Manual for the Completion of caBIG™
Case Report Form (CRF) Modules

Introduction

In 2006, members of the Cancer Biomedical Informatics Grid or caBIG in conjunction with the
National Cancer Institute’s Center for Biomedical Informatics and Information Technology (NCI
CBIIT) initiated a Case Report Form (CRF) harmonization activity. CRFs submitted from the
community were reviewed and inventoried. The Harmonization group then reviewed all
questions on the CRF and partitioned them into the three categories:

¢ Mandatory — A data collection variable that must be on the CRF (e.g., a regulatory
requirement (if applicable)).

¢ Conditional — A data collection variable that must be collected on the CRF for specific
cases that may be dictated by local or sponsor defined business rules.

e Optional — A data collection variable that is available for use if needed . There is no
regulatory or business requirement for inclusion of this element on the CREF; if the design
and scientific questions posed in the study dictate the need to collect this type of data,
this is the element to include on the CRF

e Non-harmonized - A data collection variable that is, by consensus, to primarily belong to
a different CRF module or is not belonging to any defined module.

A template form with modules was developed which is comprised of a set of components
including questions representing data items. The eCRF instruction manual is a set of
instructions to guide data collection in each module template. Specific implementation
instructions are not present; various groups may wish to implement the contents of a module in
a variety of software applications.

The instructions include the field name, description or definition of each field and any special
formatting notes that apply to entries — such as the inclusion of full dates, use of values from a
choice list only, etc.

Finally, each question (or data item) is noted as Mandatory (m), Conditional (c), or Optional (0).
Those elements not otherwise noted were classified as non-harmonized.

caBIG™ CTMS Study Conduct SIG Deviations CRF Standardization Workgroup defined a
Protocol Deviation as: Any departure in the study activity from the currently-approved
protocol/study. Deviations may be defined as major, moderate or minor. The criteria for major
or moderate deviations may vary but often include factors having an impact on consent,
eligibility, treatment, reporting of toxicity, participant risk and safety, disease outcome, regulatory
compliance and data quality. A major deviation may affect the outcome, analysis or
interpretation of the study. A minor deviation is a deviation that does not affect the outcome,
analysis or interpretation of the study and otherwise does not meet the definition of a major or
moderate deviation, but may still need to be described in publications.



The workgroup, concurrent with CDASH, concluded not to recommend the creation of a
separate Deviations CRF but rather recommends that deviations be detected and documented
through other means such as derived from other CRF domains and/or system functionalities.
However, for those Investigators and staff that still prefer to create one or in the situation where
a sponsor requires it, this workgroup has come up with the data elements that should be
considered for collection and use by Investigators and their staff. This does not include data
elements relating to deviations that may be needed and collected by ancillary departments or
groups such as IRBs, Statisticians, etc. These domains may be considered in a subsequent
standardization effort.



Protocol Deviations Module

Field Name/Status Description/Instructions Format
Protocol Deviation Enter the date on which the Date
Occurrence Date (m) protocol deviation occurred.
Protocol Deviation Description | Enter a description of the Text
Text (m) protocol deviation including

reasons and contributing

factors.
Protocol Deviation Notification | Enter the date the local study | Date

Date (c)

team and/or site Pl became
aware of the deviation.

Protocol Deviation Severity
Type (o)

Select categorization to
indicate a level of severity for
the deviation.

Use choice list

Protocol Deviation
Category(0)

Select the category to classify
the deviation.

Use choice list

Protocol Deviation Category Enter Other protocol Text
Other Descriptive Text (0) category. Enter only when
Deviation Category choice list
“Other” was selected.
Treating Physician Or Enter the participating Text
Participating Investigator investigator or treating
Name (o) physician name.
Protocol Deviation Action Text | Describe the actions initiated | Text

(0)

by the site to prevent the
reoccurrence of the protocol
deviation.




NCI Standard Protocol Deviations Module Template

Mandatory Questions
Protocol Deviation Occurrence Date
Date Field — Maximum Length = 8 (does not include time)

[CDE Public ID and Version 2434998v1.0: The date on which the protocol deviation
occurred. ]

Protocol Deviation Description
Text Field — Maximum Length = 200

[CDE Public ID and Version 2435038v21.0: A textual description of the protocol deviation
which includes reasons and contributing factors.]

Conditional Questions
Protocol Deviation Notification Date
Date Field — Maximum Length = 8 (does not include time)

[CDE Public ID and Version 2435009v1.1: Date on which the local study team and/or site PI
became aware of the deviation. Study team members may include, co-investigators,
research nurses, study coordinators, CRAs, CRCs, or data managers at a site.]

Optional Questions
Protocol Deviation Severity Type

Major Will affect major endpoint data integrity or will have a major
impact on participant safety or ethical concerns
No meaningful effect on data integrity and no meaningful risk

Minor to participant safety

Moderate Potential to affect data integrity or jeopardize participant safety

Maximum Length = 8

[CDE Public ID and Version 2740401v1.0: A categorization to indicate a level of severity for
a protocol deviation. [Manually-curated]. Synonym(s) = Grade. ]

Protocol Deviation Category

Other, specify Other, specify: deviation does not fit into types listed



Concomitant

s Concomitant Medications: prohibited concomitant
Medications

medication was taken or administered

Data Quality: data handling, mentoring or quality may be
less than optimal

Study Procedures: other study procedures, such as labs,
Study Procedures images, missed or out of the window from that described in
the protocol

Treatment: study drug agent/intervention not given as

Data Quality

Treatment directed in the protocol
Eligibility Eligibility: not checked or waiver granted
Informed Consent Informed Consent: not collected or mishandled

Maximum Length = 24

[CDE Public ID and Version 2740412v1.0: Categorization of the type of protocol deviation
that occurred. [Manually-curated]. Synonym(s) = Type.]

Protocol Deviation Other Category Descriptive Text
Text Field — Maximum Length = 200

[CDE Public ID and Version 2740419v1.0: Text deviation description that is provided when a
category of 'other' is selected. [Manually-curated]. Synonym(s)= Type.]

Treating Physician Or Participating Investigator Name
Text Field — Maximum Length = 35

[CDE Public ID and Version 2740424v1.0: Text name for an investigator or physician
involved in a study (may be the registering physician or investigator and/or the treating
physician for a study participant. [Manually-curated]. Synonym(s)= PI.]

Protocol Deviation Action Text
Text Field — Maximum Length = 200

[CDE Public ID and Version 2435042v1.1: The free text field used to describe the actions
initiated by the site to prevent the reoccurrence of the protocol deviation.]




