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31 u3n137A23924 1% Clinical Research Center

3.1.1 Involve in proposal development

3.1.2 Planning study

3.1.3 Data related:
3.1.3.1 Assist in questionnaire design
3.1.3.2 Develop data capture systems - DEMS
3.1.3.3 Coordinate data processes in study

3.1.4 Analysis related:
3.1.4.1 Assist in report preparation
3.1.4.2 Conduct statistical analysis

3.1.5 Assist in publications

3.1.6 Clinical support

3.1.7 Management & coordination support

3.1.8 Laboratory support

3.1.9 Manpower capacity development — workshops?
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CRCN Application to Rockefeller Foundation

What is the problem this project or idea would aim to solve?*

Due to increasing health & economic concern about non-communicable diseases
among Thailand and other Southeast Asian countries, collaborative multicenter studies
are needed. Most studies in Thailand and Southeast Asia are sponsored by
pharmaceutical companies. Research infrastructure, human resources & information
technology for conducting high-quality multicenter studies is non-existent for public-
sector purposes. This project aims to address the emerging national health priorities
and their cost implications and promote building context-specific clinical research

evidence.

What is the idea / opportunity to solve it? *

To foster high-quality public-sector collaborative clinical research, we propose
strengthening the capacity and services provided by the Clinical Research Collaboration
Network (CRCN), the official research network of the Consortium of Thai Medical
Schools (CTMS), and further develop the clinical research centers in the CTMS.
Specifically, we will increase multicenter collaborative studies by: conducting workshops
to enhance human resources, facilitating collaboration among medical schools, and

providing data management & statistical support.

How will this idea positively impact the lives of poor or vulnerable people? (Please
be as specific as you can about numbers and geography of people who will be

reached.) *

A strong national network of clinical research centers and empowered clinicians will
produce evidence-based healthcare solutions. Over 80% of the Thai population lives in

underserved areas, with 1 physician/3500 population and 1 bed/450 population.
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Strengthening the research infrastructure in Thai medical schools will directly impact this
group, since 12 of the 17 medical schools are outside of Bangkok, and each would
serve as a hub for research among local hospitals. Results might be applicable to

improve healthcare in other low-income Southeast Asian countries with similar context.

Why now? *

The CRCN was set up in 2000 with joint funding from the Rockefeller Foundation and
the Thai government to build capacity for multicenter studies. It has gained recognition
from clinical professional organizations. In 2007, the CTMS officially supported the
management role of the CRCN. This has created the expectation and the opportunity
for the CRCN to strengthen the clinical research infrastructure and to foster the
collaboration among the Medical schools, who traditionally work independently. At this

crucial junction, it is essential that CRCN increase its support for collaborative research.

What is the measurable impact that could be expected in 3-5 years?

1. Increased number of clinical research centers in medical schools (currently 3)

2. Establishing 3 hospital-based research clusters to promote clinical research
in rural areas (currently 0)

3. Increased number of CRCN supported public-sector collaborative studies
(currently 8/yr)

4. Increased number of CRCN supported cross-border collaborative clinical
studies (currently 0)

5. Enhanced sustainability of clinical research centers — core support funds
and extramural grants

6. Increased number of high impact international publications
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CRCN 2008 NEEDS ASSESSMENT SURVEY

(NOTE: For questions 1-5, CRCN will likely have this information and just may
need to confirm with respondent.)

1. Name:
2. Contact information:

(mailing address)

(business phone)

(e-mail address)

3. Your affiliation:

4. Official title/position :

5. Are you currently conducting Clinical research and or trials?
YES NO

6. What would you consider your specialty areas (e.g., acute infection,
communicable disease) to be in?

7. How many years of research experience do you have working in this field?

8. How many clinical research and or trial projects are you currently working
on?

8. (a) Of these, how many projects are you the principal investigator (PI)? _

9. Starting with the project(s) in which you are the PI, what is/are the current
name(s), your role(s), funding source(s), and stage(s) (e.g., early, middle, late) for
each of the research project(s)?
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PROJECT 1:

(Project Name)

Role on this project:
Principal Investigator
Co-Principal Investigator
Co-Investigator
Evaluator
Consultant
Project Director
Project Coordinator
Other:

Project Collaborators:

Name(s):

Funding Source:
Govt-funded

Other public sector funded

State funded

Foundation funded

University funded

CRCN funded

International organization (eg. WHO)
Pharmaceutical company

Other:

Stage:
Early (i.e., literature review, research design, measure collection)

Middle (i.e., data collection, intervention implementation)
Late (i.e., data analysis, interpretation, and dissemination)

Project Classification:
Approach
National
Regional
Local
International (in which country/countries are you
working? )
Interdisciplinary (which other disciplines are you working
with?

Community-based research (what communities do you work
with?

Content
Drug trials



Treatment trials
Policy and structural
Prevention
Behavioral
Biobehavioral
Mental health
Substance abuse
Other:

PROJECT 2:

(Project Name)

Role on this project:
Principal Investigator
Co-Principal Investigator
Co-Investigator
Evaluator
Consultant
Project Director
Project Coordinator
Other:

Project Collaborators:

Name(s):

Funding Source:
Govt-funded

Other public sector funded

State funded

Foundation funded

University funded

CRCN funded

International organization (eg. WHO)
Pharmaceutical company

Other:

Stage:
Early (i.e., literature review, research design, measure collection)

Middle (i.e., data collection, intervention implementation)
Late (i.e., data analysis, interpretation, and dissemination)

Project Classification:




Approach
National

Regional
Local
International (in which country/countries are you
working? )
Interdisciplinary (which other disciplines are you working
with? )
Community-based research (what communities do you work
with? )
Content
Drug trials
Treatment trials
Policy and structural
Prevention
Behavioral
Biobehavioral
Mental health
Substance abuse
Other:

10. Are there any projects that you are currently a part of that are not, and have
never been, funded?

YES NO

10. (a) If yes, what are
they?

11. Are you considering conducting research, that departs from your current
research?

YES NO
11. (a) If yes, please describe the research project(s) you plan to do:

Project 1:

Project 2:

11. (b) If yes, which area best classifies what you would like to do?
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Project 1 Classification
Approach
National
Regional
Local
International
Interdisciplinary
Community-based research

Content

Drug trials

Treatment trials

Policy and structural
Prevention

Behavioral
Biobehavioral

Mental health
Substance abuse

Other:

Project 2 Classification
Approach
National
Regional
Local
International
Interdisciplinary
Community-based research
Content
Drug trials
Treatment trials
Policy and structural
Prevention
Behavioral
Biobehavioral
Mental health
Substance abuse
Other:

12. Overall, what kind of methodological approaches are you using or plan to use

with respect to your research? (Check all that apply)

Project 1
Intervention Outcome Trials

Program Evaluation
Descriptive
Longitudinal
Qualitative
Quantitative
Ethnographic
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Policy Analysis

Markov Modeling
Social Network Analysis
Cost Effectiveness
Other:

Project 2
Intervention Outcome Trials

Program Evaluation
Descriptive
Longitudinal
Qualitative
Quantitative
Ethnographic
Policy Analysis
Markov Modeling
Social Network Analysis
Cost Effectiveness
Other:

13. Are you familiar with the research of CRCN?

YES NO
14. Are you a CRCN member?

