IRB Fee Survey

We are implementing an IRB review fee for commercial clinical trials

(protocols).  We are trying to decide exactly how to collect the fee and

apply it to the IRB office budget.  I do know of some of the models out

there. If you collect an IRB fee, could you send me a quick note on how

you invoice the company (if you do) for the fee and how the fee is

processed internally in your institution.

	Respondee/Phone & Email
	Institution
	IRB Fee
	Comments of Process

	Pamela Webb

Director, Office of Research & Sponsored Pgms., Chicago Campus

Northwestern Univ.

710 N. Lake Shore Dr.

Chicago, IL 60611-3008 

pwebb@nwu.edu
	Northwestern Univ.
	
	We are in the final stages of setting this up ourselves, and I'll send you our model as soon as it is finalized.  We've considered and rejected two plans of action, but I think we are close now.  Our model will be tied to protocols being routed through IRB and funded by industry (regardless of whether they ever result in a funded clinical trial or industry research agreement.) 



	
	
	
	

	Debra Hansen hansend@dgabby.mfldclin.edu
	Marshfield Medical Research and Education Foundation

A Division of Marshfield Clinic
	
	We simply prepare an invoice on our business letterhead noting the amount and protocol name and number that has been reviewed.  As for the accounting, we currently credit the fee back to the actual research project number.  As you can imagine this is contentious.  We are in the

process of revising this so that it is credited back to our IRB department as miscellaneous income which can be used to fund educational experiences for IRB members.

	
	
	
	

	Sheryl N. Goldberg, MBA 

Director, Research Administration

4301 W. Markham St., Slot 636           

Little Rock, AR 72205

Voice: 501-686-5502

Fax: 501-686-8359

goldbergsheryl@exchange.uams.edu
	Univ. Of Arkansas for Medical Sciences
	We charge $1000 for new protocols, $500 for continuing review, 25% indirect cost rate, only to industry. Collections are a hassle. I expect to spend $20,000 in staff time to collect $100,000 in fees.
	Pre-award (my office) submits the invoice to the sponsor, indicating that payment goes to post-award (grant accounting). Then it is deposited into an IRB fee account when received. BUT the tracking and phoning and

Follow-up for collections is done by my office. Grant accounting should do it, but it is just not going to happen here - staff shortages etc., dreadfully inefficient, but we are desperate for the funds. Also, if the funds will be in your dept, be sure your name is not given as the recipient. I sign the invoices, but they are mailed to the attention of another person in grant accounting. Avoids even the appearance of a conflict of interest or graft.

	
	
	
	

	Barbara J. LoDico, IRB Administrator

Coordinator, Research and Sponsored Programs

 MSB C-690

185 So. Orange Ave. Newark, NJ 07103

phone (973) 972-3608

fax      (973) 972-3585

lodico@umdnj.edu
	New Jersey Medical School
	
	We invoice sponsors if they prefer and have the checks made payable to the medical school IRB account.  We have a discretionary cash account set up by the grants office.  If we can get it in the budget we would prefer to do

that as then the grant accountants just transfer the IRB fee into the IRB account.

	
	
	
	

	Pamela M. McKeough

Director, Sponsored Program Administration

Indiana University

Phone:  (317) 274-8285

E-mail:  pmckeoug@iupui.edu
	The Indianapolis Campus of Indiana University
	does charge an IRB fee.  I have attached a copy of our policy for your information. Please note that the fee is not limited to clinical trials. We are in the process of revising the policy and increasing the fees. We expect the highest charge to go from $750 to $1,000.
	 The new policy will also include some changes for on-going studies but the details have not

yet been determined.  (Just FYI, this charge is only done on projects on the Indianapolis campus as this is where the School of Medicine is located and where the majority of the commercial funding is received.  The other

campuses of Indiana University have minimal funding from commercial sponsors, and no clinical trials.)

The IRB fee is included in the budget submitted to the sponsor.  If the sponsor pays per patient, the IRB fee is factored into the overall costs.

If the sponsor requires a separate invoice, that is normally prepared by the department doing the study and the payment is made to our office of Contract

and Grant Administration, just like the other income on the project.  On one occasion, the sponsor would not accept an invoice generated by the department and required that it be submitted from an "institutional

office" so it was prepared by our office on an exception basis.



	
	
	
	

	
	
	
	

	
	
	
	

	Joan Lorden, PhD 

lorden@uab.edu
	University of Alabama at  Birmingham  
	
	We send an invoice from the IRB office to the company.  The checks are deposited in an IRB account that is a fee for service account.  The IRB uses the money for personnel and also for the benefit of Board members, e.g.,

travel to training programs etc.  It is quite straightforward.  We find that it is more acceptable to investigators not to involve them in the transaction by putting the expense in the budget.

	
	
	
	

	Lisa Ballance 

lballanc@hsc.vcu.edu
	Virginia Commonwealth University
	ICR = 20%
	We charge an IRB fee to industry and the fee is invoiced by the contracts office.  Doing it through the contracts office (and having them support the charge and make sure that it is in there) means that the charge gets agreed upon in the contracting process -- works for us...

