
and make sure investigators sign it,” Adams
notes.

Since AAHRPP requires all investigators to be
aware of how to report adverse events, safety
issues, and other pertinent information, Adams
has created a one-sheet list of regulatory agencies
and important information, including contacts to
call. She updates that list each year, and it’s kept
in the investigator records. (See regulatory list,
right.)

This type of list could be personalized with the
names, phone numbers, and emails of people at
the regulatory agencies with whom the research
institution has worked in the past.

“We laminate it for them and stick it on a 
bulletin board or anywhere else it can be seen,”
Adams says. ■

Real time: Web-based
data system for CTs
Recruitment was on time; results were quick

Anew web-based data management system
serving clinical research has improved data

collection and accuracy through an ongoing
data collection and analysis process.1 In a study
of Amyotrophic Lateral Sclerosis (ALS) patients,
the new approach helped produce on-time
recruitment, quick results and analysis, and 
low error rates and missing data, says Richard
Buchsbaum, senior data manager at the statisti-
cal analysis center, biostatistics department of
Mailman School of Public Health, Columbia
University of New York, NY.

The process resulted in less than 0.7% errors
on submitted forms, and data were available
within 48 hours of when an event occurred.
Also, an analysis data set was produced nine
days after the final patient visit. After years of
working on a 24-hour basis in posting financial
information and numbers, Buchsbaum found it
astonishing to move to a field where people
were expected to wait for months or years
before analyzing data. “It’s much easier to
approach something in real time,” he says.  

Reference

1. Buchsbaum R, Kaufmann P, Barsdorf AI, et al. Web-
based data management for a phase II clinical trial in ALS.
Amyotroph Lateral Scler. 2008;9:1-16.  ■
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Regulatory Contact
Information

Hope Research Institute of Phoenix, AZ, hands
investigators a brief page of information about
human subjects research regulations, regulatory
agencies, and their contacts. Here’s a sample of
this tool:
• Patricia Adams, Managing Partner – HOPE
Research Institute, LLC. Direct: 602.288-4681;
Cell: 602.350-1192. Email: patricia.adams@
hriaz.com 
• Please refer to the “Code of Federal
Regulations” and “ICH Guidelines” manuals that
HOPE provided for questions concerning:
Regulatory Guidance
• Title 21 Code of Federal Regulations
• Part 50: Protection-Human Subjects
• Part 54: Financial Disclosure
• Part 56: Institutional Review Boards
• Part 312: IND 
• Title 45 Code of Federal Regulations
• Part 46: HHS Protection of Human Subjects
Good Clinical Practice
• ICH Guidelines Good Clinical Practice
• The Belmont Report: Ethical Principles and
Guidelines for the Protection of Human Subjects
of Research

• Human Research Protections Program
HOPE Research Institute, LLC shall work to ensure
the protection of human subject participants by
defining a Human Research Protections Program in
the policies defined by:
• HOPE Research Institute’s SOP’s;
• The Study Protections Policy Guide;
• The Contracts and Budgets Policy and Procedures
Guide.
These documents are readily available to you at any
time. Please ask your study coordinator and/or
Patricia Adams to bring them to your attention.
• FDA: U.S. Food and Drug Administration
19900 MacArthur Blvd. Suite 300
Irvine, CA 92612-2445
(949) 798-7600

Websites:
• Food and Drug Administration (FDA) -
http://www.fda.gov/
• Agency for Health Care and Research -
http://www.ahcpr.gov
• Regulatory Affairs Professional Society -
http://www.raps.org
• Association for Clinical Research (ACRP) -
http://www.acrpnet.org
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