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2. Introduction

2.1 Overview

Medidata Rave® was integrated with the Oncology Patient Enrollment Network (OPEN) in 2012 to
implement the patient enrollment and distribute the randomization capability of OPEN with the clinical
data management capability of Rave. To support the OPEN-Rave integrations, Cancer Trials Support Unit
(CTSU) Standard Forms are required to be used by Lead Protocol Organizations (LPOs). These forms are
available in the CTSU Standard Forms Rave Architect Loader Specification (ALS) v7.0 file.

Rave was also integrated with National Cancer Institute’s (NCI) Cancer Therapy Evaluation Program
(CTEP). The Rave-Cancer Therapy Evaluation Program-Adverse Events Reporting System (CTEP-AERS)
integration also requires LPOs to use the CTSU Standard Forms, which are available in the CTSU
Standard Forms Rave ALS v7.0 file.

The CTSU Standard Forms ALS v7.0 Release Notes provides information about the changes and
enhancements to the OPEN-Rave integration and Rave-CTEP-AERS integration Standard Forms, and
contains configuration details to assist LPOs in configuring their studies to use these integrations. This
document also outlines changes made to the CTSU Standard Forms to be Clinical Data Interchange
Standards Consortium (CDISC) compliant as required by NCI. The CTSU Standard Forms are complaint
with the CDISC version mentioned in the CDISC Version and Links table.

Instruction: To access the links, first log in to the CDISC website using your NIH email address. These
links only work for NIH staff members or LPOs that have obtained their own account access.

Table 2: CDISC Version and Links

CDISC Version Link

Clinical Data Acquisition Standard https://www.cdisc.org/standards/foundational/cdash/cdash-model-
Harmonization (CDASH) Modelv1.0 | 10

CDASH Implementation Guide https://www.cdisc.org/standards/foundational/cdash/cdash-20
(CDASHIG) v2.0

CDASH and Standard Data Tabulation | https://evs.nci.nih.gov/ftp1/CDISC/SDTM
Model (SDTM) Controlled
Terminology package 37 released on
March 29, 2019 (35 and 36 were
previously incorporated into ALS
v7.0)

Note: Controlled Terminology are
released quarterly. You can access
the prior versions via the CDISC
Library Archive.

CDASHIG v2.0 Metadata Table https://www.cdisc.org/cdisc-library

https://www.cdisc.org/members-only/cdisc-library-archives
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CDISC Version Link
SDTM Model v1.7 https://www.cdisc.org/standards/foundational/sdtm/sdtm-v1-7
SDTM Implementation Guide https://www.cdisc.org/standards/foundational/sdtmig/sdtmig-v3-3

(SDTMIG) v3.3

SDTMIG v3.3 Metadata Table https://www.cdisc.org/cdisc-library

https://www.cdisc.org/members-only/cdisc-library-archives

2.1.1 Background of OPEN and Rave RTSM Integration

OPEN provides a standardized web-based environment for the enrollment of all patients in clinical trials
across the NCl-sponsored Clinical Trials Program. OPEN is integrated with NCI’s Regulatory Support
System (RSS) and acts as gatekeeper to ensure access, participation, and regulatory requirements are
met prior to patient enrollment onto a protocol. OPEN is a front end to collect credentialing,
demographics, and eligibility data while the patient randomization happens in the RandoNode, a web
service hosted by the LPOs. This allows the LPOs to control the registration, randomization, and
treatment assignment for their protocols. Medidata Rave’s Randomization and Trial Supply
Management (RTSM) solution (previously known as Balance) lets user create randomization designs
across studies, sites, factors, and cross-factor strata. Rave RTSM offers a choice of pre-validated
randomization methods for rapid study planning and start-up. Rave RTSM may be used to randomize the
subjects in Rave by bypassing RandoNode or through RandoNode. In order to support the integration, a
Randomization form is required to integrate with Rave RTSM to randomize the subject and retrieve the
Arm information.

2.1.2 Background of OPEN and Central Monitoring Integration

OPEN provides a standardized web-based environment for the enrollment of all patients in clinical trials
across the NCl-sponsored Clinical Trials Program. OPEN is integrated with NCI’s Regulatory Support
System (RSS) and acts as gatekeeper to ensure access, participation, and regulatory requirements are
met prior to patient enrollment onto a protocol. OPEN is a front end to collect credentialing,
demographics, and eligibility data while the patient randomization happens in the RandoNode, a web
service hosted by the LPOs. This allows the LPOs to control the registration, randomization, and
treatment assignment for their protocols. The Central Monitoring (CM) integration provides a
streamlined process for remote data monitoring. The CM integration is designed to provide an efficient
way for sites to manage and track document submission for CM review, and for LPOs to manage and
track the uploaded documents for CM review. The Source Document Portal (SDP) is a gateway on the
CTSU website that facilitates remote CM activities. The SDP allows site users to upload source
documents to a central location, which provides accessibility to monitors to review source documents
against data entered in Rave. The CM review activity is also electronically recorded in Rave by the
monitors.
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2.1.3 Background of Rave and Cancer Therapy Evaluation Program-
Adverse Events Reporting System Integration

The CTSU is coordinating the integration of Rave with the NCI adverse event reporting systems such as
CTEP-AERS to enable users to report Serious Adverse Events (SAEs) and routine Adverse Events (AEs)
using Rave. To make this happen, the SAE reporting interface is built in Rave where all AEs are entered
as well as managed. This SAE reporting interface seamlessly communicates with CTEP-AERS to report the
AE and SAE data to the NCI’s safety systems.

2.2 Acronyms and Definitions

This section lists acronyms used within the document, as well as common acronyms related to the CTSU
program.

Table 3: Acronyms and Definitions

Acronym Definition
AE Adverse Events

AER Expedited Reporting Evaluation Form is used to send Adverse Events Form data to
CTEP-AERS for evaluation. The acronym used for this form is AER.

ANDA Abbreviated New Drug Application

ALS Architect Loader Specification

BLA Biologics License Application

caDSR Cancer Data Standards Registry and Repository

CDASH Clinical Data Acquisition Standards Harmonization. . Basic standards for the

collection of clinical trial data and how to implement the standard for specific Case
Report Forms (CRFs). Optimized for data capture, investigator site activities and data
cleaning. The CDASH standard includes the CDASHIG (including the metadata) and
the CDASH Model.

CDASHIG CDASH Implementation Guide provides information on the implementation of
CDASH standards for specific topics of data. . Each topic is represented by a CDASH
domain. . CDASH domains, variables and controlled terminology are aligned with
SDTM. Each CDASHIG domain contains a description of the data topic, a
specification table, including standard metadata for data collection, general
assumptions/rules, and example forms.

CDASH Model Provides a general framework and root metadata for creating fields to collect
information on forms for which there is not already a domain specified in the
CDASHIG. Root metadata includes root variables and root questions. The root
CDASH Model variables are intended to facilitate mapping to the SDTMIG variables
while addressing specific data collection needs.

CDASH Includes variables commonly implemented by a significant number of the
Metadata Table | organizations/companies for a particular topic of data (e.g., Medical History,
Adverse Events).

CDE Common Data Element

CDISC Clinical Data Interchange Standards Consortium, a standards developing
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Acronym Definition

organization (SDO).

Cbus Clinical Data Update System

CF Custom Function

CM Central Monitoring

CMP Central Monitoring Portal

CRA Clinical Research Associate

CRFs Case Report Forms

CTCAE Common Terminology Criteria for Adverse Events

CTEP Cancer Therapy Evaluation Program

CTEP-AERS Cancer Therapy Evaluation Program - Adverse Events Reporting System
CTSU Cancer Trials Support Unit

DDs Data Dictionaries

DD Data Dictionary

DM Demographics

EC Edit Check

EDC Rave Electronic Data Capture

FDA Food and Drug Administration

GLIB Global Library

IND Investigational New Drug

LAE Late Adverse Events

LAER Late Expedited Reporting Evaluation Form is used to send Late Adverse Events Form

data to CTEP-AERS for evaluation. The acronym used for this form is LAER.

