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NEW PROTOCOLS

The number of initial applications to CPHS has been steadily increasing since UT

Houston has been using iRIS. From just over 500 new applications in 2005, in the

year 2012, CPHS received over 750 initial applications for review and approval.
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NEW PROTOCOLS SUBMITTED

The number of new protocols submitted
to CPHS for review and approval has
been steadily increasing. There was a
substantial increase in the number of
exemption requests in 2011.

NEW PROTOCOLS APPROVED

There was an increase in the number of
exemptions approved in 2011 and de-
crease in the number of protocols ap-
proved under expedited and full board
reviews.

HRPP QUALITY IMPROVEMENT—2012 INITIATIVES

The CPHS Executive Committee will continue to evaluate the human research protection pro-
gram and recommend improvements. Some of the initiatives available in 2012 are:

Commercial IRB - In response to requests from faculty for an option to rely on an-
other IRB to reduce duplicative reviews and hasten the review and approval process,
UT Houston has signed a reliance agreement with Chesapeake Research Review

Inc. Researchers participating in an industry sponsored multi-center clinical trial,
can choose to rely on either UT Houston CPHS or on Chesapeake IRB.

Departmental Review— CPHS review process can be more meaningful if research
proposals have been thoroughly vetted for feasibility and scientific merit by a de-
partmental review process. The HRPP is working with various departments to help
set up a process for departmental review.

CPHS FACULTY SURVEY

The CPHS Executive Committee initiated a faculty survey in July 2011 to seek feed-
back from the research community on CPHS processes. A link to the survey is includ-
ed with the notice of outcome letters from CPHS.

CPHS FACULTY SURVEY
Q3 - July 20 - Sep 30, 2011 (88 responses)
Q4 -Oct 1 - Dec 30, 2011 (77 responses)
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HRPP QUALITY IMPROVEMENT

The CPHS Executive Committee launched the HRPP Quality Improvement initiative in 2010 with
the objective of reducing regulatory burdens while enhancing human research protections.

Ql Initiatives in 2011

More Frequent CPHS Meetings - The time to approval for full board studies was
reduced from 106 days in 2009 to 90 days in 2010 by re-engineering the committee
composition to have 4 IRB Panels. Each panel meets once a month on the 1st to 4th
Fridays.

CPHS Faculty Survey — In July 2011, the CPHS Faculty Survey was launched to give
faculty an opportunity to provide feedback about their CPHS experience. Results
from this survey have been very encouraging. The human subjects protection pro-
gram looks forward to receiving more comments and suggestions in the future to
help improve the program.

Simplifying Consent Documents - To reduce the number of consent documents to
keep track of while conducting research involving children, CPHS will no longer re-
quire separate assent forms for younger children and adolescents. For research in-
volving children, only one assent form needs to be submitted. The new assent tem-
plate is available on the CPHS website. In response to requests from the research
community, CPHS staff have published new consent document templates that in-
clude HIPAA language.

Restructuring Research Support Services: In order to provide more efficient, effec-
tive, and seamless service to the UT Houston research community, several func-
tions previously carried out by different offices/units have been re-organized and
consolidated under the Office of Research Compliance, Education and Support Ser-
vices. "Education" and "Service" are linked with "Compliance" in this new organiza-
tional structure to indicate the philosophy that faculty and staff training and sup-
port, not simply monitoring activities, are central to its mission.

iRIS Application — Based on feedback from a task force of iRIS users, the application
has been revised to make it more user-friendly. Several steps that did not contribute
to the CPHS review process were eliminated and the application itself has been
shortened and several questions were reworded to make them clearer.

Boundaries of Research—CPHS has posted guidelines for review of QA/Ql protocols
that may not meet the definition of human subjects research as defined by the fed-
eral regulations. Since the addition of this panel in the iRIS application form, several
applications requesting a formal determination have been reviewed.

