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Purpose: 
The purpose of this policy is to define the guidelines for payment of fees by sponsors for review of research projects by the Avera Institutional Review Board (IRB).
policy: 
in order to manage its responsibilities in the protection of human participants in research, sufficient resources need to be available to assure human research participant protection.  The Avera Institutional Review Board (IRB) will charge an IRB review fee for human research projects.  
Payment of the IRB Review fees is regarded as a contractual responsibility between the investigator and the sponsor. The investigator has the responsibility to inform sponsors of these fees, and establish the sponsor’s responsibility to pay these fees upon being invoiced. Investigators and sponsors should be aware that these fees are due even if, after complete review, the IRB does not approve the study. Because the IRB commits its full resources to each review, the fees are due in full from the sponsor, even if subjects are never enrolled, the study is terminated before objectives are reached, or a contract is never finalized. The IRB fees have been given careful consideration and are consistent with fees charged at other institutions.

The IRB will use these fees to:

· Off-set some of the administrative costs associated with increasing regulatory oversight and other human subjects regulations.
· Off-set additional administrative costs associated with support and enhancement of the basic IRB infrastructure.

· Provide continuing education and training to IRB members and investigators with respect to federal regulations and ethical guidelines for conducting research involving human subjects.

IRB Review fees apply to all clinical research projects conducted at authorized Avera Health System facilities, except research determined to be Exempt from Full IRB Review under Federal Regulations and IRB Policies and student-initiated research.  The IRB reserves the right to waive fees.  A waiver of fees will be considered on a case-by-case basis for unfunded studies.
There will be no charge for review of amendments/modifications, recruitment materials submitted after initial or continuing review, adverse event reports, protocol deviation/violation reports or emergency use requests.

Fees

The fees charged for eligible research projects are listed on Attachment GA106-A.  Fees are subject to change on approval of the IRB or Financial Services.

Payment will be due thirty (30) days from receipt of notice of Approval or Contingent Approval from the IRB.

Payment of IRB fees is regarded as a contractual responsibility of the sponsor.  The fees are assessments of actual costs associated with protocol review by the IRB and are charged for services rendered.

Registries

In limited cases, registries may be determined not to constitute a research activity.  There is often no specific protocol or detailed inclusion/exclusion criteria except for a broad diagnosis.  In limited cases, IRB fee waivers may be granted for registries.
scope 
This policy and procedure applies to all investigators who utilize the Avera IRB as their IRB of record.
responsibility

The IRB Manager will be responsible for coordination of invoicing each new research proposal approved by the Avera IRB.
Financial services will be responsible for coordination of documentation of payments and outstanding balances.

applicable regulations and guidelines


None
references to other applicable sops

This SOP affects all other SOPs.

attachments

Sample Invoice
IRB Fees (Attachment GA106-A)

process overview

1. The investigator or his/her designee will notify the sponsor, prior to submission of the protocol to the IRB, that the IRB charges a fee for its services.
2. The IRB manager is responsible for generating a monthly IRB report of newly approved protocols for the previous month.
3. The report will be utilized to generate an invoice for each designated study reviewed and approved by the IRB.
4. The IRB manager will maintain a current accounting of IRB studies invoiced and fees collected.
5. Funds recovered through the fee assessment are applied to the IRB cost center. Account reports do not contain any information that would allow identification of payees. 
procedures employed to implement this policy

	Who 
	Task
	Tool

	IRB Manager
	Generate a report from the IRB database for the previous month to designate appropriate studies to be invoiced
	IRB Software Database

	IRB Manager
	Work with research Investigators and/or coordinators to assure appropriate billing of IRB fees
	

	IRB Manager
	Prepare Invoices for studies to have IRB fees billed directly to study sponsors.
Provide copies of invoices to Finance Department
	IRB Invoice

	Senior Vice President, Chief Medical Officer; VP Finance; IRB Manager
	Determine fee structure for IRB review fees
	


Attachment GA-106A
IRB Fees for studies approved after

July 1, 2007

	IRB Review Category
	IRB Fee

	Full Board Review
	$5000.00

	Annual Review
	$1000.00

	Research Registry*
	$750.00

	Investigator Initiated Studies*
	$500.00


* Fees may be waived at the discretion of the Avera Institutional Review Board
June 25, 2010
«First_Name» «Last_Name»
«Company_Name»
«Street_Address_1»
«Street_Address_2»
«City» «State» «Zip»
RE: Our Study # «Study_Number»
Dear «AddresseeTitle» «Last_Name»:

Protocol Title: «Protocol_Number__Title»
Principal Investigator: «StudyInvestigatorName»


The «IRB_Code» approved the above named protocol on «Approval_Date__originalNew».  The invoice fee amount for ongoing review and approval of new protocols is $ 5000.00 

Please make checks payable to:
Avera Central Services







Avera Institutional Review Board







3900 W. Avera Drive







Sioux Falls, SD  57108

If you have any questions please feel free to contact me at (605) 322-3059

«Closing»


Jovette Van Hoorn, CIM, CIP

Manager, Avera Institutional Review Board
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