LPO Lead Protocol Organization

NCI National Cancer Institute

NDA New Drug Application

NRDS Network Rave Data Standards

OoID Object Identifier

OPEN Oncology Patient Enrollment Network
RE Rules Engine

RSS Regulatory Support System

RTSM Randomization and Trial Supply Management
SAE Serious Adverse Event

SAR Site Audit Reporting

SAS Statistical Analysis System
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Acronym Definition
SDP Source Document Portal
SDTM Study Data Tabulation Model
SDTMIG Study Data Tabulation Model Implementation Guide
SUPP Supplemental Qualifiers
TAC Treatment Assignment Code
TAD Treatment Assignment Description
TCG Technical Conformance Guide
ul User Interface
2.3 Scope

The use of CDISC standards is required for data submissions to the US Food and Drug Administration
(FDA). A mandate issued by the FDA in 2016 requires data to be submitted to the FDA in SDTM
compliant datasets but does not mandate the use of CDISC compliant variables for data collection.
NCI/CTEP is transitioning the existing Network Rave Data Standards (NRDS) initiative to the CDISC
Implementation initiative to meet the FDA mandate of submitting clinical study data sets in the Study
Data Tabulation Model (SDTM) format.

The Study Data Technical Conformance Guide (TCG) provides specifications, recommendations, and
general considerations on how to submit standardized study data using FDA-supported data standards
located in the FDA Data Standards Catalog. The TCG supplements the guidance for industry providing
Regulatory Submissions in Electronic Format — Standardized Study Data and provides technical
recommendations to sponsors for the submission of animal and human study data and related
information in a standardized electronic format in investigational new drug (INDs), new drug
applications (NDAs), abbreviated new drug applications (ANDAs), and biologics license applications
(BLASs). Refer to Study Data TCG for more information.

Although the FDA does not require data to be collected in a certain format, the NCl is working in
collaboration with CDISC to collect data in the Clinical Data Acquisition Standards Harmonization
(CDASH) format. The CTSU, in coordination with the NCI, has updated the CTSU Standard Form elements
to make them CDISC compliant. This document outlines the changes and enhancements included in the
CTSU Standard Forms ALS v7.0 which includes OPEN-Rave and Rave-CTEP-AERS integration forms. The
CTSU Standard Forms ALS v7.0 is to be used for studies activating after January 1, 2020. The CTSU will
provide support to LPOs to use CTSU Standard Forms ALS v7.0 on one or more CDISC compliant pilot
studies.

For legacy studies, defined as any study that is activated prior to January 1, 2020, LPOs can continue to
use the previous ALS versions:

o OPEN-Rave Integration ALS v6.0

e Rave-CTEP-AERS Integrations ALS RE 2.3 (LPOs are expected to use this ALS version for
all CTEP IND studies.). Any study activating after January 1, 2020 should use ALS 7.0.

Please note that objects related to Rave RTSM and CM integrations are not required for studies unless
they are using these integrations.

CTSU Standard Forms ALS v7.0 Release Notes
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Introduction

The process of developing other Rave forms (Case Report Forms (CRFs)) is out of the scope of this
document.

2.4 Audience

This document is intended for use by LPO operational staff members, managers, and Rave Study
Builders.
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3. CTSU Standard Forms

The following figure depicts the current 15 CTSU Standard Forms available within the ALS. LPOs must
not alter the elements defined for these forms as that can break various integrations. The forms where
Form Object Identifier (OID) is prefixed with CTSUX are optional and can be removed when setting up
the study in Rave. The other integration related forms are required for studies using the integration.

b Form Name
(A Subject Enrollment

(A Demography
(A Step Information

(A Treatment Assignment

Reporting

( A Randomization Blinded

(A Patient Information for NCI

(A Randomization Unblinded

alln}
CTSU_SUBJECT _ENROLLMENT

CTSU_DEMOGRAPHY
CTSU_STEP_INFORMATION
CTSU_TREATMENT_ASSIGNMENT
CTSU_PATIENT_INFORMATION

CTSU_RAND
CTSU_RANDELINDED

(A Central Monitoring Alert CTSU_CM_ALERT

[ A Adverse Events CTSU_AE
(A Expedited Reporting Evaluation CTSU_AER
(A Late Adverse Events CTSU_LAE
(A Late Expedited Reporting CTSU_LAER

Evaluation

( A Patient Status Form: Baseline CTSUX_EVENT_BSL

( A Patient Status Form: Treatment CTSUX_EVENT_TX

{Intervention)

(A Patient Status Form: Follow-up CTSUX_EVENT_FUP

Figure 1: CTSU Standard Form Names and OIDs

3.1 Form Level Definition

All forms available in ALS 7.0 are not required for every study. The forms are required based on the
integration the study is using (e.g., CM and Patient Information for NCI Reporting form is required for
CM integration). A description of each of the CTSU Standard and optional forms available in ALS 7.0 is

provided in Table 4.

Table 4: CTSU Standard Form Level Definition

Required
for
# Form Name Folder Integration Description
1 | Subject N/A OPEN-Rave | This is the primary form available at
Enrollment the Subject level, and is required for

Entry and View
Restrictions

No View Restrictions.

Entry Restricted for all Rave
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Required
for Entry and View
# Form Name Folder Integration Description Restrictions
patient initialization in Rave. roles except for Power User
All the data points in this form are and Data Manager.
populated programmatically from
OPEN.
2 | Demography Enrollment OPEN-Rave | This form is required for patient No View Restrictions.
Forms initialization in Rave. All the data Entry Restricted for all Rave
points in this form are populated roles except for Power User
programmatically from OPEN. and Data Manager.
3 | Step Enrollment OPEN-Rave | This form is required for patient No View Restrictions.
Information Forms initialization in Rave. All the data Entry Restricted for all Rave
points in this form are populated roles except for Power User
programmatically from OPEN. and Data Manager.
4 | Treatment Enrollment OPEN-Rave | This form is required for patient No View Restrictions.
Assignment Forms initialization in Rave. All the data Entry Restricted for all Rave
points in this form are populated roles except for Power User
programmatically from OPEN. and Data Manager.
5 | Patient NCI Reporting | OPEN-Rave, | All the data points in this form are View Restricted for Rave
Information Site Audit populated programmatically. Clinical | roles Clinical Research
for NCI Reporting Research Associates (CRAs) do not Associate and CRA
Reporting (SAR), CM have access to this form. (LabAdmin).
Entry Restricted for all Rave
roles except for Power
User.
6 | Randomization | Enrollment Rave RTSM | For each new step, a new folder View Restricted for Rave
Unblinded Forms (unblinded needs to be created following the roles Clinical Research
Sub-folder: | studies) standard naming convention by Associate and CRA
Rand-Stepl appending the step number to the (LabAdmin).
Folder Name and Folder OID. For Entry Restricted for all Rave
Example: for Step2, the Folder Name | 5jes except for Power User
is Rand-Step2 and the Folder OID is and Data Manager.
RANDSTEP2.
7 | Randomization | Enrollment Rave RTSM | For each new step, a new folder View Restricted for Rave
Blinded Forms (blinded needs to be created following the roles Clinical Research
Sub-folder: | studies) standard naming convention by Associate, and CRA
Rand-Stepl appending the step number to the (LabAdmin).
Folder Name and Folder OID. For Entry Restricted for all Rave
Example: for Step2, the Folder Name | e except for Power User
is Rand-Step2 and the Folder OID is and Data Manager.
RANDSTEP2.
8 | Central Configured CM Rolls out in folders configured by LPOs | No Entry or View
Monitoring by LPO that have data for CM review. Restrictions.
Alert
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#

Form Name Folder

Required
for
Integration

Description

Entry and View
Restrictions

9

10

11

12

Treatment
(Intervention)

Adverse
Events

Treatment
(Intervention)

Expedited
Reporting
Evaluation
(AER)

Late Adverse
Events (LAE)

Follow-Up

Late Expedited @ Follow-Up
Reporting

Evaluation

(LAER)

CTEP-AERS

CTEP-AERS

CTEP-AERS

CTEP-AERS

This form along with other forms, edit
checks (ECs) and custom functions
(CFs) enable Rave studies to integrate
with the CTEP-AERS safety reporting
system. The AE Form is used to collect
AE data during a patient’s treatment
course/cycle. All LPOs are expected to
use this form to collect AE data for
NEW studies activating after February
1, 2018.

