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Association for the Accreditation of Human Research Protection Programs (AAHRPP):  We are very pleased to report that our human subjects protection program received “Qualified” Accreditation from AAHRPP. AAHRPP is the only accrediting body of its kind in the United States. Its stated mission is to accredit high-quality human research protection programs in order to promote excellent, ethically sound research. Through partnerships with research organizations, researchers, sponsors, and the public, AAHRPP encourages effective, efficient, and innovative systems of protection for human research participants.
“Qualified” means that we are accredited but that several minor changes in policies and procedures are being required by AAHRPP.  Full accreditation will follow administrative review of changes by AAHRPP.  Full and Qualified Accreditation are both for a three year period. Accreditation, either full or qualified, means that our standards exceed federal regulations by application of the same stringent protections to all research involving human subjects and not just those studies that are federally sponsored or regulated.

To date, 129 organizations representing more than 550 entities have earned AAHRPP accreditation. This includes 42% of the nation’s research-intensive universities, 36% of US medical schools and 52% of Veterans Administration facilities. Eventually, all institutions conducting human research that want to stay competitive for clinical trials will be accredited or risk losing out.

Final Reports: We return many OHR-9 final reports for investigators to provide more information in the progress report (sections C and D). Often the progress report narrative is left blank, or there is an indication that “all patients tolerated the procedure well” or “xxx charts were reviewed.”  These types of responses are stock and don’t tell the IRB very much. The progress report must contain sufficient detail for the IRB to determine if the study generated data, either positive or negative, that would indicate any inherent risks were justified. Please take the time to provide a meaningful response for the progress report.

Amendments: Investigators and IRBs are responsible "for ensuring prompt reporting to the IRB of proposed changes in a research activity, and for ensuring that such changes in approved research, during the period for which IRB approval has already been given, may not be initiated without IRB review and approval except when necessary to eliminate apparent immediate hazards to the subjects."  This last statement allows any new risk information to be immediately communicated to research subjects, prior to IRB review. As informed consent is an ongoing process, subjects should be apprised of any new risk information as soon as it is made available so they can reassess their decision to continue participation in the study. Changes to protocol and/or consent form should then be submitted for IRB approval as soon as they are made available.

IRB Forms: Everyone has had adequate time to become familiar with and to use the new forms as posted on the DHSP website. The new forms are compliant with federal regulations and have been approved by AAHRPP. From now on, applications using outdated forms will be returned to the PI/Research Coordinator and new studies, continuing reviews and amendments will not be reviewed until current forms are used. The exception to this rule is the following: hen submitting a continuing review, if the OHR-2 included is not the most current version available on the IRB website, you may either revise your OHR-2 to the new version, OR include an addendum that addresses the new information requested on the current OHR-2.  Specifically, Part F that deals with subject recruitment and the consenting process and any new information required in Part C concerning Drugs or Devices should be addressed.

Continuation or Follow-on Studies:  If you are submitting a study that is a continuation of a previously approved study (for example, an open label study that follows a blinded placebo study), please submit a clear synopsis of the findings, both safety and efficacy (if available) of the initial study. The IRB needs this information in order to make an objective decision regarding the follow-on study. 

IRB Fees: Just to be certain we are on the same page regarding IRB charges, here is a synopsis of the general rules.  Note that, on occasion, these are subject to some negotiation.

IRB fees are not charged for the following types of submissions:

· New studies, amendments or continuing reviews designated for “expedited” review

· NIH-sponsored research

· Investigator-initiated research funded by a Department or Division

· Exempt research (as determined by the IRB)

· Educational studies

· Private Foundation-supported research (such as American Heart Assoc., March of Dimes, etc.)
Prospectively conducted industry-sponsored studies, including fully funded investigator-initiated research protocols, that require full board review are charged a one-time fee of $2500. Continuing Review and Amendments that require full board review are each charged $750. These fees should be written into the contract as line items.  The fees are not covered by “indirect” costs, which are negotiated with sponsors, and should not be included in “per-patient costs.”

Commercial sponsors understand that IRB fees are part of the cost of doing business, and do not balk at having these fees written into contracts.

Resubmission of Expired Studies:  Federal regulations require convened (“full”) Board review of studies that expire because of failure to submit continuing review (OHR-9) paperwork in time for review prior to the protocol expiration date. This is a time consuming, costly and frustrating experience for investigators, IRB staff and IRB members. Also remember that when a study is reviewed as “new” it is likely that the reviewers or other board members will want changes in some or all of the IRB forms. The Board may also request changes to forms for any continuing review, but unless something glaring is found, CR submissions are usually accepted without requirements for language changes. 
	Time period
	Number of resubmissions requiring full review

	January - July 2006
	20

	January - July 2007
	15

	January  - July 2008
	10


Since we instituted the automated e-mail reminder system regarding study expiration date in September 2006, the number of studies requiring resubmission for full review as new studies has been halved. 

We hope this trend continues!

Going Green!  The ultimate green office would be one that relies mainly on electronic filing and submission. 
The IRB is not yet set up for electronic submissions, however, we hope to be able to offer electronic submissions of some forms in the near future. Meanwhile, we can help conserve paper
	Type of Submission
	# copies

	New full, continuing review and amendments
	35

	Expedited continuing review
	2

	Final Reports
	2

	Expedited New
	4

	Chart Review
	1

	Exempt request
	1

	Expedited amendments
	1


by requesting that you make all of your submissions in double-sided copies. When doing so, please copy so that the first page of a form is in fact the first page of that section, i.e., make sure the first page of the OHR-8 is not on the back of the last page of the OHR-2. In addition, submitting the correct number of copies can save many trees. We often receive 35 copies of protocols that will clearly qualify for expedited review and that is an inexcusable waste.  Here are the correct numbers:

Note that the only submissions requiring 35 copies are those that require full board review. If you are unsure about how many copies your protocol will require, please call any member of the DHSP staff for advice. Also, please be sure to keep a copy of all IRB paperwork in your study file.

OHR’s hours of operation are 9 to 5 daily. IRB submissions are accepted during these hours only. Submissions dropped off outside of those hours will not be accepted. The office is locked before 9 and after 5, and OHR will not take responsibility for anything left outside of the office during these times.

As always, the DHSP and IRB members appreciate your continuing commitment to the pursuit of innovative and compliant human subjects research.
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