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2012 IRB FEES 

Fees are applied per Principal Investigator (when multiple-site study)

Fees are subject to change without notice

	TYPE OF REVIEW/SERVICE
	DESCRIPTION

IMPORTANT:  All fees apply even when an item is pulled (by client) prior to a scheduled meeting/review and following the IRB members pre-review of the study document(s).
	FEE

	Initial review

Single Investigator study
Generic Single Investigator study
Multiple Investigator study

Phase I Oncology study - Single 
Phase I Oncology study - Multiple 

Exempt Research Project

Study qualifying for expedited review
· Single Investigator
· Multiple Investigator
Principal Investigator and Site
(PI involved in multiple site study)
Additional informed consent
Unscheduled meetings
	Review of New Study Submission form, protocol and amendment(s), as applicable, Investigator Brochure/package insert, as applicable, one informed consent, Investigator CV/site qualifications and recruiting materials.
Review of the first [Single Investigator] generic study 

Review of an additional [Single Investigator] generic study reflecting same Sponsor, drug, dosage and basic study design and differ only in these areas [number of subjects, fed or fasted, formulations].
Review of New Study Submission form, protocol and amendment(s), as applicable, Investigator Brochure/package insert, as applicable, one informed consent and recruiting materials.
Review of New Study Submission form, protocol and amendment(s), as applicable, Investigator Brochure/package insert, as applicable, one informed consent, Investigator CV/site qualifications and recruiting materials.
Review of New Study Submission form, protocol and amendment(s), as applicable, Investigator Brochure/package insert, as applicable, one informed consent and recruiting materials.
Review of research projects determined to be exempt from IRB oversight.  Includes review of Exempt Submission form, protocol and amendment(s), as applicable and one informed consent, when applicable.

Clinical investigations as identified in the Federal Register, Volume 46, No. 17, published 27 January 1981, that may be reviewed through the expedited review process: 
Review of New Study Submission form, protocol and amendment(s), as applicable, package insert, as applicable, one informed consent, Investigator CV/site qualifications and recruiting materials.

Review of New Study Submission form, protocol and amendment(s), as applicable, package insert, as applicable, one informed consent and recruiting materials.

Review of New Study Submission form, Investigator CV/site qualifications and recruiting materials.
Assent form and/or photo release (when not included within the main informed consent), Genotyping, generic, general screening, Addendum, etc.
Full-board review requested at times other than regularly scheduled meetings, including the initial review of a new study, continuing review, protocol amendment, etc.
	$1785.00
$1785.00

$892.50

$1155.00
$1890.00
$1260.00
$660.00

$1260.00

$660.00
$630.00
$368.00 EA IC
$525.00/mtg., in addition to the 
fee per item


	TYPE OF REVIEW/SERVICE
	DESCRIPTION
	FEE

	Continuing Review / Reinstatement 

Single Investigator study

Multiple Investigator study

Late Fee 

Site and Principal Investigator

      (PI’s involved in multi-site study)

Late fee
Reinstatement of IRB Approval
	Review of Continuing Review form, protocol and amendments, as applicable, informed consent(s), Investigator Brochure/package insert, as applicable, Investigator CV/site qualifications and significant protocol deviations not previously reviewed.

Review of Continuing Review form, protocol and amendments, as applicable, “Master” template informed consent(s), Investigator Brochure/package insert, as applicable.

Late fee charged for submissions received after the deadline, which are requested/required to be reviewed at the following week’s board meeting.

Review of Continuing Review form, informed consent(s), Investigator CV/site qualifications and significant protocol deviations not previously reviewed.

Late fee charged for submissions received within 5 business days prior to IRB expiration date that are required to be reviewed at the following week’s board meeting.
Review of Reinstatement of IRB Approval form and other required documents following the study/site closing, IRB administrative closing, or suspension/termination of IRB approval.

NOTE:  When Continuing Review accompanies a reinstatement request the Continuing Review fee will also be applied.