The acronym used for this form is
AER. This form along with other
forms, ECs and CFs enable Rave
studies to integrate with the CTEP-
AERS safety reporting system. The
AER Form is used to send AE Form
data to CTEP-AERS for evaluation. All
LPOs that need to send the AE data to
CTEP-AERS for evaluation are
expected to use this form. LPOs that
do not need to send their AE data to
CTEP-AERS for evaluation can use the
form level restrictions to view restrict
the form so it does not display in the
Rave Electronic Data Capture (EDC).

This form along with other forms, ECs
and CFs enable Rave studies to
integrate with the CTEP-AERS safety
reporting system. The LAE Form is
used to collect AE data during follow
up visits. All LPOs are expected to use
this form to collect Late AE data.

The acronym used for this form is
LAER. This form along with other
forms, ECs and CFs enable Rave
studies to integrate with the CTEP-
AERS safety reporting system. The
LAER Form is used to send LAE Form
data to CTEP-AERS for evaluation. All
LPOs that need to send the LAE data
to CTEP-AERS for evaluation are
expected to use this form. LPOs that
do not need to send their LAE data to
CTEP-AERS for evaluation can use the
form level restrictions to view restrict

No Entry or View
Restrictions.

No Entry or View
Restrictions.

No Entry or View
Restrictions.

No Entry or View
Restrictions.
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Form: Follow-
up

included in ALS to be used for
navigation purposes. This form is
optional, and is not required for any
integration. This form can be used to
roll out additional follow-up visit
folders.

Required
for Entry and View

# Form Name Folder Integration Description Restrictions

the form so it does not display in EDC.

13 | Patient Status | Baseline N/A This is not a standard form, but is No Entry or View
Form: Baseline included in ALS to be used for Restrictions.

navigation purposes. This form is
optional, and is not required for any
integration. This form can be used to
roll out cycle visit folders.

14 | Patient Status | Treatment N/A This is not a standard form, but is No Entry or View
Form: (Intervention) included in ALS to be used for Restrictions.
Treatment navigation purposes. This form is
(Intervention) optional, and is not required for any

integration. This form can be used to
roll out cycle/follow-up visit folders.
15 | Patient Status | Follow-Up N/A This is not a standard form, but is No Entry or View

Restrictions.

3.2 Folder Structure in Rave

3.2.1

OPEN and CTEP-AERS Integration Forms

Figure 2 displays the folder structure for CTSU Standard Forms used for various integrations. LPOs must
follow the folder structure displayed in Figure 2 in order for the integrations to successfully work. The
folders for OPEN forms (Enrollments Forms and NCI Reporting) should adhere to the ALS, otherwise the
integration will not work. The folders for CTEP-AERS integration (Baseline, Course/Cycle 01, Follow-up

01) are configurable.

5 AKOBMAR2019-1
ﬁ’ Enrollment Forms
|5 NCI Reporting
(%, Baseline

.@ Coursel/Cycle 01
] Follow-up 01

& Subject Enrollment

Visit

=

Baseline

I=

Course/Cycle 01

Figure 2: Folder Structure in Rave
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3.2.2 Randomization (Blinded and Unblinded) Forms

Figure 3 displays the folder structure for Randomization (blinded and unblinded) Forms. Folder Rand-
Step1 holds the Randomization Form for the Rave RTSM Integration. For each new step, a new folder
needs to be created following the standard naming convention by appending the step number to the
Folder Name and Folder OID. For Example: for Step2, the Folder Name is Rand-Step2 and the Folder OID
is RANDSTEP2. For Step 3, the Folder Name is Rand-Step3 and the Folder OID is RANDSTEP3. For an
unblinded study, all the Rand-Step# folders will hold the Randomization Unblinded form. For a blinded
study, all the Rand-Step# folders will hold the Randomization Blinded form.

1 | (3 StandardFoms | #:CTSUTST01 | 2 New Subject | 3 Enroliment Forms | [ Demography i

| Enroliment Forms
|5 Rand-Step1
D Demography

Subject: New Subject
| || Page: Demography - Enrollment Forms
| [ Step Information I

| [] Treatment Assignment This form is automatically populated. CRAs should not edit. add log lines or ent

Figure 3: Folder Structure for Randomization Forms
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4. Enhancements to CTSU Standard Forms ALS v7.0

As per the NCI CDISC implementation, all CTEP IND studies activated on or after January 1, 2020 must be
CDISC compliant to satisfy the FDA mandate requiring data sets to be submitted in the CDISC SDTM
format. The CTSU Standard Forms have been updated to be CDISC complaint as required by NCI, and
additional updates were made to the form definitions for enhancement and bug fixes. The Form level,
Field level, Data Dictionary, EC, and CF updates are outlined in section 4.1.

4.1 Summary of Changes

The changes to CTSU Standard Forms ALS v7.0 are summarized below. For details, refer to the
subsequent sections.

1. Prefixed all Form OIDs with CTSU for consistency.

2. Field level changes include updated Field OID, Variable OID, Field Name including Common
Data Element (CDE), Format, Data Dictionary Name, Control Type, Field Label, Header
Text, Help Text, and SAS Label.

3. Statistical Analysis System (SAS) Label added for all fields on the CTSU Standard Forms.

4. Pattern-based naming is used for variables that are mapped to and included in the SDTM
dataset. These variables are pre-fixed with SDTM target dataset name, the target variable name,
and an optional pre-specified topic value
[ _ (_optionalPrespecifiedTopicValue)] (e.g., SC_SCORRES_PAYMETH).
Refer to section Pattern-Based Naming for details on why pattern-based naming is used.

5. Pattern-based naming is not required for the following variables types:
e Variables included in the Trial level domains (e.g., Trial Arms);
e Variables used for integration/internal programming purposes only; and
e Variables not reportable and not included in the SDTM dataset.

6. Pattern-based naming is not applied to the following CTSU Standard Form variables because an
NCI decision is still pending regarding implementation and use of these variables. For now these
are included in the ALS as place holders:

e CARM
e TAC

e TAC1
e TAD

7. Instructions from the Field Label (Pre-text) have been removed (e.g., Pre-text in ALS v2.3
Course/Cycle # (derived) has been updated in ALS v7.0 to Course/Cycle #).

8. ControlType Checkbox has been replaced with RadioButton or DropDownlList.

9. Data Dictionary (DD) names have been replaced with CDISC compliant DDs. For details
refer to the Data Dictionary Changes section 4.8.

10. Rave-CTEP-AERS integration form changes:
e Field TAC is now editable.

CTSU Standard Forms ALS v7.0 Release Notes
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e The Data Dictionary TAC with default values TAC-0 and Other is attached to the TAC
field, and LPOs are required to configure the data dictionary values with protocol
specific TACs. CRAs are allowed to update TAC using the available values from the

drop-down.

11. Rave-CTEP-AERS Central Study ALS Changes:

e CTSU_GRP_AEUTIL doCopyOngoingAEs — Updated the CF so that Ongoing AEs
(copied to next cycle) are sent to CTEP-AERS only in the first cycle in which they were
reported and query will not open in the next cycle to alert the user to resend the AEs
to CTEP-AERS. Example: If an AE starts in cycle 1 but continues to cycle 2, query will
not open in cycle 2 to alert the user to send the AE to CTEP-AERS. For any new or
modified AEs at cycle 2 (non-copied) query will open to alert the user to send the AE

to CTEP-AERS.

e CTSU_GRP_AEUTIL doSetAnyOngoingFlaginNextCycle — Updated the CF so that Field
Please confirm AEs reported as ongoing in the previous cycle are still ongoing goes
invisible when all ongoing AEs from previous cycle are ended. Expected behavior is

when Yes is answered to this question, it should remain visible.

e CTSU_GRP_QUERY_doSetRVQuery — Updated the CF so that the query on the AER
form closes when a valid AE with grade greater than 0 is sent to the rules engine (RE)
service, and when the user adds another solicited AE with Grade 0, the query on the

AER form does not re-open.

e CTSU_GRP_QUERY_doSetRVQuery() — Successful rules evaluation call must not fail

due to queries on non-standard fields in Rave.

e CTSU_GRP_AEUTIL doCopyAERecToThisAEForm — Support copy of ongoing AEs from

non-standard fields to the subsequent cycles.