	Lisa Balance (continued)
	
	
	Actually -- perhaps because I work in the Clinical Trials Institute, we handle it a bit differently right now.  Currently, when we send the contract back to the sponsor, I include an invoice that has the fee AND a separate payee address so that the monies stay apart from the grant

account.  When the check comes in, we deposit it right into the IRB account - and we keep a database of payments for accounting purposes.

BTW - we also charge a "contracting fee" for our industry sponsors.  So, at the same time we bill for this - total can be up to $3000 per study.  But, we find that the sponsors are willing to pay in support of our institute, as long as our turn-around time is remains 24 hrs

In addition to overhead (which is admittedly low at 20%),  we are trying to negotiate raising the indirect by a bit and having the recovery flow back to cover the costs of running this "institute" .  The Institute does all contract          

negotiations on behalf of the Sponsored Programs Office - and we enter details of awards which are pending -

then final awards, directly into the Sponsored Programs Office data system and file all original contracts with them -- so we are both centralized and de-centralized, I suppose.

24-hour turnaround is for response on contracts.

	
	
	
	

	Landorf,Kenneth R 

Director Grants & Contracts Adm.

Univ. of Connecticut Health Center

263 Farmington Ave, MC 5335

Farmington, CT 06030-5335

landorf@adp.uchc.edu
	UConn Health Center
	less than 50 K- $1000;5K to 100K- $1500; and anything over

that is$ 2,000
	We send all industrial/corporate sponsors a bill for fees at the time the agreement is fully executed, and the fee structure is based on total award level, i.e. less than 50 K- $1000.00;50 to 100K- $1500.00; and anything over

that is $2,000.  It is budgeted as a separate cost to the sponsor in the agreement, and billed directly by the IRB office w/ their distinct account code identity.  In the rare occasions when it is paid as part of the award directly to us, we do an internal notice to both the PI and IRB that a

transfer is needed, and it is up to them to get the act together so both parties sign off acknowledging the transfer.

	
	
	
	

	Mortali, Jill 

Director, Sponsored Pgms.

University of Massachusetts

Medical School at Worcester

55 Lake Avenue North

Worcester, MA 01655

Jill.Mortali@umassmed.edu
	University of Massachusetts - Medical School at

Worcester.
	
	The fee is typically negotiated as a separate item

and invoiced separately from the study costs.  My office negotiates and signs the agreement and notifies our fiscal department that an invoice needs to be generated for the IRB fee.  The Fiscal Dept. is then able to track the

invoice as an account receivable. The payment is then deposited into a separate account for use by the IRB to fund a portion of the Chair's salary and other expenses.

	
	
	
	

	Robert O. Webster, Ph.D. 

Assoc. Provost for Research Adm.

Saint Louis University

3556 Caroline St., Room C301

St. Louis, MO 63104

webster@SLU.EDU
	Saint Louis University
	
	We have been collecting an IRB for the past two years with >85% success. In most cases we directly bill the commercial sponsor for the IRB fees. Checks

made out to Saint Louis University are sent to our office for deposit in one of our accounts. We have used the funds obtained to send IRB members to regional FDA, OPRR meetings and national meetings such as PRIMIR.

	
	
	
	

	Bill Caskey, PhD Director, Research & Grants Administration

2401 Gillham Road

Voice:(816) 234-3879 

FAX:(816) 855-1982

E-mail:  wcaskey@cmh.edu 
	Children's Mercy Hospital

Kansas City, MO  
	
	We try to negotiate the IRB fee as a line item in a clinical study budget. If we are unable to do that, we include it in the start-up fees (but designate it on the internal study budget that the sponsor never sees). Depending on how it's written in the contract, we then invoice the

Sponsor accordingly. The fee is always collected up front for initial review. Fees for amendments are invoiced as each amendment is received.

Having come from a university background, I find the accounting system Here atrocious for external fund accounting, but here's how it's done. A cost

center is established for each study. The IRB fee is paid as an expense out of the study account and appears in the IRB cost center as a negative expense (all the revenue showing up in the revenue account lines for the

study). Up until this year, IRB expenditures were a part of research administration. This year, the hospital agreed to set up a cost center for the IRB which rolls up to research administration so I can isolate expenditures associated with the IRB more easily.

	
	
	
	

	Mary Ann Jurgus 

Manager, Research Adm. Medical Ctr.

Loyola University of Chicago

2160 South First Ave., 120/400

Maywood, IL 60153-5500

MJURGUS@wpo.it.luc.edu
	Loyola University Stritch School of Medicine
	Attached is a copy of our Invoice that we use to bill private companies -- we charge for review of projects covering 9 or less

Patients $500.00 and 10 or more patients is $1,000.
	When funds are received they are deposited into a "sponsored projects account" (not unlike an unrestricted gift or grant account) and these funds are used for professional meeting registrations, travel expenses

to professional meetings, training of committee members, staff members

	
	
	
	

	Mike Luczak 

Grants Administrator

Health sciences Center

Saint Louis University

3556 Caroline St

St. Louis, MO 63104 

luczak@SLU.EDU            
	Saint Louis University
	See Attached
	

	
	
	
	

	Thomas E. Wilson 

Director, Sponsored Programs

Baylor College of Medicine

One Baylor Plaza, S103

Houston, TX  77030-3498

twilson@bcm.tmc.edu
	Baylor College of Medicine
	See Attached
	

	Alexander Schoen 

Director, Office of Sponsored Pgms.