YES (if yes, go to Q16) NO (if no, go to Q15)
15. If no, would you be interested in becoming a member?

YES NO
16. We are the CTMS approved Clinical Research Collaboration Network and
we are tasked with building clinical research capacity in Thailand. We have
identified several areas of service that we would like to provide to the Thai
clinical community that I will share shortly, but before I do that, we thought it

might be helpful to ask you what services you would like. What might we do to
help you facilitate your clinical research and or trials?

74



17. We would like your input to determine what services CRCN might offer.
Please rate the following items on a measure from 1 to 5, with 1 being “extremely
helpful”, 2 “very helpful”, 3 “moderately helpful”, 4 “somewhat helpful”, and 5

“not at all helpful”.

How helpful would you find it if we
provided you with services related to:

Extremely
helpful

Very helpful

Moderately
helpful

Somewhat
helpful
Not at all
helpful

RESEARCH METHODS & DESIGN

(a) Measure Selection (assisting with the
process of determining which measures to
use in your research)

@)

@)

@)

@)
@)

(b) Peer Review of Grants (providing
feedback on grant applications)

(c) Intervention Trial Methods (assisting
with the process of developing methods for
intervention trials)

(d) Structural and Policy Research
(helping with the process of developing
systemic, organizational, environmental, and
policy research)

(e) Biological Outcomes in Behavioral
Trials [ e.g., HIV viral load, CD4 count in
behavioral trial research]

(f) Role of Behavior in Biomedical Trials
[incorporating and measuring patient
behaviors (e.g., medication adherence,
appointment adherence, reducing substance
abuse] in biomedical trial research)

DISSEMINATION (MAINLY TO NON-
SCIENTIFIC AUDIENCE)

(g) Journal Selection (identifying journals
that may be appropriate for your research
dissemination or for you to use in developing
your research)

(h) Research Summary Documents
(clearly and concisely summarizes the key
conclusions from your research in user
friendly language; it is organized by topic
area and includes key findings and fact
sheets)
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How helpful would you find it if we
provided you with services related to:

Extremely
helpful

Moderately
helpful

helpful

Not at all

(i) Press Releases (a written or recorded
researcher-initiated communication directed
at members of the news media for the
purpose of announcing your research
findings)

©)

o Very helpful

©)

O Somewhat

O| helpful

How helpful would you find it if we
provided you with services related to:

Extremely
helpful

Moderately
helpful

helpful

Not at all

(j) Media Coverage (media-initiated
communication through local newspapers,
listservs, daily or weekly newspapers,
magazines, radio, or TV stations covering
your research)

©)

o Very helpful

©)

o) Somewhat

Ol helpful

(k) Policy Briefs (a document which
outlines the rationale for choosing a
particular policy alternative or course of
action in a current policy debate)

() Findings to Study Participants (thank
you letters, brochures, feedback discussion

groups)

(m) Study Newsletters (distributing a
regular newsletter summarizing findings to
update study participants and participating
agencies)

(n) Local Clinical Research Events,
Conferences, and Trainings (information
about local events, conferences, or trainings
to present your work, get involved in
community activities, and training
opportunities)

(0) Academic Seminars (hosting or
attending seminars to inform others about
research findings)

INVESTIGATOR DEVELOPMENT

(p) Networking (a group of people who
exchange information, contacts, and
experience for professional or social

purposes)

(q) Collaborations (people working
together to produce a common goal or
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How helpful would you find it if we - 2 o
. . . — Q1 — p=1
provided you with services related to: QE) _ E S S;; =
= 5 & 2l =22
=
55|y |2E | 2E i
o2 | > =2 |38 z2

outcome)

@)
@)
@)
@)
@)

(r) Mentoring (linking up new investigators
with seasoned professionals)

(s) Capacity Building (assisting with the ©) ©) ©) @) @)
creation of the infrastructure necessary to
support needed programs and services in
communities)

COMMUNITY-BASED RESEARCH

(t) Community-University Collaborations ©) O O O O
(offering assistance in creating community-
university collaborations)

(u) Intervention Manual Development O O O O O
(helping with the development of
intervention manuals)

18. Thinking about the future, do you plan to submit an HIV-related or -relevant
proposal, grant or manuscript in the next year?

YES NO

19. Where are you seeking funds?

20. Would you be interested in participating in a peer review group for social
and behavioral science for feedback on:

Grant Proposals
YES NO

Research Ideas

YES NO
Manuscripts
YES NO

21. Would you be willing to serve as a peer reviewer on:

Grant Proposals
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YES NO

Research Ideas

YES NO
Manuscripts
YES NO

22. Are you familiar with small grants from CRCN Amount, announcements on

main website; occur 3x’s year; S-page application with brief budget)?
YES NO

23. Do we have your permission to share your contact information with other
interested researchers?

YES (if yes, go to Q24) NO (if no, go to Q25)

24. If yes, what is the best way for us to reach you (i.e., e-mail, phone, campus
mail)? (Check all that apply)

E-mail
Phone

Campus mail

25. Would you like for us to provide you with contact information on others
conducting work relevant and or related to your interests?

YES NO

26. Are there any other services that might be helpful to you or others?

27. Is there anything else that you want to tell us?

Thank you for completing our survey.

-END-

78



a
LANRIILULBUN 3

DEVELOPING CLINICAL RESEARCH CENTER (CRS) WITHIN

THE CRCN SYSTEM

Overview: What is clinical research?
80

Types of clinical trials

Clinical Trial Methods

Clinical Research in Asia: Recent Success
DEVELOPING CRCN ORGANIZATIONAL UNITS
Coordinating Unit

Project Development Unit

Monitor and Audit Unit

Data Management Unit

Supporting Unit

Proposed Educational Opportunities
Possible Course Offering

Why CRCN is different

Educational Training for Coordinators

Template for new Investigator seeking CRCN affiliation

10

12

14

15

16

22

23

26

79



Overview: what is clinical research?

Clinical research is medical research that involves people. Individuals
volunteer to participate in carefully conducted investigations that ultimately
uncover better ways to treat, prevent, diagnose and understand human
disease. Such research includes trials that test new treatments and therapies
as well as long—term natural history studies, which provide valuable
information about how disease and health progress.

The idea. Ideas for clinical research—also known as clinical trials or clinical
studies—often originate in the laboratory or patient-care settings. After
researchers test new therapies or procedures in the laboratory and in animal
studies, the most promising experimental treatments are moved into clinical
trials, which are conducted in phases. During a trial, more information is
gained about an experimental treatment, its risks, and its effectiveness.