12. For Rave-CTEP-AERS integration, text for queries has been updated to match the CDISC

compliant field labels.

4.2 Form Level Changes

Table 5: CTSU Standard Form Level Changes

Enrollment Updated | CTSU_SUBJECT _ENROLLMENT

Type of
#  Form Name Change Description of Change Change Reason
1 | Subject Form OID | Form OID updated from SUBJECT_ENROLLMENT to Prefixed Form OID with CTSU

to make it consistent with
other CTSU Standard Forms.

2 | Demography | Form OID | Form OID updated from DEMOGRAPHY to
Updated | cTSU DEMOGRAPHY

Prefixed Form OID with CTSU
to make it consistent with
other CTSU Standard Forms.

3 | Step Form OID | Form OID updated from STEP_INFORMATION to
Information Updated | CTSU_STEP_INFORMATION

Prefixed Form OID with CTSU
to make it consistent with
other CTSU Standard Forms.
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up

Type of

# Form Name | Change Description of Change Change Reason

4 | Treatment Form OID | Form OID updated from TREATMENT_ASSIGNMENT | Prefixed Form OID with CTSU
Assignment Updated | to CTSU_TREATMENT_ASSIGNMENT to make it consistent with

other CTSU Standard Forms.

5 | Patient Form OID | Form OID updated from Prefixed Form OID with CTSU
Information Updated | PATIENT_INFORMATION_FOR_NCI_REPORTING to to make it consistent with
for NCI CTSU_PATIENT_INFORMATION other CTSU Standard Forms,
Reporting and updated Form OID to

shorten it.

6 | Randomization | Form OID | Form OID updated from RAND to CTSU_RAND Prefixed Form OID with CTSU
Unblinded Updated to make it consistent with

other CTSU Standard Forms.

7 | Randomization | Form OID | Form OID updated from RANDBLINDED to Prefixed Form OID with CTSU
Blinded Updated | CTSU_RANDBLINDED to make it consistent with

other CTSU Standard Forms.

8 | Central Form OID | Form OID updated from CM_ALERT to Prefixed Form OID with CTSU
Monitoring Updated | CTSU_CM_ALERT to make it consistent with
Alert other CTSU Standard Forms.

9 | Patient Status | Form OID | Form OID updated from CTSU_EVENT_BSL to Added X to CTSU prefix to
Form: Baseline | Updated | CTSUX_EVENT_BSL indicate form is optional.

10 | Patient Status | Form OID | Form OID updated from CTSU_EVENT_TX to Added X to CTSU prefix to
Form: Updated | CTSUX_EVENT_TX indicate form is optional.
Treatment
(Intervention)

11 | Patient Status | Form OID | Form OID updated from CTSU_EVENT_FUP to Added X to CTSU prefix to
Form: Follow- | Updated | CTSUX_EVENT_FUP indicate form is optional.

4.3 CDISC Compliance Updates

To make the CTSU Standard Forms CDISC complaint, the field definitions have been updated.

For CTSU Standard Form fields that have a direct match to CDISC CDASH and SDTM CDEs curated in the
Cancer Data Standards Registry and Repository (caDSR), the following field definitions have been

updated:

e Field OID

e Variable OID

e Field Name including CDE

e Format

e Field Label
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e SAS Label

Custom variables were created for CTSU Standard Form fields that do not have a direct match to a
CDASH or SDTM variable. For these fields, Field OID, Variable OID, Field Label and/or SAS Label have
been updated. These fields will continue to use existing CDEs. The CDEs are being updated in the caDSR
to add Alternate Question text and/or Alternate Name to make them CDISC complaint. All other Field
level changes are discussed in the following Field Level Changes section 4.7.

4.4 Pattern-Based Naming

To simplify data collection for a study, there might be a need to mix domains on a single CRF and/or to
collect specific tests/measurements as per study requirements. SDTM programming requires
predictability of incoming data because it makes programming efficient and allows use of standardized
programming. Pattern-based naming provides the needed balance between data collection and SDTM
programming.

The recommended pattern-based variable naming is
[ _ (_optionalPrespecifiedTopicValue)].
e 28 character target dataset name (REQUIRED);
e Target variable name (REQUIRED); and

e Value of the topic variable (OPTIONAL).

4.5 CDISC Deviations

CDISC recommends using the published CDASH Question Text or Prompt for Rave PreText values to
display on the form. PreText values that deviate from CDISCs recommendation should, at a minimum,
share the same meaning as the SDTM variable to which the CDASH variable will be mapped. Table 6 lists
the CTSU Standard Form variables for which their PreText (questions) do not exactly match the
recommended CDASH Question Text or Prompt along with the reason for the deviation.

Table 6: CDISC Deviations

Updated
Field OID CDASH
(CDASH Existing Question Text
# Form Name Variable) PreText or Prompt Reason Field PreText Not Updated
1 | Adverse Events, | AE_AETERM | Adverse Event | What is the The CDASH and SDTM meaning of the
Late Adverse (Verbatim adverse event | AETERM variable is verbatim AE as
Events term) term? OR reported. Since the standard AE form

Adverse Event | uses AE to mean the Common
Terminology Criteria for Adverse Events
(CTCAE) reported term, the words
Verbatim Term are added to the label to
differentiate from the CTCAE term.

2 | Step DS_DSSPID Step No Sponsor- Use of suggested CDASH Prompt ([Line
Information, Defined Number/AE Number]) is ambiguous and
Treatment Identifier does not indicate the variable meaning

as used in the NCI implementation. Since
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Updated
Field OID CDASH

Question Text

# | Form Name

(CDASH

Variable)

Existing
PreText

or Prompt Reason Field PreText Not Updated

Assignment

this field is user-defined CDASH may be
updated to allow more flexibility in the
Prompt. The Step No label indicates the
correct Sponsor-defined meaning of the
data for this field.

3 | Expedited
Reporting
Evaluation

AE_AEREFID

Report ID

Reference ID

The current CDASH Prompt does not
include the word Report, although a
Report ID is within the valid use of this
variable. The CDASH Prompt for
AEREFID may be updated to allow more
flexibility. The Report ID label indicates
the correct meaning of the data for this
field.

4.6 CDASH Variable Implementation Guidelines

Table 7 lists CDASH variables and provides guidance on how these should be used in study build and

SDTM reporting.

Table 7: CDISC Variable Implementation Guidelines

CDASH Existing Field

# Form Name Variable Label CDASH Variable Implementation Guidelines

1 | Adverse AE_AEPRESP | Solicited AE_AEPRESP is a CDASH variable used when specific AEs
Events (derived) of interest have been defined at the Study level - in this

case the list of expected or solicited AEs for a subject on
study. The value YES is derived when one of those AEs of
interest is selected in the Adverse Event Term (CTCAE
v5.0) field to indicate that this AE was asked to the
subject did you experience this AE. If a pre-specified AE
is not selected or is NO, or the AE selected is not a pre-
specified one, AE_AEPRESP should remain blank/null in
SDTM. The variable AE_AEPRESP should be included as
part of the AE record when mapping to SDTM.

2 | Adverse AEPERF Adverse event AEPERF is a custom CDASH variable used to indicate
Events, Late evaluated this whether the site asked the subject about the pre-
Adverse cycle? specified AEs. The value collected is used for operational
Events purposes and does not map to SDTM.

3 | Adverse AE_AEACN What action was | Variable AE_AEACN used to capture study treatment
Events, Late taken with study | action is set up as invisible in ALS 7.0. This variable is
Adverse treatment? required for SDTM reporting and should be included in
Events the dataset for reporting. The LPO is responsible for

making the field visible AND updating the view
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Form Name

CDASH
Variable

Existing Field
Label

CDASH Variable Implementation Guidelines

Demography

DM_CRACE Race

restrictions. Variable AE_AEACN should be used to
capture a single study treatment action using controlled
terminology from NCI codelist C66767. To capture AE
Action at the agent level, new custom variables
(AE_AEACN1, AE_AEACN2, AE_AEACN3) should be
added for each agent and the labels for these fields can
be agent specific such as Action taken with (Agent 1),
Action Taken with (Agent 2).

