreement has been submitted  will verify that a protocol to cover the work has been approved by the IRB-HSR
3. Confirm with Grants and Contracts office / OSP that a contract is in process for the project. 

4. Submit the signed IRB Authorization Agreement to the Associate VP for Research for review, approval via signature.  Confirm to the Associate VP that an approved protocol is in place and the contract is in process.  and 
5. After the Associate VP for Research has signed the IRB Authorization Agreement, a copy should be given to the IRB-HSR and the original sent to the outside company.

6. Stamp the copy of the signed agreement with a receipt acknowledged stamp and place the copy in the protocol file. Enter an event receipt for the protocol.  
7. Complete the excel spreadsheet found at IRBHSR/ documents/ FWA documents/ IRB Authorization Agreements.

IRB-HSR Staff Procedures for work to be done outside of UVa
1. Upon receipt of an IRB Authorization Agreement Application form, complete the appropriate IRB Authorization Agreement and send to study team to obtain signatures.  An IRB Authorization Agreement template from the outside institution may also be allowed. 

2. Once a signed  IRB Authorization Agreement  has been submitted  verify that a protocol to cover the work has been approved by an outside IRB 

3. Submit the IRB Authorization Agreement, to the Associate VP for Research for review and approval via signature approval/ signature. 
4. After the Associate VP for Research has signed the IRB Authorization Agreement, a copy will be given to the IRB-HSR and also sent to the UVa Researcher. 

5. After the IRB-HSR has received the IRB Authorization Agreement signed by all parties- the following information will be entered in an excel spreadsheet found at IRBHSR/ documents/ FWA documents/ IRB Authorization Agreements. 
a. Name and Email of UVa Researcher

b. Protocol Title

c. Name , address and phone of IRB of Record

6. Stamp the document with a Receipt Acknowledged stamp complete.

7. A copy of the signed agreement should be on file with the IRB-HSR in the IRB office. 

Oversight Procedures 
1. On a yearly basis, the IRB should review the list of IRB’s that the IRB-HSR is listed as relying on their FWA on the OHRP website.  Per the OHRP notice of June 20, 2011, only internal IRB’s need to be specifically designated or that , if an institution does not have an internal IRB, only one external IRB be specifically designated.  
2. A search should be made in IRB Online for each entity listed.  Verify that each protocol sponsored by the entity has an IRB Authorization Agreement on file. 

3. Verification should be made to determine that the IRB-HSR has a signed IRB Authorization Agreement on file for each entity named on the IRB-HSR FWA.  If an agreement is not on file, the entity should be contacted to obtain a signed agreement (see attachment A).  If an outside entity is listed on the IRB-HSR FWA but no active protocol is found in IRB Online the IRB-HSR staff will send a letter to the outside entity ( see attachment B) .  A copy of all correspondence will be filed in the IRB-HSR Directors office. 
4. For those studies with an outside IRB as the IRB of record- refer to IRB-HSR AG 3-4- "Continuations" for information on monitoring these protocols for continued IRB approval. 

DOCUMENTATION:

Documentation will be maintained in the IRB-HSR office in an excel spreadsheet under 
IRBHSR/ documents/ FWA documents/ IRB Authorization Agreements. 
REFERENCES:
OHRP FAQ on FWA
IRB-HSR AG 3-4-Continuations

IRB-HSR AG 2-27
Attachment A:  IRB-HSR Letter Template to Entities Listed on IRB-HSR FWA for which no IRB Authorization Agreement Exists. 
<Insert Date>

< Insert Name and Address of Outside Entity>

To Whom It May Concern,

<Insert name of outside entity> is listed on the OHRP website for the University of Virginia FWA for the IRB for Health Sciences Research.  
For a link to this website see http://ohrp.cit.nih.gov/search/irbdtl.asp?IRBID=429.

At this time the University of Virginia has no IRB Authorization Agreement on file with you to serve as the IRB of record for IRB# < insert IRB # and title of protocol>.  Please complete the enclosed IRB Authorization Agreement (if applicable insert:  for each protocol listed above) and return it to UVa within 60 days.  If this document is not returned within 60 days- please be notified that UVa will not serve as the IRB of record for the protocol. If you have no other protocols with the IRB-HSR we kindly request that you notify OHRP to remove your company from the UVA IRB-HSR FWA.  
For OHRP instructions see http://www.hhs.gov/ohrp/humansubjects/assurance/renwfwa.htm . 
Sincerely,

<insert name of IRB-HSR Director>

IRB-HSR Director
Attachment B:  IRB-HSR Letter Template to Entities Listed on IRB-HSR FWA for which no Protocol Exists. 

.
<Insert Date>

< Insert Name and Address of Outside Entity>

To Whom It May Concern,

<Insert name of outside entity> is listed on the OHRP website at for the University of Virginia (UVa) Federal Wide Assurance (FWA) document under the IRB for Health Sciences Research (IRB-HSR).  

For a link to this website see http://ohrp.cit.nih.gov/search/irbdtl.asp?IRBID=429.

At this time the University of Virginia has no documentation of any protocol, pending or active, with your company.  Therefore, we kindly request that you notify OHRP to remove your company from the UVA IRB-HSR FWA.  For OHRP instructions see http://www.hhs.gov/ohrp/humansubjects/assurance/renwfwa.htm . 
Sincerely,

Sincerely,
<insert name of IRB-HSR Director>

IRB-HSR Director
