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SPECIAL ANNOUNCEMENT: THE UMB HUMAN RESEARCH PROTECTIONS
PROGRAM PREPARES FOR AAHRPP RE-ACCREDITATION

Watch for related education programs coming soon! Check the HRPO website for details.
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highest levels of human participants' advocacy and protections. http://medschool.umaryland.edu/orags/hrpo/
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HRPP Policies and Procedures

History: The HRPP Policies and Procedures Manual was first
published on-line June 30, 2005. Following UMB’s AAHRPP
site visit in September 2005, major revisions were made to the
Policies and Procedures manual in November 2005. Since that
time, there have been ongoing changes to specific sections as
needed. To see a detailed listing of the specific changes, visit
the HRPO website:

http://medschool.umaryland.edu/orags/hrpo/policies.asp

**The on-line version of the Policies and Procedures, rather
than printed hard copies, should be consulted in order to en-
sure compliance with the most current Policies and Proce-
dures.**

Recent Updates:

8/20/2007: SOP 5B: IRB Fees for Industry-Supported Applica-
tions: The red italicized language below has been added. The
Policy statement now reads: It is the policy of the University of
Maryland Baltimore (UMB) Institutional Review Board (IRB) to
assess a fee for all industry-supported initial IRB BRAAN Appli-
cations and continuing review applications submitted to the
UMB IRB for review. Studies that receive less than $10,000
from the Industry Sponsor are exempt from this policy.

5/23/2007: Signature Page: The HRPP Policy and Procedure
Manual Signature Page has been updated with the signature of
the current Institutional Official.

FEATURE ARTICLE CONTINUED FROM PAGE 1
The Central Task of the IRB, by Robert Edelman, MD, UMB IRB
Chairman

Ofelia Rohan, Program Administrative Specialist

The Program Administrative Specialist is a new position at the HRPO. In her
position, Ofelia will support the IRB Operations, Quality Improvement, and Educa-
tional activities, as well as provide specialized support to the HRPO Executive
Director. Ofelia has served the UMB/UMMS in an administrative capacity for
over 8 years. Prior to joining the HRPO, she worked in the Greenebaum Cancer
Center, Department of Neurology, and Centers for Vaccine Development.

Susan Hines, MS, CRNP, CCRC, Director Education and Investigator Support
Sue was the Clinical Research Program Director for the Center for Clinical Trials
since its opening in July 2000 where she had primary responsibility for assisting
principal investigators and research teams in planning and executing research
protocol implementation and for providing research coordination services. She
has over 20 years of research experience. Ms. Hines is a Pediatric Nurse Practi-
tioner and was the Program Coordinator for the Pediatric/Perinatal HIV/AIDS
Program at UMB from 1987 to July 2000. In addition, she has developed and
implemented a broad range of educational programs in the conduct of research
according to Good Clinical Practice (GCP) standards at the local, national, and
international levels, including Africa, Brazil, the Caribbean, and Japan.

Judy Murray, BS, CCRC, Quality Improvement Specialist

Judy comes to us from the Division of Urology. She has been a clinical research
coordinator on campus for 7 years. Her background is in Orthopedic medicine
but she discovered research while taking courses at UMCP. She started coordi-
nating clinical trials at the VA in 2000 and has since moved to UMB. Judy under-
stands the practical side of conducting research and uses this knowledge to
assist investigators in improving the conduct of their research.

Jody Winkenwerder, BS MT, CQIA, Quality Improvement Specialist

Jody graduated from UMB with a BS in Medical Technology. She worked in clini-
cal and reference laboratories prior to moving into the private sector. She has
spent over 15 years in the Regulatory Affairs/Compliance field with a local medi-
cal device company. She has prepared product submissions for the FDA and
USDA. As part of the submission process, Jody has worked with clinical research
associates in reviewing study protocols, reviewing study data and ensuring study
compliance to the applicable regulations. She has 3+ years experience in audit-
ing and reviewing corrective actions as quality improvement activities.

The article, which should be studied by all IRB Members and clinical investigators, contrasts “valuable research” (research that will improve health
or increase knowledge) from “valueless research.” Characteristics of valueless research include trifling hypotheses, interventions that could never
be implemented practically, and results that would be non-generalizable, already proven, or unlikely to be disseminated. In general, valuable re-
search is worth the risk, while valueless research is not. Thus the IRB must judge if the study is valuable. Fortunately, such judgments are easier
when protocols submitted to the IRB have undergone rigorous scientific pre-review by Federal scientific panels, by external scientific consults of
drug companies and Foundations, by the FDA, or by UMB Divisional or Department review of research protocols initiated by faculty. Of these four
external scientific review paths, the weaker external scientific reviews are more often (but not always) associated with small biotech companies
and faculty investigator-initiated studies. The IRB has learned to pay closer attention to such studies.

In addition to value, the IRB must also judge if the study is methodologically rigorous. Even if the scientific value is laudatory, the proto-
col may be unethical, because it may expose volunteers to risks for no purpose if conducted in a methodologically unsound way. Some common
examples of methodologically flawed research include inadequate clinical samples, biased questionnaires, invalid statistical tests, neglected criti-
cal endpoints, and the lack of sufficient volunteers to prove the hypothesis thus exposing the few treated volunteers to risks without purpose (the
study is underpowered), or it exposes more volunteers to research risks than is needed to prove the hypothesis (overpowered). Of the small num-
ber of deficient studies at UMB, the most common flaws are those conducted in a slip shod fashion so that data collected is rendered uninterrupti-
ble. In the end, the IRB must determine if the investigator has enhanced the benefits and minimized the risks to the extent possible. Federal regu-
lation now requires that at least one IRB member or ad hoc reviewer have sufficient medical expertise to review medical protocols (e.g. cardiology
and cancer) or social behavioral research so that the benefit-risk analysis of each protocol is determined by at least one “expert”. In addition, the
IRB will frequently contact investigators before or during the IRB meeting to resolve protocol issues to ensure they arrive at the proper assessment
of the study benefits and risks. IRB reviewers increasingly “Google” internet websites to discover risks not listed in protocols and consent forms.

The last misconception | want to correct is that “some research does not involve risk.” In fact, all clinical research possesses some de-
gree of risk. The physical risks (e.g. allergic reactions and toxic side effects of investigational drugs) are common and easily understood. The IRB
is tasked to remember that other risks exist, including psychological (questionnaires that result in emotional discomfort), economic (medical costs
that insurance companies refuse to pay), social (loss of confidential HIV and criminal records), and time burden (effort inadequately compensated
or minimized). | think it remarkable that although the benefit-risk equation is non-quantifiable, an informed and disciplined IRB reaches a consen-
sus on the vast majority of protocols, thereby protecting the research participants and our clinical research enterprise. (Personal Reflection, 7/31/07)

If you would like to contribute a story, ideas, accomplishments related
to human participant research in the HRPO Newsletter, email Sue Hines
at shines@som.umaryland.edu for consideration.

Reminder: The HRPO Comments Box is on-line!

To access the comments box click on “HRPO Comments Box” on the HRPO
website. All responses are anonymous.