Demographics (DM) domain contains RACE with SDTM
CT (NCI codelist C74457). For FDA reporting, map
Collected Race to Race values.

Subject
Enrollment

Current Site
CTEP ID

CSITE_CTEPID

CSITE_CTEPID is the variable to capture the current Site
CTEP ID. Add Current Site as Supplemental Qualifiers
(SUPP--) to domains/records that were NOT collected at
the Site associated with SITEID in the DM record. SDTM
programmers should create the SUPP - records for
multiple sites associated with the subject (e.g., enrolling
site, current site, etc.). In DM records, recommendation
is to use the site associated with the majority of records
for that subject.

4.7 Field Level Changes

Note that Field OID, Variable OID, and Field Name updates are not mentioned in Table 8. Field OID with
an integer (e.g, AETOX1) denotes that the variables have multiple occurrences in the same form. All

other field level changes (e.g., Format, Control Type,) are included in Table 8.

Table 8: CTSU Standard Forms Field Level Changes

# Form Name Existing Field OID Updated Field Type of Change Description
OoID Change
1 Subject PT_ID SUBJID Field Updates include —
Enrollment Updated Format: $40
Field Label: Subject
SAS Label: Subject Identifier
for the Study
2 | Subject ENROLLING_SITE_ID | SITE_CTEPID Field Updates include —
Enrollment Updated Format: $40
Field Label: Enrolling Site
CTEP ID
SAS Label: Enrolling Site CTEP
ID
3 | Subject PARTIC_ENROL_DT DS_DSSTDAT Field Updated SAS Label: Start
Enroliment Updated Date of Disposition Event
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# Form Name Existing Field OID Updated Field Type of Change Description
oID Change
4 Subject ENROLL_TIME DS_DSSTTIM Field Updated SAS Label: Start
Enrollment Updated Time of Disposition Event
5 Demography PT_INITIALS_NAME SC_SCORRES_ Field Updates include —
PTINIT Updated Field Label: Subject Initials
(LF\V)
SAS Label: Subject Initials
6 Demography PER_BIR_DT DM_BRTHDAT Field Updated Field Label: Birth
Updated Date
7 Demography ETHN_GRP_CAT_TXT | DM_ETHNIC Field Updates include —
Updated Format: $100
DD:
CDISC_SDTM_ETHN_PID6338
301_V1 OF
Help Text: Hyperlink
removed
8 Demography PERSON_GENDER DM_SEX Field Updates include —
Updated Format: $50
DD:
CDISC_SDTM_SEX_PID63433
54 V1_0OF
Field Label: Sex
SAS Label: Sex
Help Text: Hyperlink
removed
9 Demography COUNTRY_CD SC_SCORRES_ Field Updates include —
CNTRYRES Updated ControlType: SearchList
Help Text: Hyperlink
removed
10 | Demography PAYMENT_METHOD | SC_SCORRES_PA | Field Updates include —
YMETH Updated DD:
METHOD_OF_PAYM_PID201
6946_V3_OF
SAS Label: Method of
Payment
11 | Demography RACE_CAT_TXT DM_CRACE Field Updates include —
Updated Format: $100
DD:
CDISC_SDTM_COLL_PID6409
709_V1_OF
SAS Label: Collected Race
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TSI sttt
Linking practice to progress Enhancements to CTSU Standard Forms ALS v7.0
# Form Name Existing Field OID Updated Field Type of Change Description
oID Change
Help Text: Hyperlink
removed
12 | Step Information | REG_STEP_NUM DS_DSSPID Field Updates include —
Updated Format: $40
Field Label: Step No
SAS Label: Step Number
13 | Step Information | EVENT_DESC DS_DSTERM Field Updates include —
Updated Format: $200
SAS Label: Reported Term for
the Disposition Event
14 | Step Information | TRACKING_NUM DS_DSREFID Field Updates include —
Updated Format: $40
Field Label: Reference ID
SAS Label: Reference ID
Help Text: OPEN Tracking
Number
15 | Step Information | INVESTIGATOR_NAM | DM_INVNAM Field Updates include —
E Updated Field Label: Investigator
Name
SAS Label: Investigator Name
16 | Step Information | PROT_TX_ARM_ASS_ | CARM Field Updated SAS Label: Collected
TXT Updated Arm
17 | Step Information | EVENT_DATE DS_DSSTDAT Field Updated SAS Label: Start
Updated Date of Disposition Event
18 | Step Information | EVENT_TIME DS_DSSTTIM Field Updated SAS Label: Start
Updated Time of Disposition Event
19 | Treatment PROT_TX_ARM_ASS_ | CARM Field Updated SAS Label: Collected
Assignment, TXT Updated Arm
Randomization
Unblinded,
Randomization
Blinded
20 | Treatment REG_STEP_NUM DS_DSSPID Field Updated Format: $40
Assignment Updated
21 | Treatment EVENT_DESC DS_DSTERM Field Updates include —
Assignment Updated Format: $200
SAS Label: Reported Term for
the Disposition Event
22 | Treatment TRT_ARM_ASGN_DA | DS_DSSTDAT Field Updates include —
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CTSU.

Cancer Trials Support Unit
SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

Enhancements to CTSU Standard Forms ALS v7.0

# Form Name Existing Field OID Updated Field Type of Change Description
oID Change
Assignment TE Updated Field Label: Event Date
SAS Label: Start Date of
Disposition Event
23 | Treatment EVENT_TIME DS_DSSTTIM Field Updates include —
Assignment Updated SAS Label: Start Time of
Disposition Event
24 | Step TX_ASSIGN_CD TAC Field Colon (:) removed from
Information, Updated PreText (Treatment
Treatment Assignment Code (TAC)).
Assignment,
Randomization
Unblinded,
Randomization
Blinded
25 | Step TX_ASSIGN_TXT TAD Field Colon (:) removed from
Information, Updated PreText (Treatment
Treatment Assignment Description
Assignment, (TAD)).
Randomization
Unblinded,
Randomization
Blinded
26 | Randomization MEDDRA_CODE SUPPMH_QVAL_ | Field Updated Format: 15
Unblinded, MHDSXCD Updated
Randomization
Blinded, Patient
Information for
NCI Reporting
27 | Patient PRO_TX_CUR_REC_C | N/A Fields Fields have been deleted
Information for D, Deleted from the Patient Information
NCI Reporting ZUBROD_PERF_STAT for NCI Reporting form
_SC, LAST_TX_DT, because they are not being
PT_BSL_ABN_IND3, used by LPOs; fields were
DZ_EVAL_RESP_CD added to the form to
facilitate Clinical Data
Update System (CDUS)
submission, but now the
CDUS submission is made
using a different application.
28 | Patient DZ_DX_NM SUPPMH_QVAL_ | Field Updated Format: $200
Information for MHDSX Updated
NCI Reporting
29 | Patient CTSU_INT_Q1 CTSU_INT_Q1 Field Field properties updated
Information for Updated except for Field OID and
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CTSU.