CPHS SUBMISSIONS IN 2010

The CPHS Office uses iRIS as its primary communication mechanism and all ini-
tial and continuing applications are submitted by the research team via iRIS. In
the year 2011, the CPHS office received over 7,000 submissions. As part of the
quality improvement initiative, the number of safety reports submitted to CPHS
was reduced from over 3000 reports in 2010 to 630 reports in 2011.
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Of the 755 new applications to the IRB The median turnaround time for all the
in 2011, 300 were exempt, 175 were three categories has been reduced from
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one of the three IRB panels at a con- round time for the three types of review
vened IRB meeting. from submission to final approval (in days)
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TURNAROUND METRICS BARRIERS TO TIMELY APPROVAL

Only 20% of the submissions were accepted as submitted, about 50% were re-

Application Received Duration 1 — Median time in days between the turned for correction one time, 18% were returned twice and the rest were re-

turned three or more times.

Returned for Corrections

Pl Resubmits Application

CPHS Meeting

CPHS Stipulations Sent to
Pl

Pl Responds to Stipulations

Final Approval

date the IRB office receives the application and the
date the IRB office sends notification to the Pl re-
questing changes.

Duration 2 - Median time in days between the date
the IRB office returns the application for correc-
tions to Pl and the date the PI re-submits a correct-
ed application.

Duration 3 - Median time in days between the date
the Pl re-submits the application and the date the
protocol is reviewed by the fully convened IRB.

Duration 4 - Median time in days between the IRB
meeting date and the date the IRB sends stipula-
tions to the PI.

Duration 5 - Median time in days between the date
the IRB sends stipulations to the Pl and the date
that the Pl submits responses to the stipulations.

Duration 6 - Median time in days between the date
that response to stipulations is received by the IRB

office and the date of final approval granted by the
IRB with no contingencies remaining.

Metric N persc?e:tile perZi:tile Per9cz:tile
Duration 1 (IRB) 142 2 days 3 days 10 days
Duration 2 (PI) 138 8 days 22 days 88 days
Duration 3 (IRB) 123 19 days 26 days 37 days
Duration 4 (IRB) 165 8 days 10 days 12 days
Duration 5 (PI) 169 23 days 47 days 162 days
Duration 6 (IRB) 169 10 days 20 days 36 days

BARRIERS TO TIMELY
APPROVAL

TIPS TO OVERCOME BARRIERS

Consent document
does not meet regula-
tory requirements

Use CPHS Consent Template to develop consent docu-
ments.

Run readability tests- www.uth.tmc.edu/ctrc/
consentdevelopment.html

Inconsistencies in
submission

Ensure consistency between documents- consent,
protocol, data collection tools etc.

Incomplete submission

Key study personnel should have current human sub-
jects training.

Key study personnel should have current CVs in their
profile.

Submit appropriate HIPAA and hospital forms.

Insufficient infor-
mation in protocol

For investigator-initiated trials ensure all the required
information is present.

Refer to or use protocol templates available at
www.uth.tmc.edu/ctrc/protocoldevelopment.html

Clarification of infor-
mation

For particularly complex protocols, upon receipt of
subcommittee assignment notice via iRIS, contact sub-
committee members by email to offer clarification.
Respond promptly to request for more information
and clarification.

RESOURCES FOR RESEARCHERS AND RESEARCH STAFF

TRAINING

Demystifying the IRB Process- 11:30 am - 1:00 pm Z"dTuesday every other month

Good Clinical Practice- 11:30 am - 1:00 pm 2"*Tuesday every other month
Study Coordinator Forum- 11:30 am - 1:00 pm every fourth Tuesday

iRIS Training Basic- www.uth.tmc.edu/orsc/training/iRISTrainReg.html

RESOURCES

CPHS Policies and Procedures- www.uth.tmc.edu/orsc/policies/index.html
CPHS Resources- www.uth.tmc.edu/orsc/resources.html

Consent Resources- www.uth.tmc.edu/ctrc/consentdevelopment.html
Study Management- www.uth.tmc.edu/ctrc/quickreference.html
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http://www.uth.tmc.edu/ctrc/training/irbtrain.html
http://www.uth.tmc.edu/ctrc/training/gcp.html
http://www.uth.tmc.edu/ctrc/training/clincoordforum.html