The protocol. Clinical research is conducted according to a plan known as a
protocol. The protocol is carefully designed to safeguard the participants’
health and answer specific research questions. A protocol usually and not
limited to addressing three key concepts:

1. Who is eligible to participate in the trial?
2. Details about tests, procedures, medications, and dosages

3. The length of the study and what information will be gathered.

A clinical study is led by a principal investigator, who is often a doctor.
Members of the research team regularly monitor the participants’ health to
determine the study’s safety and effectiveness.

Protocol review. Each clinical trial in the United States must be approved
and monitored by an Institutional Review Board (IRB) to ensure that the risks
are minimal and are worth any potential benefits. An IRB is an independent
committee that consists of physicians, statisticians, and members of the
community who ensure that clinical trials are ethical and that the rights of
participants are protected. Federal regulation requires all institutions in the
United States that conduct or support biomedical research involving people to
have an IRB initially approve and periodically review the research.

Sponsors. Clinical trials are sponsored or funded by various organizations or
individuals, including physicians, foundations, medical institutions, voluntary
groups, and pharmaceutical companies, as well as federal agencies such as
the National Institutes of Health, the Department of Defense, and the
Department of Veterans Affairs. Trials can occur at sites as varied as
hospitals, universities, doctors’ offices, or community clinics.
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Informed consent. Informed consent is the process of providing potential
participants with the key facts about a clinical trial before they decide whether
to participate. The process of informed consent (providing additional
information) continues throughout the study. To help someone decide whether
or not to participate, members of the research team explain the details of the
study. Translation or interpretive assistance can be provided for participants
with limited English proficiency. The research team provides an informed
consent document that includes details about the study, such as its purpose,
duration, required procedures, and who to contact for further information. The
informed consent document also explains risks and potential benefits. The
participant then decides whether to sign the document. Informed consent is
not a contract. Volunteers are free to withdraw from the study completely or to
refuse particular treatments or tests at any time. Sometimes, however, this will
make them ineligible to continue the study.

Types of clinical trials. The types of clinical trials include the following:

Treatment trials test new treatments, new combinations of drugs, or new
approaches to surgery or radiation therapy.

Prevention trials look for better ways to prevent a disease in people who
have never had the disease or to prevent the disease from returning. Better
approaches may include medicines, vaccines, or lifestyle changes, among
other things.

Diagnostic trials determine better tests or procedures for diagnosing a
particular disease or condition.

Screening trials test the best way to detect certain diseases or health
conditions.

Quality of life trials (or supportive care trials) explore and measure ways to
improve the comfort and quality of life of people with a chronic illness.

According to the National Institute of Health (NIH) each type of clinical
trials are conducted in "phases." The trials at each phase have a different
purpose and help researchers answer different questions.

Phase | trials—Researchers test an experimental drug or treatment in a small
group of people (20-80) for the first time. The purpose is to evaluate its safety
and identify side effects.
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Phase Il trials—The experimental drug or treatment is administered to a
larger group of people (100-300) to determine its effectiveness and to further
evaluate its safety.

Phase lll trials—The experimental drug or treatment is administered to large
groups of people (1,000-3,000) to confirm its effectiveness, monitor side
effects, compare it with standard or equivalent treatments, and collect
information that will allow the experimental drug or treatment to be used
safely.

Phase IV trials—After a drug is licensed (approved by the FDA) or treatment
is launched, researchers track its safety, seeking more information about a
drug or treatment’s risks, benefits, and optimal use. These long—term studies
involving large groups of participants continue to see if any unexpected side
effects occur in a small percentage of individuals.

The type of trials undertaken will be based on the national health priority
areas.

Clinical Trial Methods. Typically, clinical trials compare a new product or
therapy with another that already exists to determine if the new one is as
successful as, or better than, the existing one. In some studies, participants
may be assigned to receive a placebo (an inactive product that resembles the
test product, but without its treatment value).

Comparing a new product with a placebo can be the fastest and most reliable
way to demonstrate the new product’s therapeutic effectiveness. However,
placebos are not used if a patient would be put at risk—particularly in the
study of treatments for serious illnesses—by not having effective therapy.
Most of these studies compare new products with an approved therapy.
Potential participants are told if placebos will be used in the study before they
enter a trial.

Randomization is the process by which two or more alternative treatments
are assigned to volunteers by chance rather than by choice. The assigned
treatment is administered with the highest level of professional care and
expertise. The results of each treatment are compared at specific points
during a trial, which may last for years. When one treatment is found superior,
the trial is stopped so that the fewest patients possible receive the less
beneficial treatment.
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In single-or double-blind studies, also called single- or double-masked
studies, the participants do not know which medicine is being used, so they
can describe what happens without bias. "Blind" (or "masked") studies are
designed to prevent members of the research team or study participants from
influencing the results. This allows scientifically accurate conclusions. In
single-blind ("single-masked") studies, only the patient is not told what is
being administered. In a double-blind study, only the pharmacist knows;
members of the research team are not told which patients are getting which
medication, so that their observations will not be biased. If medically
necessary, however, it is always possible to find out what the patient is taking.

Clinical Research in Asia: Recent Success

China: Following ICH guidelines for good clinical practices, China has set up
an elaborate system of clinical trials monitored by their State Food and Drug
Administration (SFDA) Very similar to GCP guidelines followed in the US,
China is holding clinical trials to higher standard to ethical obligation,
including reporting of any serious events that occur during trials and no just
the unexpected and serious events.

However, this makes getting SFDA approval along process ranging from 9-12
months. The following are the main component of the SOP practiced in China:

Pre trial, the institution undertaking the trial and the sponsoring agency
confirms that the institution meets appropriate requirement including
recruitment and training of the staff, adequate laboratory equipments, and
working conditions and that all checks regarding the trail has been made.

Constant monitoring during and after the trial phase including proper
procedure on securing consent forms and their retention. Confirm that data
records from case report forms are de-identified as necessary and reporting
are correct and complete. Any changes in the in the proposed research plan
and design is approved by the PI and the SFDA.

Proper dissemination of trial result to the sponsor agency and other interested
parties including trial participants.

Indicate that proper monitoring has been in place by submitting signed
documents from site monitors and findings from periodic site visits through
out the study process.

For farther information on GCP-China please Vvisit: sfda.gov.cn;
bioon.com/drug/FDA; and crinfo.cn.

India, Hong Kong and Singapore: Practicing similar ICH guidelines as followed
by China, these three Asian countries are in a race to emerge as the Asian
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leader in Clinical trials. The following are the main reason behind the success
of these three nations in the last two years:

1. A centralized regulatory frame work and less complicated ethics process
makes these sites lucrative to pharmaceutical companies.

2. A hub-approach to clinical trials and patronized by pharmaceutical
companies.

3. Improved infrastructure comparable to those available in developed
countries.

4. English skills and trained staff make global collaboration easier.

5. Large population seeking service at medical establishments makes
recruitment and retention easier as well as cost effective.