Winthrop University Hosp.

259 First Street

Mineola, MN  11501

aschoen@winthrop.org


	Winthrop University Hospital
	
	We have implemented an IRB fee as well.  We send letters from the IRB to the company requesting the funds.  They usually pay, but it can take a while to get the payment.  Some companies want an actual invoice.  I try to get the IRB fee included in the clinical trial contract.  One problem is that the companies want to send the payment to the address of record for the contract, and will not always send it to the IRB's attention.  This will require further follow up.

	
	
	
	

	George F. Kalf george.f.kalf@mail.tju.edu
	Thomas Jefferson

University/Jefferson Medical College
	We charge a one time fee of $1500 dollars, $1000 for the initial review and $500 for Continuing Reviews(s) and amendments etc for any commercial trial, no exceptions.
	The Office of Scientific Affairs (OSA) makes certain that this $1500 fee is a line item in any commercial contract for a clinical trial. These monies are IDC to OSA for use in part or in entirety for IRB operations. 

In the majority of cases, the commercial contract has the line item IRB charge. Office of Scientific Affairs forwards the signed contract to the company. The company sends the check based on the contract amount to OSA.

OSA  send a letter of transmittal with the check to accounting which then allocates the dollars to the appropriate accounts i.e. IRB , department conducting the trial etc. In some instances the company requests an

Invoice for the IRB fee. In that case OSA  sends a simple invoice to the company and the check is returned to OSA and transmitted to accounting

to be put in the IRB account.

	
	
	
	

	Hastings, Kari L KLHASTINGS@PARTNERS.ORG

617-573-2365
	
	
	We have instituted a procedure where we negotiate terms of IRB reimbursement for expenses up front. Generally the drug companies prefer that the charges are invoiced separately on an as needed basis predicated on

type of review activity. Some limit the total amount they will pay for regardless of any fee schedule or number of invoices submitted, a few do send the full negotiated amount directly with the start-up as an add-on. We send a letter describing the activity and the cost, i.e. full initial review, adverse event report, amendment, etc. These amounts can vary based upon the extent of the changes to be made. Our fee schedule is not provided to the drug company although it could be. Actually, no one has ever asked. The billing process is accepted as part of the cost of doing business on a clinical trial. When the check is received we place it into the specific fund

account allocated for that trial and then generate a document to transfer the money from the trial account to a special Human Studies account that I have

instituted.  Having the funds in one account is important as they are usually expended in large enough amounts that would not be possible if left scattered about. These procedures may seem cumbersome but they do leave a clear paper trail which is important for accountability purposes. Also, a clear trail as to how the funds are expended. We use them primarily for providing training opportunities for IRB members. I try to keep an eye out for such opportunities (particularly PRIMIR and ARENA) and then offer them during the course of the year. It is the community members who are most able to

take advantage of the training - they have time and mobility. When we were interviewed by the OIG, (yes we were one of those)  they commented favorably

on this process for training committee members and said that they would incorporate the concept into their final report. 

	
	
	
	

	Kaars, Charles 

Asst. Vice President for Sponsored Programs Adm.

State Univ. of New York at Buffalo

Ste. 211, UB Commons, 520 Lee Entrance

Amherst, NY 14228-2567

Kaars@research.buffalo.edu
	State Univ. of New York at Buffalo
	we charge all for-profit sponsors a one time $1,000 fee for a full

review and $500 for an expedited review.
	The fee covers the first review

and all subsequent annual reviews and amendments.

We include the fee in the first invoice.  If the PD hasn't told the sponsor about the fee and the sponsor won't pay, we notify both the PD and the sponsor that no annual review will be performed.  This has resulted

In either the sponsor paying or the study being terminated.  No PD has had this problem twice.

	
	
	
	

	Lawrence Smith

lsmith@wfubmc.edu 
	Wake Forest University School of Medicine
	We've been collecting a $1,000 IRB fee from industry-sponsored studies for about 6 months.
	The IRB office invoices each company after the research agreement is signed, and requests the check be sent to the IRB office. It works, but not perfectly:  sometimes the fee is included in the initial payment, and sent to the Controller, or the initial payment including the fee is all sent to the IRB office. Sometimes follow-up is

necessary. The fee is deposited in an income account in the Controller's office; we may spend against it, but that hasn't been perfected yet, either. So there is a fair amount of bookkeeping to keep track of the fees, the way we do it. 



	
	
	
	

	Stager, Myrta  

Director, Research Education

University of Texas Medical Branch at 

Galveston

301 University Blvd.

Galveston, TX 77555-0636 

mystager@utmb.edu
	
	
	We are currently considering implementing the same here at UTMB.

	
	
	
	

	Gallos, Harold
	Stanford University
	
	The IRB fee is a totally separate invoice.  It is invoiced & payment is transferred to the IRB account.
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