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Appendix G. Definitions

Defined for this protocol as “any occurrence or
worsening of an undesirable or unintended sign,
symptom or disease whether or not associated with the
treatment and study procedures.”

AE Adverse Event

Documents in which data collected for a clinical trial is
Assessment Tools first recorded. These data are usually later entered in
the electronic case report form.

The NCI Common Terminology Criteria for Adverse
Common Terminology Events is a descriptive terminology which can be
Criteria for Adverse Events | utilized for Adverse Event (AE) reporting. A grading
scale is provided for each AE term.

The IRB/ERB determines the period of approval and
frequency of review for all studies involving human
subjects research. A continuing review must be
performed by the IRB/ERB of an investigator intends to
continue the study beyond the period for which it was
approved.

Continuing IRB/ERB Review

. Date on which a laboratory specimen was physically
Date of Collection collected.

. Tool used to collect data for each participant on a
eCRF Electronul::cc):rarﬁ,e Report particular study. All eCRFs will be located online on
the members website.
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[formerly "First Three
FTL Letters"]

A three-letter code assigned by the clinical site to
identify a participant. FTL format is at the site's
discretion.

IRB/ERB Institutional/Ethical Review | A committee formed to ensure the protection of human
Board subjects in research.

IND

LID

Interim Medical History

Investigational New Drug

Local Identification Number

Members' Directory

Review the participant’s health during the study and
document any changes to their medical history

A drug that has not been approved for general use by
the Food and Drug Administration but is under
investigation in clinical trials regarding its safety and
efficacy first by clinical investigators and then by
practicing physicians using subjects who have given
informed consent to participate

ID assigned to a participant by the clinical site. For
subjects enrolled prior to the transition to the USF
TNCC, the Local ID is the former participant ID under
the previous Data Coordinating Center. For subjects
enrolled after the transition, the Local ID is created by
the site; format is unspecified.

Document located in the member’s website that lists
contact information for all TrialNet sites.

CU/NU/RU

New User/Remove User
Contact Correction form

Form to be completed by site if contact information has
changed or if a new user needs to gain access to the
member’s website. Forms should be completed and
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faxed or emailed to the TNCC.

Six-digit ID assigned to a participant by the TrialNet
online data capture system. Subjects who participate
in more than one study must retain the same PID

throuihout all irotocols

Portlet Located on the member’s website, these are the

orianlzed sections of siecmc iaies

Study visit forms that should be completed on an as
Pro Re Nata Forms needed visit. Visit completed out of window should use
PRN forms for data entry.

Member of the TNCC that coordinates the
Protocol CRA administrative processes and is the main TNCC contact
for that protocol.

Patient Identification Number

The PPD is a special skin test for tuberculosis (TB). It is
Purified Protein Derivative | a test used to determine if someone has developed an
Test immune response to the bacterium that causes

tuberculosis

QC Specimen Quality Control Specimen Duplicate specimen collected in order to conduct a
P Collections quality control assessment.
Reimbursement Schedule Details the reimbursement rates for clinical centers,
and affiliate sites that are activated on a protocol.

Medical History is defined as an account of a patient's
Screening Medical History | past and present state of health obtained from the
patient or relatives.

Site specific process that must be completed prior to

Site Activation start of enrollment. Steps to site activation are as
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follows:
1. The site must submit to the TNCC an appropriate
IRB approval for the study to be activated

2. The site must submit to the TNCC an up-to-date site
delegation log reflecting the current study and detailing
the responsibilities of each staff member as designated
by the site PI

3. The site must submit to the TNCC the appropriate
Duality of Interest form(s) for each individual listed on
the site delegation log

4. At least one person at the site must be trained on the
online data capture system (protocol manager) and be
certified for all required study procedures and tests

Alternate term for QC Specimen; terms are

S interchangeable

plit Duplicate Specimen

Collection of specimens ONLY (No physical exam, no
Specimen Collection Visit assessment of adverse events, no assessment of
concomitant medications)

The Study Coordinator is a specialized research
professional working with and under the direction of the
clinical Principal Investigator (PI). While the Principal
Investigator is primarily responsible for the overall
design, conduct, and management of the clinical trial,
the Study Coordinator supports, facilitates and
coordinates the daily clinical trial activities and plays a
critical role in the conduct of the study.

Study Coordinator

All participating sites on a protocol will participate in
Study Group Committee the study group call. This is where information from the
chair committee will be disseminated to all sites.

. . Provides a single location for coordinators to access all
SIP Subject(_lrr;\flgrlmoag:o)n Portal participant results and demographic information for the
Y Pathway to Prevention study.
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. — Supports the overall coordination, data management
_ TrialNet Coordinating Center and analysis of research data for the TrialNet network.

FDA is an agency within the Department of Health and
Human Services. The FDA's organization consists of
U.S. Food and Drug the Office of the Commissioner and four directorates
Administration overseeing the core functions of the agency: Medical
Products and Tobacco, Foods, Global Regulatory
Operations and Policy, and Operations.

W8 BEN Certificate of foreign status of beneficial owner for
United States tax withholding.
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