For more details check: Mathieu, M (2007). Good Clinical Practice: A question
and answer reference guide.
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Coordinating Unit (CU): The CU works together with some of Asia’s
foremost authorities on the science, study, and application of clinical research

This unit will work and initiate clinical research under doctors who are

e recognized leaders in their fields, who have a personal understanding
of clinical practice settings, and who have direct, current experience at
the bedside

« PhDs in quantitative sciences and related fields who have extensive
knowledge of research methods

In sum, the CU is uniquely positioned to understand the operational, financial,
and regulatory implications of numerous project designs, a definite advantage
for our clients.

What do the coordinating unit do?

Develop ideas and protocols for new clinical research projects

Act as principal investigators for CRCN projects

Make scientific presentations at professional meetings

Author manuscripts for peer-reviewed journals

Mentor fellows and medical students

Cover the 24-hour Clinical Helpline

Provide expert support for clinical program development plans and
international regulatory meetings

e The net result of this collective expertise is that our clients receive
feasible, practical projects, investigators become engaged and
motivated; and the results are relevant and able to withstand scrutiny
by both regulatory entities and the practicing medical community

The CU at the CRCN is a unique body of expert researchers involved in all
phases of our ftrials. Early involvement of the CU creates more efficient
research through clearly defined responsibilities and speedy endpoint
adjudication. The results for our sponsors are faster interim and final
analyses, and rock-solid adjudication by physician-investigators with decades
of experience.

This is one of the first of its kind in the world, performing independent and
unbiased event adjudication as integral to the data collection and
management process. The units experience is both broad and deep, covering
many therapeutic areas and studies of all sizes. This includes vast regulatory
experience both in Thailand and abroad. It offers services unmatched by any
CU experts work closely with both trial personnel and sponsors at all stages in
a clinical trial, providing guidance on everything from case report form design
to creating trial-specific databases and event-identification processes that are
tailored for an individual project’s needs.

Our personnel are also focused on clinical trial methodology, constantly

searching for better, more efficient ways to track and evaluate endpoint
events and provide impeccable data quickly. CEC

86



The CU also offers comprehensive site contracts and payments services,
from contract negotiation to detailed payment reporting and database
maintenance. Our experience with trials of all sizes, from small domestic
studies to global mega trials, gives the CRCN the ability to customize site
payment and contract processes to a sponsor’s needs.

Project Development Unit:

Project Leaders at the CRCN represent a truly multidisciplinary, clinically
knowledgeable approach to clinical research project management. Their
education and experience include business, life science, chemistry, nursing,
and public health. Each Project Leader leads a team with expertise in clinical
trial methods, project planning, team building, and facilitation. All team
members have the proven ability to handle multiparty relationships effectively.

Daily collaboration with the clinical faculty at the CRCN and close association
with clinical research teams provide cutting-edge, innovative perspectives for
our Project Leaders that translate into informed management of all aspects of
research. Project Leadership’s integration of science and unique operational
models contribute to swift, efficient project completion and client satisfaction.

At the CRCN, the Project Coordinator is the principal investigator’s operations
partner and the single, authoritative point of contact for the project sponsor.
The Project Coordinator provides cross-functional coordination for all project
activities and ensures seamless integration of teams across specialties for
focused and informed decision-making.

They have access to tools, such as an Enterprise Project Management (EPM)
system, and processes that have been tested in the most demanding
research environments. The EPM system provides coordinated tracking and
reporting of project timelines, milestones, deliverables, and finances. Project
Office serves as a “one-stop shop” of all project management resources, to
ensure consistency in methods, processes, communications, and reporting for
clinical trials operations. Routine “Lessons Learned” after completion of each
project and a library of proven tools and processes ensure consistency and
improvement.

Our trial metrics reflect some of the most successful and ambitious clinical
research projects ever undertaken, and offer a track record no other clinical
research organization can match:

* N project leaders

* Phase | — |V trials, registries, quality improvement initiatives

» Small pilot trials to mega-trials

* Neonates to geriatric patients

* Cross-functional coordination and operational partner of the principal
investigator. Also coordinates activities with other coordinating centers,
service providers, or subcontractors.
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Our Contracts Management and Finance experts all work closely with our
sponsors, and with one another, to create a coordinated process for site
contract execution and payments. This collaboration means CRCN can
negotiate site contracts on the sponsor’s behalf, using time-tested templates
and methods, all refined through extensive consultation between our sponsors
and our experienced personnel.

The Contracts Management group of the Project Development Unit will
employ a team of six contract specialists, managed by a site team manager
with over 10 years in the field of contracts management. Each contract
specialist has over two years of experience in the negotiation and
administration of clinical study agreements. Three contract specialists have
graduate degrees in either the law or healthcare administration. To ensure
that the negotiation process goes smoothly and that the outcomes are
consistent with our clients’ requirements, a senior attorney is also assigned to
each study and acts as the primary interface with the client. All senior
attorneys have over 8 years of experience in contract management, some
much more. All of our attorneys are licensed and members of various state
bars.

Our dedication to our clients’ needs is evident in the calculation, processing,
and reporting of payments. An integrated database that allows our groups to
work seamlessly together generates payment reports using pre-determined
milestones or specific event triggers derived from our data management
system. These reports can be detailed, patient-by-patient documents or
cumulative reports made monthly, quarterly, or any time period our sponsor
requires. The wealth of information provided not only gives our sponsors fiscal
peace of mind, but also ensures a smoothly executed trial that encourages
swift enrollment and responsiveness from participating sites.

Proven CRCN processes and attention to detail, even on the global scale,
give us the ability to negotiate with individual sites and execute individual
agreements without compromising the needs of our clients or inhibiting sites’
abilities to initiate the study and begin to enroll patients.

Monitor and Audit Unit:

The most groundbreaking research is useless if it doesn’t reach patients. Our
Communications department is a full-service group that produces top-quality
communications of every sort, from peer-reviewed journal articles to
innovative multimedia presentations.

First, a specialized team within the group develops customized materials for
study start-up and enroliment, including user-friendly paper and electronic
data forms, in-service manuals, posters, pocket cards, and various other
items. These trial-specific aids have been shown repeatedly to speed
enrollment and reduce queries.

Our teams also collaborate on various other research communications
projects, from development of trial newsletters and peer-reviewed articles to
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management of international conferences. Production personnel help ensure
that materials for these projects move from concept to completion on time,
within budget, and always exceeding our clients’ expectations.

One of the most important resources a clinical trial can provide is immediate
access to a physician intimately familiar with both the disease being studied
and the clinical trial protocol. As part of the toll-free CRCN Clinical Helpline, a
physician is available 24 hours a day, 7 days a week via pager to assist study
sites with both protocol issues and questions about the acute care of the
patients enrolled in the trial.