Cancer Trials Support Unit

SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

Enhancements to CTSU Standard Forms ALS v7.0

# Form Name Existing Field OID Updated Field Type of Change Description
oID Change
NCI Reporting Variable OID. This field will
be used for Eligibility Review
integration.
30 | Patient CTSU_INT_Q3 CTSU_INT_Q3 New Field Place holder question for
Information for future integration.
NCI Reporting
31 | Adverse Events, TX_ASSIGN_CD TAC1 Field Removed Entry restriction
Late Adverse Updated from TAC field for CRA to
Events allow data updates.
Other updates include —
Format: $10
DD: TAC
Control Type: DropDownlList
32 | Adverse Events, TX_ASSIGN_TXT N/A Field Deleted | This field is deleted because
Late Adverse the Treatment Assignment
Events Code (TAC1) field was
updated to allow site CRA to
enter other specify for TAC.
33 | Adverse Events, PR_CYC_AE_ONGO_| | AEONGOP Field Updates include —
Late Adverse ND Updated Format: $2
Events
Default Value: N
SAS Label: AEs Reported as
Ongoing in Previous Cycle
34 | Adverse Events, PRCYC_ONG_AE_ON | AEONGOC Field Updates include —
Late Adverse G_IND Updated Format: $2
Events SAS Label: Ongoing AEs
Confirmed Reported in
Previous Cycle
35 | Adverse Events, AE_VERBATIM_TRM_ | AE_AETERM Field Updates include —
Late Adverse T Updated Field Label: Adverse Event
Events (Verbatim term)
Header Text: Adverse Event
(Verbatim term)
SAS Label: Reported Term for
the Adverse Event
36 | Adverse Events, DEFAULT_SOLICITED | AE_AEPRESP Field Updates include —
Updated Format: $2

Field Label: Pre-Specified
Adverse Event

DD:
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CTSU.

Cancer Trials Support Unit

SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

Enhancements to CTSU Standard Forms ALS v7.0

Form Name

Existing Field OID

Updated Field
oID

Type of
Change

Change Description

CDISC_SDTM_Yes_PID63433
37_V1_0OF
Control Type: DropDownlList

Header Text: Pre-Specified
Adverse Event

SAS Label: Pre-Specified
Adverse Event

37

Adverse Events

AE_CURR_CYCL_CD_|
ND

AEPERF

Field
Updated

Updated SAS Label: Adverse
event evaluated this cycle

38

Adverse Events

CTCAE_SEV_GD_TXT

AETOX1

Field
Updated

Updates include —

Field Label: What is the
description of the toxicity?
(first 120 characters)
Header Text: What is the
description of the toxicity?
(first 120 characters)

SAS Label: Toxicity (first 120
characters)

39

Adverse Events,
Late Adverse
Events

AE_SEV_GD

AE_AETOXGR

Field
Updated

Updates include —
Field Label: CTCAE Grade

SAS Label: Standard Toxicity
Grade

40

Adverse Events,
Late Adverse
Events

AE_SEV_GD1

AETOXGR1

Field
Updated

Updates include —
Field Label: CTCAE Grade

SAS Label: Standard Toxicity
Grade (derived)

41

Adverse Events,
Late Adverse
Events

CTCAE_SEV_GD_TXT
1

AE_AETOX

Field
Updated

Updates include —

Field Label: What is the
description of the toxicity?
Header Text: What is the
description of the toxicity?

SAS Label: Toxicity

42

Adverse Events,
Late Adverse
Events

AE_SM_BEG_DT

AE_AESTDAT

Field
Updated

Updates include -
Field Label: Start Date
Header Text: Start Date

SAS Label: Start Date of
Adverse Event

43

Adverse Events,
Late Adverse
Events

AE_SM_END_DT

AE_AEENDAT

Field
Updated

Added SAS Label: End Date
of Adverse Event
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CTSU.

Cancer Trials Support Unit

SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

Enhancements to CTSU Standard Forms ALS v7.0

# Form Name Existing Field OID Updated Field Type of Change Description
oID Change
44 | Adverse Events, AE_ONGOING_EVEN | AE_AEONGO Field Updates include —
Late Adverse T_IND Updated Format: $2
Events DD:
CDISC_SDTM_Yes_PID63433
37_V1_0OF
Field Label: Ongoing
Header Text: Ongoing
SAS Label: Ongoing Adverse
Event
45 | Adverse Events, CTC_AE_ATTR_SCALE | AE_AEREL Field Updates include —
Late Adverse Updated Format: $1
Event
vents DD:
ADVERSE_EVENT_PID217950
4 _V3_OF
Field Label: Relationship to
Study Treatment
Header Text: Relationship to
Study Treatment
SAS Label: Causality
46 | Adverse Events, CTCAE5_LLT_NM1 CTCAE1 Field SAS Label updated to
Late Adverse Updated MedDRA Adverse Event
Events (CTCAEV5.0) 1
47 | Adverse Events, NO_SAE_CK_IND N/A Field Deleted | Field was removed to make
Late Adverse the form CDISC compliant.
Events
48 | Adverse Events, SAE_HOSP_CK_IND AE_AESHOSP Field Updates include —
Late Adverse Updated Format: $2
Event
vents DD:
CDISC_SDTM_Yes_PID63433
37_V1_OF
Control Type: RadioButton
Indent Level: 2
Field Label: Hospitalization
(initial or prolonged)
Header Text: Hospitalization
(initial or prolonged)
SAS Label: Requires or
Prolongs Hospitalization
49 | Adverse Events, SAE_LIFE_THRT_CK_| | AE_AESLIFE Field Updates include —
Late Adverse ND Updated Format: $2
Events DD:
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CTSU.

Cancer Trials Support Unit
SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

Enhancements to CTSU Standard Forms ALS v7.0

Form Name

Existing Field OID

Updated Field
oID

Type of
Change

Change Description

CDISC_SDTM_Yes_PID63433
37_V1_OF

Control Type: RadioButton
Field Label: Life Threatening

Header Text: Life
Threatening

SAS Label: Is Life Threatening

50

Adverse Events,
Late Adverse
Events

SAE_DEATH_CK_IND

AE_AESDTH

Field
Updated

Updates include —
Format: $2

DD:
CDISC_SDTM_Yes_PID63433
37_V1_OF

Control Type: RadioButton
SAS Label: Results in Death

51

Adverse Events,
Late Adverse
Events

SAE_DISABILTY_CK_|
ND

AE_AESDISAB

Field
Updated

Updates include —

Format: S$2

DD:
CDISC_SDTM_Yes_PID63433
37 _V1_OF

Control Type: RadioButton

Field Label: Disability or
Permanent Damage

Header Text: Disability or
Permanent Damage

SAS Label: Persist or Signif
Disability/Incapacity

52

Adverse Events,
Late Adverse
Events

SAE_CONG_ABNL_CK
_IND

AE_AESCONG

Field
Updated

Updates include —

Format: $2

DD:
CDISC_SDTM_Yes_PID63433
37 V1 _OF

Control Type: RadioButton

Field Label: Congenital
Anomaly or Birth Defect

Header Text: Congenital
Anomaly or Birth Defect

SAS Label: Congenital
Anomaly or Birth Defect

53

Adverse Events,
Late Adverse
Events

SAE_INTVN_REQ_CK
_IND

SUPPAE_QVAL_A
ESINTV

Field
Updated

Updates include —
Format: $2
DD:
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CTSU.

Cancer Trials Support Unit
SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

Enhancements to CTSU Standard Forms ALS v7.0

Form Name

Existing Field OID

Updated Field
oID

Type of
Change

Change Description

CDISC_SDTM_Yes_PID63433
37_V1_0OF

Control Type: RadioButton
Field Label: Required
Intervention

Header Text: Required
Intervention

SAS Label: Requires
Intervention Device

54

Adverse Events,
Late Adverse
Events

SAE_OTX_RES_CK_IN
D

AE_AESMIE

Field
Updated

Updates include —
Format: S$2

DD:
CDISC_SDTM_Yes_PID63433
37_V1_0OF

Control Type: RadioButton
Field Label: Other Serious
(Important Medical Events)
Header Text: Other Serious
(Important Medical Events)

SAS Label: Other Medically
Important Serious Event

55

Adverse Events,
Late Adverse
Events

N/A

AE_AEACN

New Field

Added new data collection
field required for SDTM
reporting. It is setup as
invisible, and LPOs can hide
this field if not collected.

56

Adverse Events,
Late Adverse
Events

AE_SEQ_ID_NUM

AE_ AESPID

Field
Updated

Updates include —

Field Label: AE Number
Header Text: AE Number
SAS Label: AE Number

57

Adverse Events,
Late Adverse
Events

IS_SAE

SUPPAE_QVAL_S
AERPT

Field
Updated

Updates include —
Format: $2

DD:
CDISC_SDTM_Yes_PID63433
37_V1_OF

58

Adverse Events,
Late Adverse
Events

AE_FRST_AWARENS_

DT

AE_AEDTC

Field
Updated

Updates include —

Field Label: Date/Time of
Collection

Header Text: Date/Time of
Collection

SAS Label: Date/Time of
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CTSU.