	$945.00

$525.00

$210.00

$420.00

$210.00

$289.00



	Informed Consent Services

Informed Consent Development

Informed Consent Rewriting


	Complete development of informed consent document from the protocol

Rewriting informed consent to achieve near a 9th grade reading level
	$368.00/HR

$263.00/HR

	Translation Services

When translated by IntegReview:

Translation and conversion

Back translation

Customization of Investigator informed consent


	IntegReview outsources translation services to a third party.  Rush requests will result in an additional charge; feel free to contact us to request a quote.
Documents translated from English into a foreign language, translation is of text only and does not include formatting of document

Translation from a foreign language into English (if back translation only is requested a 30% admin. fee will apply)

Customization of site-specific foreign language informed consent


	Cost + 30% admin. fee

Cost

$368.00




	TYPE OF REVIEW/SERVICE
	DESCRIPTION
	FEE

	Translation Services (continued)
When translated by Client:
New informed consent

Revised informed consent

Customization of Investigator informed consent

Recruiting materials


	Review of new foreign language informed consent translated by client

Review of revised foreign language informed consent translated by client

Customization of site-specific foreign language informed consent

Review of new, generic or revised recruiting materials translated into a foreign language by client (print, video, audio, screening scripts, patient letters, etc.) 

	$368.00

$289.00

$368.00

$79.00

	Modifications after Initial Review

Protocol

· Single Site 

· Multiple Site 

Informed consent

Recruiting materials

Miscellaneous materials


	Protocol amendments, revisions/clarifications, administrative changes, administrative letters, etc.

· Additional fee when a summary of changes is not provided to a revised protocol 

Protocol amendments, revisions/clarifications, administrative changes, administrative letters, etc.

· Additional fee when a summary of changes is not provided to a revised protocol

· Processing fee per PI when revision does not affect IC

Revisions to previously approved informed consent

New recruiting materials not submitted with initial review of study (print, video, audio, screening scripts, patient letters, etc.)

Revised or generic materials

Non-recruitment materials, such as questionnaires, subject instructions, calendars, etc.
	$289.00

$158.00

$289.00

$158.00

$150.00

$289.00

$132.00

$79.00

$132.00

	Miscellaneous

Investigator Brochure/package insert

HIPAA Waiver

Consultants


	Revisions/updates to previously approved IB/package insert

· Additional fee when a summary of changes is not provided to a revised IB/package insert
Review of Request for Alteration or Waiver of Research Participants’ Authorization for Use/Disclosure of Protected Health Information Without Patient/Subject Authorization

Expertise required beyond, or in addition to, that available among the regular and alternate Board membership


	$132.00

$158.00

$420.00

Cost 




	TYPE OF REVIEW/SERVICE
	DESCRIPTION
	FEE

	Miscellaneous (continued)
Visits to MA sites

Copies of documents

Consultation Request

AE/SAE/IND Safety report
Unanticipated problem report

Significant Protocol Deviation 

Closure Notification report

Dedicated project team

Access to internet web board (web portal)
Access to electronic submission forms via the iRB-Link
Two-day turnaround of documents

Audio/video recording


	Arrangement and conduction of Massachusetts site visits as required by the Common Wealth of MA

Requests for additional copies of documents previously provided to PIs, Project Managers, etc.

Requests for hard copies of documents provided via overnight

Request for consultation (to include pre-review of study documents, teleconference with an IRB board member, etc.)

Per federal regulation, IntegReview does not require reporting to the IRB.  If submitted, a fee will apply for processing, handling & acknowledgement.
Review of unanticipated problem reports

Review of Significant Protocol Deviations 

Review of Closure Notification reports 

Project assigned to dedicated IRB Coordinator/team

Online access to IRB reviewed study documents via a private, password-protected, encrypted web location
Online completion of electronic submission forms with real-time, direct submission to the IRB
Documents processed within two-days of IRB review

Review of audio/video recordings following approval of script
	Cost +30% admin fee

$105.00/HR

($25 minimum)

Cost

$200.00/hour (1 hour minimum)

$25.00/report
No charge

No charge

No charge

No charge

No charge
No charge
No charge

No charge
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