Having central, rapid access to a physician with expertise in both the disease
under investigation and the clinical trial protocol enhances recruitment,
increases protocol compliance, and significantly reduces the incidence of
unblinding. The Helpline enables the early identification of trends in adverse
events, allowing significant and clinically important protocol amendments.

The central Clinical Helpline also allows the recording and distribution of
frequently asked questions (FAQs) and answers to all study personnel. The
Clinical Helpline has been in operation since 1990 and has managed clinical
questions from both short- and long-term trials from more than 20 countries.
With more than 15,000 questions answered and counting, the Helpline is a
proven and invaluable resource to any clinical research project.

Only CRCN offers a comprehensive communications portfolio combined with
clinical knowledge and business savvy, working side-by-side with the finest
researchers in the world.

» Writing and editing

* Graphic design

 Journals management

» Materials production

* Meetings services: think-tanks, symposia, training sessions

* Multimedia presentations

* Web design focuses on Quality Assurance and Regulatory Affairs
department. The group's combined regulatory experience totals more than 27
years.

e Regulatory resource for CRCN investigators

« Filing and maintenance of investigator-initiated INDs/IDEs

e Informed consent review for compliance with ICH and HIPAA
requirements

Protocol review

Safety reporting to regulatory authorities (U.S. and international)
New project consultation

Training
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Data Management Unit:

Clinical Data Integration at the CRCN will combine industry-leading innovation
and a 35-year record of managing large clinical databases.

The CRCN has been managing clinical data since 19 We propose to
process N CRF pages and 26,000 queries per month for our paper-based
trials alone. We have processed X pages in our clinical data-management
system, (System of Choice). We have managed data for Phase I-IV clinical
trials for drugs and biologics, device trials, post-approval studies, and quality-
improvement registries.

Electronic Data Capture (EDC)
We plan to have expertise in all forms of EDC, including Web-based capture,
direct-from-patient data capture, fax-based systems, and interactive voice-
response systems (IVRS). CRCN also plans to captures electronic source
(eSource) data for many trials, including data from eECGs, continuous
hemodynamic monitors, DEXA, pacemaker interrogations, and other
therapeutic and diagnostic devices.

We work with clients to implement the most effective data-collection methods
for specific data types and collection environments.

Our data management services include:

Case report form design

Database design

Database programming

21 CFR part 11 compliant validation process

Loading, reconciliation and integration of external data
Medical coding

Status reporting

Data entry and cleaning

Forms management

Among the CRCN data managers are X Certified Clinical Data Managers,
several of whom also helped develop the certification exam offered by the
Society for Clinical Data Management.

Data Integration and Reporting

We deliver data in client-specific structures and formats. Our trials often
involve external data from IVRS, central and core labs, eSource, event
committees, and patient reports. For real-time trial-management reports, site
payments, and interim analyses, we continuously integrate these data with
clinical databases. We also routinely reconcile data against safety-
surveillance systems held at the CRCN, with the client, or with a third party.
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Biostatistics

The Clinical Trials Statistics group at the CRCN represents a blend of both
faculty- and non-faculty-level statisticians and statistical programmers,
including:

« X full-time faculty statisticians

* N non-faculty statisticians (-with PhDs, -- with master’s degrees, and -- with
bachelor’s degrees)

« X statistical programmers

« X part-time faculty-level consultants

The statistics group provides full-service statistical operations for multi-center
trials in various therapeutic areas. Each trial is assigned a lead statistician
responsible for coordinating the statistical needs of the project, a faculty or
senior statistician serving in an advisory and reviewing role, and one or more
statistical programmers.

In addition, expanding databases residing at the CRCN provide a rich and
sizable resource that can aid development of current assumptions for future
clinical trials, as well as answer secondary clinical questions of interest to
clients, physicians, and the larger medical community.

Statisticians performing analyses for secondary interests work in close
collaboration with physicians and sponsors worldwide to assist in correct
interpretation of results. Our analyses are used to produce abstracts and
presentations at major medical meetings, as well as publication in the top
medical journal articles. No other research organization in the world can
match the CRCN’s dedication to disseminating research results that stand up
to the most stringent scrutiny.

* Design of studies and sample-size calculations

* Development of plans for interim analyses and criteria for trial
discontinuation or modification

* Generation of randomization schemes

» Development of analysis plans, database specifications, and mock tables

* Programming and validation of analysis databases and statistical tables,
figures, listings, and advanced statistical analysis

* Production and validation of interim and final trial results

 Coordination of Data and Safety Monitoring Board meetings

Our statistics faculty also conducts methodological research into issues on the
cutting edge of biostatistics. Current statistical research interests include
randomly repeated measures modeling, meta-analysis, dose-response
analysis, multiple testing, correlated categorical data modeling, evaluation of
diagnostic tests, and statistical genetics. Faculty contribute as leaders and
advisors for trial and manuscript efforts to ensure that the most current and
appropriate statistical methods are employed.
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Supporting Unit:

The Safety Surveillance group represent decades of experience in clinical
research and safety reporting. They join clinical and pharmacological
expertise with extensive knowledge of regulatory requirements and processes
to provide our clients with unparalleled speed, efficiency, and thoroughness in
reporting adverse events (AEs).

The Safety Surveillance group provides full service safety reporting services,
including serious data receipt and cleaning, database creation and
maintenance, coding, narrative writing, investigator notification, medical
monitor review, and reporting to regulatory agencies.

Safety Surveillance is involved in all stages of a research project, providing
expert input in the design of key trial documents and processes. This ground-
floor approach means that collection and reporting issues and procedures
have been addressed thoroughly and incorporated into the trial design and
implementation.

Throughout the life of a trial, Safety Surveillance can create tailored tools and
resources to address any safety issues that arise, from briefing site personnel
on reporting requirements to the design and maintenance of customized
databases. These tested, successful methods translate into fast, accurate,
and thorough AE reporting and reliable regulatory compliance.

Safety Surveillance medical monitors are practicing physicians working in
academic, clinical, and research roles. They combine clinical experience with
regulatory and research expertise for a comprehensive and relevant safety
data review, evaluation, and consultation.

Safety Surveillance provides a comprehensive portfolio of capabilities:

Protocol, forms, and process design

Regulatory reporting to ---- and international agencies

Site education

Collection, clinical review, and follow-up on serious AE data
Medical monitor safety data evaluation and consultation
Safety database creation and maintenance

AE coding using the MedDRA coding dictionary
Investigator Alert letters creation and distribution

Clinical narrative writing for individual AE reports and final study reports
Reconciliation of safety and clinical databases

Consultation

Clinical Study Report writing

In addition the supporting unit provides research support to the other units as
needed.
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Proposed Educational Opportunities

To establish evidence based research it is important that CRCN stands out as
an ARO and not just a hub for drug trials. To develop its potential to become a
leading ARO (instead of a CRO), CRCN provides training and material to its
investigators and future fellows. Contingent to funding CRCN will offer
research post doctoral fellowship.

CRCN fellows will attend a weekly / monthly? Clinical Research Conference in
which fellows, faculty and visiting researchers present work in progress. The
topics are designed to address all areas of research interest. Research
Fellows will be expected to make a presentation at a given research
conference at least once during their two year research fellowship to discuss
their on-going research project.

Additionally, there will (?) a monthly CRCN Fellows lunch seminar lecture
series. where the fellows have the opportunity to present their research
findings and learn practical details regarding career planning, grant
submission, and other topics.

CRCN Research Fellowships

The following ‘therapeutic’ and outcomes research areas within the CRCN will
sponsor fellowship programs: Example

Cardiovascular

Center for Clinical and Genetic Economics (CCGE)
Central Nervous System (CNS)

Gl/Hepatology

Imaging

Infectious Diseases

Pediatrics

Possible networking:

The CRCN will have an on-going comprehensive mission to provide rigorous
training in clinical research to fellows and junior faculty both at CRCN and
from other institutions around the world.

The CRCN faculty is a multidisciplinary group including clinician researchers,
biostatisticians, health economists, and health services researchers.
Currently, the CRCN comprises approximately X employees, including more
than X faculty from all disciplines. We would like to build capacity for _
personnel.

The CRCN plans to offer a living laboratory for investigators of the future by

combining faculty interests in specific research questions with the multifaceted
environment needed to do outcome-based studies.
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Trainees at the CRCN will have the opportunity to experience first hand the
features of conducting domestic and international clinical trials and outcomes
studies including activities such as protocol development, study operations,
continuing medical education curricula development, clinical events
adjudication, as well as operational functions such as project and data
management, site management, and utilization of information technology
specific to multi-center clinical research studies.

With a long history of providing training for clinical research, CRCN alumni will
be able to conduct clinical research in a variety of studies around the world.
The core principles of clinical research training include the following:

e On-going and direct mentorship from CRCN research faculty.

« Integration into on-going clinical trials and outcomes research projects.

e Access for analyses of numerous databases from clinical trials and
registries.

o Optional didactic research training and completion of requirements for
a Masters of Trial Services Degree in clinical research. Regular
dissemination of new advances in clinical research with a variety of
educational modalities.

Multidisciplinary Interactions

A critical component of the training program is the interaction between the
clinician researchers and statisticians.

The philosophy of the training program is that the most successful
investigators will be able to combine superior knowledge in their field of
clinical specialty with quantitative principles in an interactive, teamwork
oriented environment.

Fellows also have the opportunity to participate in coursework for the Clinical
Research Training Program to obtain a Masters in Health Sciences in Clinical
Research during their research fellowship at CRCN (?).

This program offers in-depth training regarding biostatistics, clinical research
design and methodology, cost-effectiveness research, and health economics.
More details are available at:

Possible Course Offering

CRP 241 Introduction to Statistical Methods
This course is an introduction to the fundamental concepts in biostatistics and
their use in clinical research. Through directed readings and discussion of
representative research reports from peer-reviewed journals, students are
introduced to the concepts of hypothesis formulation, descriptive statistics,
commonly used research designs and statistical tests, statistical significance,
confidence intervals, statistical power, and commonly used statistical models.
In addition, the basic concepts of data collection and analysis are presented
using SAS. Credit: 4. (Degree Requirement)
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CRP 242 Principles of Clinical Research

The emphasis is on general principles and issues in clinical research design.
These are explored through the formulation of the research objective and the
research hypothesis and the specification of the study population, the
experimental unit and the response variable(s). In addition, the course content
promotes an understanding that allows the student to classify studies as
experimental or observational, prospective or retrospective, case-control,
cross-sectional, or cohort; this includes the relative advantages and limitations
and the statistical methods used in analysis of each type. Emphasis is placed
on the traditional topics of clinical epidemiology such as disease etiology,
causation, natural history, diagnostic testing, and the evaluation of treatment
efficacy. In addition, an introduction to ethical issues in clinical research is
included. Corequisite: CRP 241. Credit: 4. (Degree Requirement)

CRP 243 Introduction to Medical Genetics

Coverage is provided of the fundamental knowledge in human genetics and
genetic systems of the mouse and other model organisms. Topics include:
introduction to concepts of inheritance (DNA, chromatin, genes,
chromosomes); the human genome (normal genetic variation, SNPs,
comparative genomes, molecular mechanisms behind inheritance patterns,
and mitochondrial genetics); mouse genetics (classical mouse genetics,
genotype- and phenotype-driven approaches, QTL mapping); microarrays
(expression, genomic, ChIP (chromatin IP on chip), bioinformatics and use of
genome databases); genetic association studies (haplotype blocks, study
design in complex disease and approaches to complex disease gene
identification, pharmacogenetics and pharmacogenomics). Credit: 2.

CRP 244 Health Economics in Clinical Research

A practical foundation in economic evaluation of medical diagnostic
procedures and therapeutic interventions is provided. The focus is on the
development, analysis, and communication of economic data in the context of
clinical research. Topics include: basic finance and organization of health
care, evidence tables, utility theory, tree-structured decision models, health
care cost accounting, cost-effectiveness, cost-utility and cost-benefit analysis,
and special statistical issues in analysis of economic data. Prerequisite: CRP
242, Credit: 2.

CRP 245 Statistical Analysis

This course extends CRP 241 (Introduction to Statistical Methods) to more
advanced topics relevant in clinical research. Topics include regression
models (linear and logistic regression models, their practical applications in
assessment of multivariable relationships and formulation of predictive
models, and the interpretation of model parameters), categorical data analysis
(methods for analysis of nominal and ordinal response variables) and survival
analysis (inferences from time-to-event data with censored observations,
including Kaplan-Meier curves, hazard functions, and the Cox proportional
hazards regression model). Prerequisite: CRP 241. Credit: 4. (Degree
Requirement)
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CRP 247 Clinical Research Seminar

This seminar integrates and builds on the core courses (CRP 241, 242, 245)
to provide practical experience in the development and critique of the
methodological aspects of clinical research protocols and the clinical research
literature. Assigned readings are drawn from contemporary literature and
include both exemplary and flawed studies. Prerequisites: CRP 242 and CRP
245, Credit: 2.

CRP 248 Clinical Trials

Fundamental concepts in the design and analysis of clinical trials are
examined. Topics include protocol management, sample size calculations,
determination of study duration, randomization procedures, multiple
endpoints, study monitoring, and early termination. Prerequisite: CRP 245.
Credits: 2.

CRP 249 Health Services Research

Research methods in health services research are explored. Topics include
measurement of health-related quality of life, case mix and comorbidity,
quality of health care and analysis of variations in health care practice.
Advantages and disadvantages of studies that use large databases as well as
advanced methods in analysis and interpretation of health services outcomes
are addressed. This includes application of traditional research designs (e.g.,
randomized trials) to address health services research questions and the
interface between health services research and health policy. Prerequisites:
CRP 242 and CRP 245. Credits: 2.

CRP 250 Genetic Analysis of Human Disease

This is an introduction to quantitative methods associated with the analysis of
human genetic data, with an emphasis on applied projects aimed at
identification of genes leading to human disease. Topics include: how a trait is
determined to have a genetic component; testing Hardy-Weinberg equilibrium;
utilization of linkage maps; detection and location of genes using linkage
disequilibrium and other methods; gene-environment interactions; and a
molecular overview of DNA techniques and evolving methodologies (SNPs,
microarray analysis, etc.). Students are introduced to specialized software
and internet-based resources for the analysis of genetic data. Prerequisites:
CRP 241 and CRP 243. Credits: 2.

CRP 251 Questionnaire Design and Psychometrics

An introduction is provided to the elements of psychometric theory that are
relevant to the conduct of clinical research. Topics include issues in
questionnaire and scale design, types of scales, scale construction and
validation; definition, measures and estimation of reliability and validity;
statistical issues that result from unreliability (such as the effect of reliability on
sample size estimation); and methods for assessment of the psychometric
properties of scales (such as factor analysis and Cronbach's alpha).
Prerequisites: CRP 242 and CRP 245. Credit: 2.
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CRP 252 Principles of Clinical Pharmacology |

This course provides a basis for understanding the scientific principles of
rational drug therapy and contemporary drug development, with emphasis on
pharmacokinetics, methods for drug analysis, drug metabolism, and
pharmacogenetics. Topics include the physiologic and pathophysiologic
factors involved in drug absorption, distribution, metabolism and elimination,
determinants of variability in drug responses, inter- and intra-patient variability
in pharmacokinetics/pharmacodynamics, and drug interactions. This course
also provides an introduction to common pharmacokinetic and
pharmacodynamic modeling approaches. Prerequisites: CRP 241, CRP 242,
and calculus. Credit: 2.

CRP 253 Responsible Conduct of Research

A variety of ethical and related issues that arise in the conduct of medical
research are explored. Topics include human subjects and medical research,
informed consent, ethics of research design, confidentiality, diversity in
medical research, international research, relationships with industry,
publication and authorship, conflict of interest, scientific integrity and
misconduct, intellectual property and technology transfer, and social and
ethical implications of genetic technologies and research. Prerequisite: CRP
242. Credit: 2. (Degree Requirement)

CRP 254 Research Management

This course addresses operational issues that arise in the conduct of a clinical
research project. Topics include administration (human resources, project
management, budget development and management), data management
systems (databases, case report forms, data acquisition, quality assurance
and quality control [QA/QC], monitoring and auditing), regulation
(Investigational New Drug [IND]) applications, good clinical practice [GCP],
and the Health Insurance Portability and Accountability Act [HIPAA]), and
sponsorship (sources, sponsor motivations, identification of sponsors).
Prerequisite: CRP 242. Credit: 2.

CRP 255 Genome Technologies

Laboratory and computational methodologies for genetic sequencing,
mapping and expression measurement are discussed. Techniques from
computer science are used to make biological inferences from DNA and
protein sequences. Topics include an introduction to sequence analysis
software (e.g. Fasta, Blast, Multiple alignment); techniques for gene
identification (introns, alternative splicing, repetitive DNA, and polymorphism
discovery and detection); phylogenetic tree identification of coding regions
and how to build a linkage disequilibrium map. Approaches to navigate
existing biological databases are presented. Prerequisite: CRP 243. Credit: 2.

CRP 256 Statistical Analysis of Gene Expression Data
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The focus is on concepts in the design and data analysis of gene expression
(microarray and serial analysis of gene expression) experiments. Statistical
concepts include issues that arise when there are many more variables than
samples, sources of variation (systematic and random), replication, scope of
inference, experimental design, data processing, multiple testing, and
validation. Methods that address the general objectives of identification of
class differences, class prediction, and class discovery are covered.
Prerequisites: CRP 243 and CRP 245. Core requisite: None. Credit: 2.

CRP 257 Introduction to Proteomics

Platform technologies and computational methodologies for protein profiling
and interaction analysis are introduced. The platform technologies covered
include mass spectroscopy, 2D gel electrophoresis, surface plasmon
resonance, protein arrays and flow cytometry. Structural biology and high-
throughput screening methods are also discussed. Credit: 2.

CRP 258 Principles of Clinical Pharmacology Il

As a continuation of CRP 252, this course includes the topics of drug
transport mechanisms and their relevance in pharmacokinetics and drug
metabolism, dose response and concentration response analysis, biological
markers of drug effect, and adverse drug reactions. In addition, emphasis is
given to optimizing and evaluating the clinical use of drugs, as well as drug
therapy in special populations (children, elderly adults, pregnant and nursing
women). A special course module focuses on the processes of drug discovery
and development, and the regulatory role of the FDA. Prerequisite: CRP 252.
Credit: 2.

CRP 267 Special Topics: Quality Assurance

This course covers various topics for improvement of medical practice. The
first section covers process re-engineering and statistical quality
improvement. Topics include the Shewhart cycle; tools and techniques for
describing, monitoring and improving health care processes; experimental
designs for quality improvement; and theories of personal and organizational
behavior change. The second section covers benchmarking. Topics include
the development of practice guidelines, the assessment of conformance with
such guidelines, and methods for improving conformance. The final section
considers interventions in medical practices and the community. Topics
include study designs for practice-based and community-based interventions.
Class sessions will include both theoretically- and case-based presentations.
Students in this developmental course will be asked to provide a critique of
course materials and to design a project intended to improve some
component of medical practice. Credit: 2.

HLTHMGMT 327 Medical Device Commercialization
This course is for students aspiring to become business leaders of innovative

medical products (emphasis on medical devices), services and technologies.
It is also for the entrepreneurs that have valuable intellectual property who
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wish to create the companies of tomorrow, and allow the varied skill sets of
diverse students to accomplish this. The core theme is around the market
model and assessment of market need, which is the centerpiece of a
company product plan and agenda to forge its place in device history.
Prerequisite: None. Credit: 2.

HLTHMGMT 409 Economics and Management of the Pharmaceutical Industry

This course examines management and policy issues concerning innovation,
product commercialization, competition, and regulation in the pharmaceutical
industry. We concentrate on factors that distinguish pharmaceuticals from
other industries such as its strong research intensity, close ties to the health
care system, and the critical role of government regulations and policy. The
overall perspective is international, with an emphasis on current market and
policy developments in the United States.

The course begins with an analysis of the pharmaceutical R&D process - its
costs and returns, how companies select their portfolio of projects, and how
they manage the regulatory process at the FDA. We next examine key
aspects of the pharmaceutical commercialization process, including pricing,
reimbursement, promotion, differences among market segments, and
competition between generics and proprietary products. We conclude by
considering the management of inter-firm relationships such as
pharmaceutical alliances and acquisitions.

Throughout the course, we consider the industry's strategic responses to
recent developments including the growth of managed care, global
competitiveness, proposed regulatory reform policies, and increasing
government cost containment policies in this country and abroad.

Who should be interested: The course should benefit students with career
interests in the pharmaceutical industry or in health-sector consulting
companies, and also those interested in analyzing strategic responses to
market change and government policy initiatives. Prerequisite: None. Credit:
2.

HLTHMGMT 491 Biotechnology: Management of Drug Discovery

Biotechnology has raised profound business and ethical questions since the
inception of the field. The focus of this course will be to bring you through an
overview of this industry from many different perspectives: scientific, clinical,
legal, financial, and ethical. This course will be mostly a seminar format with
each class led by experts in these core disciplines. Prerequisite: None. Credit:
2.

CRP 270 Research

An individualized research project under the direction and supervision of the
student's mentor and examining committee. 12 units
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These courses can be offered as a certificate in clinical trial research (to be
developed in to a full degree program) and to new investigators affiliated with
CRCN as a part of their training and development as necessary.

Why CRCN is different?

CRCN is an Academic Research Organization
An academically based organization dedicated to:

« Providing a full range of research services that comply with worldwide
regulatory standards

« Providing scientific leadership in the conduct of clinical research

e Advancing clinical research methods

« Disseminating new knowledge to the global medical community

e Educating future generations of clinical researchers

CRCN versus Other Academic Medical Centers:

o Operational capability to manage global multi-center projects
o Extensive infrastructure to ensure regulatory compliance

The CRCN versus Contract Research Organizations:

e Independent interpretation of results ensures scientific integrity and
credibility

o Direct link with the bedside ensures that projects are designed in the
context of current therapies and practice settings

Educational Training for Coordinators

The list below is a standardized version of training modules offered at most
Universities in the United States for research coordinators involved in clinical
trials.

Prerequisite Modules

Protecting Research Subjects

This module provides a brief history of the imperative of attending to actual
principles in the conduct of research with human subjects as well as the
regulations that govern this research.

What Counts as Research with Human Subjects?

This module clarifies basic issues in human subjects research by defining the
key terms used in federal regulations and by illustrating when and how the
regulations apply.
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Current Module

Practicing Community-Engaged Research

Health problems exist within the context of people’s lives; the solutions to
such issues will likely be context specific as well. A community-engaged
research approach can enable researchers to conduct research and produce
results which may be directly translated to improve human health.

Elective Modules

Adolescent Participation in Research

The adolescent is neither a child nor an adult, but when they are involved as
participants in research, there may be a tendency to make no distinction
between “adolescents” and young children. Both groups are "minors," but not
in identical circumstances regarding the choices they are allowed to make.
This module will explain the ethical and regulatory aspects of research with
adolescents, their capacity to make decisions on their own about participation,
and circumstances where permission from a parent or guardian is required.
Children Involved as Subjects in Research

Balancing the need to include children in research with the need to safeguard
their interests and protect them from harm raises unique legal and ethical
concerns.

Conflicts of Interest in Research with Human Participants

When a conflict of interest arises, the design, conduct or analysis of research
with human participants may be tainted by outcome preferences. Not all
conflicts are obvious, and neither are they inherently unethical. What are
conflicts of interest in research and how should they be managed?

Ethical and Regulatory Considerations When Bringing a Medication to Market
In bringing medications to market, those involved with clinical research and its
oversight must understand the relevant regulations and their responsibilities
so that the rights of human subjects are protected and the data from clinical
trials will be acceptable to the FDA.

Legal and Regulatory Aspects of Informed Consent

The concept of informed consent evolved in response to ethical and legal
recognition of patients' and research participants' rights to autonomous
decision-making. The 1974 National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research produced draft regulations
for various categories of research subjects which several departments of the
federal government adopted as consent regulations on all research funded by
or reported to the federal government. Most research institutions apply these
regulations to all research, regardless of source of funding. This module
explores these regulations and their applications.

Prisoners Involved as Participants in Research

Concerns about abuse virtually eliminated the use of prisoners in research by
the mid-70s. With the recent rise in tuberculosis and HIV/AIDS, however,
research with prisoners has increased, and an understanding of the ethical
concerns and federal regulatory protections for this unique group of human
subjects is critical.

Protecting the Confidentiality and Privacy of Research Participants
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Protecting the confidentiality and privacy of participants in research is both an
ethical requirement and a legal duty. Federal privacy regulations under the
Health Insurance Portability and Accountability Act (HIPAA) impose very
specific standards on health care organizations and providers for the use and
disclosure of information about patients and research participants.

Research in Emergency Settings

A basic tenet of clinical research is that informed consent must be voluntary,
informed and uncoerced. Yet in the emergency setting, potential participants
are typically unable to consent due to the emergent condition. Would the
doctrine of implied consent, used for clinical treatment, apply to this kind of
research?

Social Science Research in a Medical Setting

Surveys, questionnaires and focus groups are frequently used in social
science research in the clinical setting. They may pose unanticipated risks to
participants, particularly when secondary participants or children are involved.

Using Databases in Research

Information or biological materials stored in databases can be invaluable for
research purposes, yet using them in this way can raise ethical and legal
concerns. Awareness about these concerns and taking preventive measures
can help to minimize potential difficulties for researchers and persons whose
information is stored in these databases.

Template for new Investigator seeking CRCN affiliation:

*Name: |

Degree: |

Date of Birth (optional): | (MM/ddlyyyy)

Investigator CRS:
Affiliation with the CRS:

Medical Licenseli
Number:
Licensed in which
state(s)?

Mailing Address:
Office Name: |

Address line 1: |
Address line 2: |
*City: |
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*State: |
ZIP Code: |
*Country: |

*Office Phone: | Ext: |

Fax number: |

Pagen|
ID: |

Access to Internet?[] Yes

L No
e-mail address: |

*Check one specialty that applies to this Investigator:

L Allergy & immunology L2 Anesthesia

L Cardiology G Cardiothoracic surgery
C CNS G Dermatology

L Emergency medicine L Endocrinology
L Gastroenterology G General surgery
L Genetics L Gerontology

L Hematology G Infectious disease
C Internal medicine G Neonatology

L Nephrology L Oncology

C Ophthalmology G Orthopedics

L Otolaryngology L Pediatrics

L Primary care G Psychiatry

C Psychology G Pulmonology

e C

Rheumatology
Other:
What age group(s) do you see for this specialty? (check all that apply)

Urology

[ [ [ [

Neonatal Pediatrics Adolescent Adult = Geriatric

Investigator clinical research experience:

L New to Research L 1-5years L 5 or more years

What percentage of this Investigator's practice time is devoted to
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research?%
Investigator research training certification(s):
NIH ™

ACRP I
Other: |

If this Investigator is a member of any investigator consortium or other
physician group organized for the purpose of conducting clinical research,
please complete the following

Affiliation name:

Affiliation Description:

*

*
This proposal is modeled after the Clinical Research Institute at Duke University, North Carolina.
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