Cancer Trials Support Unit

SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

Enhancements to CTSU Standard Forms ALS v7.0

# Form Name Existing Field OID Updated Field Type of Change Description
oID Change
Collection
59 | Adverse Events, CTCAE5_LLT_NM?2 CTCAE2 Field SAS Label updated to
Late Adverse Updated MedDRA Adverse Event
Events (CTCAE v5.0) 2
60 | Adverse Events, RSCH_COMMENTS_T | CO_COVAL Field Updates include —
Late Adverse XT Updated Field Label: AE Comment
Events SAS Label: AE Comment
61 | Adverse Events, SYS_COMMENTS, N/A Field Deleted | Removed redundant field
Late Adverse ERR_FLD (System comments and
Events Error) from AE/LAE forms.
62 | Late Adverse DEFAULT_SOLICITED | AE_AEPRESP Field Updates include —
Events Updated Format: $2
Field Label: Pre-Specified
Adverse Event
DD:
CDISC_SDTM_Yes_PID63433
37_V1_0OF
Control Type: DropDownlList
SAS Label: Pre-Specified
Adverse Event
63 | Late Adverse CTCAE_SEV_GD_TXT | AETOX1 Field Updates include —
Events Updated Field Label: What is the
description of the toxicity?
(first 120 characters)
Header Text: What is the
description of the toxicity?
(first 120 characters)
SAS Label: Toxicity (first 120
characters)
64 | Late Adverse TX_CRSE_BEG_DT FCYSTDAT Field Added SAS Label: Start Date
Events Updated of First Cycle
65 | Expedited NOTE1 NOTE1 Field Help Text Updates —
Reporting Updated 1) Send all AEs for
Evaluation evaluation
66 | Late Expedited NOTE1 NOTE1 Field Help Text Updates —
Reporting Updated 1) Send all AEs for
Evaluation evaluation
2) Form name to read
Late Adverse Event
Expedited RV_RECMND_ACTIO | SUPPAE_QVAL_A | Field Updates include —
Reporting
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CTSU Cancer Trials Support Unit
A SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

Enhancements to CTSU Standard Forms ALS v7.0

# Form Name Existing Field OID Updated Field Type of Change Description
oID Change

Evaluation, Late N_RPT ERPACN Updated Field Label: Recommended

Expedited action for report

Reporting DD:

Evaluation RECOMMENDED_AC_PID681
9741 V1_OF

67 | Expedited RV_RECMND_ACTIO | AERPACN1 Field Added SAS Label:

Reporting N_RPT2 Updated Recommended Action for

Evaluation, Late Report 2.

Expedited

Reporting

Evaluation

68 | Expedited RV_RPT_PRD_ID AE_AEREFID Field Added SAS Label: Report ID

Reporting Updated

Evaluation

Expedited RV_RECMND_RPT SUPPAE_QVAL_A | Field Updates include —

Reporting ERPTP Updated Field Label: Recommended

Evaluation, Late report type

i

Ev:Iuatliogn RECOMMENDED_RE_PID681
9744 _V1_OF

69 | Patient Status GD2_GD3_NO_RP_C | N/A Field Updates include —

Form: Follow-up | D_IND Updated DD:
YES_NO_CODED_IN_PID2183
836_V1_OF
SAS Label: Grade 2
Hospitalization or Grade 3+
Previously Reported

70 | Patient Status POST_TX_FU_CY_CD | N/A Field Added SAS Label: Patient
Form: Follow-up | _IND Updated Followed for another Post-
treatment Reporting Period
4.8 Data Dictionary Changes
Table 9: CTSU Standard Forms Data Dictionary Changes
# DD Name Type of Change Comments
1 ATTRIBUTION_SCA_PID2179504_V3 Deleted/Replaced | DD name updated to
_OF ADVERSE_EVENT_PID2179504_V3_OF.
2 ETHNIC_GROUP_CATEG_PID201656 Deleted/Replaced | Replaced with CDISC compliant DD
6_V5_1F CDISC_SDTM_ETHN_PID6338301_V1_OF.
3 CDISC_SDTM_ACTI_PID6365975_V1 | New DD New CDISC compliant DD added.
_OF
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CTSU Cancer Trials Support Unit
A SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

Enhancements to CTSU Standard Forms ALS v7.0

# DD Name Type of Change Comments
4 PATIENT_PAYMENT_METHOD_CATE | Name updated DD name updated to
G_PID2015169 V2_4F PATIENT_PAY_PID2015169 V2_A4F.
5 RACE_CATEG_PID2015164_V6_OF Deleted/Replaced | Replaced with CDISC compliant DD
CDISC_SDTM_COLL_PID6409709_V1_OF.
6 PERSON_GENDER_N_PID3368864 V | Deleted/Replaced | Replaced with CDISC compliant DD
1_OF CDISC_SDTM_SEX_PID6343354_V1_OF.
7 TAC New DD New DD added to allow CRAs to select the
TAC. Default values are TAC-0 and Other;
LPOs are required to configure the
dictionary values based on study needs.
8 YES_NO_CHARACTE_PID2181608 V1 | Deleted/Replaced | Replaced with DD
_OF, YES_NO_PID2018320_V1_0OF CDISC_SDTM_Yes_PID6343337_V1_0OF.
9 CDUS_IND_2_CODE_PID2453201_V1 | Deleted Field removed from the Patient
_OF Information for NCI Reporting Form.
10 | ZUBROD_PERFORMA_PID2178471_V | Deleted Field removed from the Patient
1_1F Information for NCI Reporting Form.
11 | YES_NO_UNKNOWN_PID3506034_V | Deleted Field removed from the Patient
1 OF Information for NCI Reporting Form.
12 | CDUS_RESPONSE_E_PID2453596_V1 | Deleted Field removed from the Patient
_OF Information for NCI Reporting Form.
13 | CDISC_SDTM_Yes_PID6343337_V1_ | New DD New CDISC compliant DD added for Field
OF OID CTSU_INT_Q1 on the Patient
Information for NCI Reporting form. Field
OID CTSU_INT_Q1 will be used for Eligibility
Review integration.
14 | YES_NO_CODED_I|2_PID2183836_V1 | Deleted/Replaced | YES_NO_CODED_IN_PID2183836_V1 OF.
_OF
15 | RECOMMENDED_ACTION Deleted/Replaced | Replaced with CDISC compliant DD
RECOMMENDED_AC_PID6819741_V1_OF.
16 | RECOMMENDED REPORT Deleted/Replaced | Replaced with CDISC compliant DD
RECOMMENDED_RE_PID6819744 V1 _OF.

4.9 Edit Check Changes in LPO Study ALS

Table 10: CTSU Standard Forms Edit Check Changes in LPO Study ALS

# Form Name Edit Check Name Type of Comments
Change
1 Central Monitoring Alert CTSU_CM_doHandleCMQuery Update Updated the Form
OID.
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crsu Cancer Trials Support Unit
A

SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

Enhancements to CTSU Standard Forms ALS v7.0

# Form Name Edit Check Name Type of Comments
Change
2 Central Monitoring Alert CTSU_CM_onPatientCMSelectionCha | Update Updated the Form
nged OID.
3 Randomization Unblinded CTSU_RAND_SetTxARM_Unblinded Update Updated the Form OID
and Field OIDs.
4 Randomization Blinded CTSU_RANDBLINDED_SetTxARM_Bli | Update Updated the Form OID
nded and Field OIDs.
5 Randomization Unblinded CTSUZ_RAND_RandomizeSubject_Un | Update Updated the Form OID
blinded and Field OIDs.
6 Randomization Blinded CTSUZ_RANDBLINDED_RandomizeSu | Update Updated the Form OID
bject_Blinded and Field OIDs.
7 Step Information CTSU_TREATMENT_ASSIGNMENT_P | Update Updated the Form OID
opulateData_FromStepinfo and Field OIDs.
8 Late Adverse Events CTSU_IND_LAE_doQueryNoReportin | Update 1) Updated the Field
gPeriodDate OID.
2) Data Format
updated to use
UserValue.
9 Adverse Events, Late CTSU_GRP_AEDSL_Grade Update Updated the Field
Adverse Events OIDs.
10 | Adverse Events, Late CTSU_GRP_AEDSL_GradeDesc Update Updated the Field
Adverse Events OIDs.
11 Adverse Events CTSU_GRP_QUERY_AE Update Updated the Field
OIDs.
12 Late Adverse Events CTSU_GRP_QUERY_LAE Update Updated the Field
OIDs.
13 Expedited Reporting CTSU_GRP_AERDSL_RecomAction Update Updated the Field
Evaluation OIDs.
14 Adverse Events CTSU_IND_AE_DeriveCourselStartD | Update Updated the Field
ate OIDs.
15 Expedited Reporting CTSU_PKG_RV_AER Update Updated the Field
Evaluation OIDs.
16 Late Expedited Reporting CTSU_PKG_RV_LAER Update Updated the Field
Evaluation OIDs.
17 Expedited Reporting CTSU_PKG_RV_AER_doHandleRptOv | Update Updated the Field
Evaluation erride OIDs.
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CTSU Cancer Trials Support Unit
A SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

Enhancements to CTSU Standard Forms ALS v7.0

# Form Name Edit Check Name Type of Comments
Change
18 Late Expedited Reporting CTSU_PKG_RV_LAER_doHandleRptO | Update Updated the Field
Evaluation verride OIDs.
19 Patient Status Form: CTSUZ_PKG_NAV_BSL Update Updated the Form
Baseline OID.

20 Patient Status Form: Follow- | CTSUZ_PKG_NAV_FUP Update Updated the Form

up OID.

21 Patient Status Form: CTSUZ_PKG_NAV_TX Update Updated the Form

Treatment (Intervention) OID.
22 Patient Status Form: Follow- | CTSUZ_PKG_NAV_LateAEYN_trigger Update Updated the Form
up OID.
4.10 Custom Function Changes in LPO Study ALS
Table 11: CTSU Standard Forms Custom Function Changes in LPO Study ALS

# Custom Function Name Type of Change Comments

1 CTSU_CM_doHandleCMForm Update Updated Form OIDs.

2 CTSU_CM_onPatientCMSelectionChanged Update Updated to rollout the CM Alert form for
all rolled out subfolders that are
configured for the study.

3 CTSU_RAND_doPopulateStepinfo Update Updated Form OIDs and Field OIDs.

4 | CTSU_RAND_doUpdateTACInfo Update Updated Form OIDs and Field OIDs.

5 CTSU_RAND_SetTxARM_Blinded Update Updated Field OID.

6 CTSU_RAND_SetTxARM_Unblinded Update Updated Field OID.

7 CTSU_TxAssign_doPopulateDetails Update Updated Form OIDs and Field OIDs.

8 | CTSUZ_CM_isInstanceCMSelected Update Updated kvcOids Keys.

9 | CTSUZ_CONFIG_doMapDefaultOids Update Updated Form OIDs and Field OIDs added

to the key value collection. Updated the
keys to be user friendly and generic.

4.11 Custom Function Changes in Central Study ALS

Table 12: CTSU Standard Forms Custom Function Changes in Central Study ALS

# Custom Function Name Type of Change Comments
1 CTSU_API_RV_doEvaluateAEs Update Updated to account for the updated structure
in AE and LAE.
2 CTSU_API_RV_doMakeAENodesXml Update Added new nodes Attribution, AeAction and

CTSU Standard Forms ALS v7.0 Release Notes
Document Version 1.0 July 31, 2019

Page 31 of 81




CTSU Cancer Trials Support Unit
A SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

Enhancements to CTSU Standard Forms ALS v7.0

S

# Custom Function Name Type of Change Comments
isFollowupYn in AENode.

3 CTSU_API_RV_doMakeCourseNodeXml Update Added new nodes CTCAE Version in AENode.

4 CTSU_API_RV_doMakeOutcomeNodeXml| | Update Outcome node XML selected Yes values
sending in the outcome node xml (previously
when checked the value is populating).

5 CTSU_API_RV_doMakeRequestXml Update Made changes in the input params object to
handle CTCAE Version isFollowupYN.

6 CTSU_API_RV_getRequestXmITemplate Update Added new nodes Attribution, AeAction and
isFollowupYn and CTCAE Version.

7 CTSU_API_RV_doValidatelnputData Update Made changes in the input params object to
handle CTCAE Version isFollowupYN.

8 CTSU_GRP_AEUTIL_doCheckHasOngoingA | Update Updated to derive the updated coded data to

Es the Ongoing field.
9 CTSU_GRP_AEUTIL_doCopyAERecToThisA | Update Updated the coded data value for the default
EForm solicited.

10 CTSU_GRP_AEUTIL_doCopyOngoingAEs Update Updated to check the modified coded data in
the Ongoing field. Updated the keys to match
the new keys in the LPO CF
CTSUZ_CONFIG_doMapDefaultOids.

Updated the CF so that Ongoing AEs (copied to
next cycle) are sent to CTEP-AERS only in the
first cycle in which they were reported and
query will not open in the next cycle to alert
the user to resend the AEs to CTEP-AERS.
Example: If an AE starts in cycle 1 but
continues to cycle 2, query will not open in
cycle 2 to alert the user to send the AE to
CTEP-AERS. For any new or modified AEs at
cycle 2 (non-copied) query will open to alert
the user to send the AE to CTEP-AERS.

11 CTSU_GRP_AEUTIL_doDeriveFullAEGrade | Update Updated the keys to match the new keys in the

Desc LPO CF CTSUZ_CONFIG_doMapDefaultOids.
12 CTSU_GRP_AEUTIL_doGetAEDpgFromPrev | Update Updated the keys to match the new keys in the
OrNextCyc LPO CF CTSUZ_CONFIG_doMapDefaultOids.

13 CTSU_GRP_AEUTIL_doGetAllPersistantAEs | Update Updated the keys to match the new keys in the

forThisAE LPO CF CTSUZ_CONFIG_doMapDefaultOids.

14 CTSU_GRP_AEUTIL_doGetMappedOIDs Update Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

15 CTSU_GRP_AEUTIL_doGetSortedAEDatapa | Update Updated the keys to match the new keys in the

ges LPO CF CTSUZ_CONFIG_doMapDefaultOids.

16 CTSU_GRP_AEUTIL_doHandlePersistentAE | Update Updated the keys to match the new keys in the

LPO CF CTSUZ_CONFIG_doMapDefaultOids.
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Custom Function Name

Type of Change

Comments

17

CTSU_GRP_AEUTIL_doProcessAEUpdates

Update

Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

18

CTSU_GRP_AEUTIL_doSetAEDetails

Update

Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

19

CTSU_GRP_AEUTIL_doSetAEld

Update

Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

20

CTSU_GRP_AEUTIL_doSetAnyOngoingFlag
InNextCycle

Update

Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

Updated the CF so that Field Please confirm
AEs reported as ongoing in the previous cycle
are still ongoing goes invisible when all
ongoing AEs from previous cycle are ended.
Expected behavior is when Yes is answered to
this question, it should remain visible.

21

CTSU_GRP_AEUTIL_doSyncAEData

Update

Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

22

CTSU_GRP_DSL_getAEGradeDesc

Update

Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

23

CTSU_GRP_DSL_getRVRptAction

Update

Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

24

CTSU_GRP_QUERY_doQueryDuplicateAEs

Update

Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

25

CTSU_GRP_QUERY_doQueryOnAEDates

Update

Updated the hard coded string EVAL_Y to
match the updated coded data of the
Evaluated field.

26

CTSU_GRP_QUERY_doQueryOnAEEval

Update

Updated the hard coded string EVAL_Y and
VAL_Y to match the updated coded values.

27

CTSU_GRP_QUERY_doQueryOnDeath

Update

Updated the hard coded string EVAL_Y to
match the updated coded value of the
Evaluated field.

28

CTSU_GRP_QUERY_doQueryOnGrade

Update

Updated the hard coded string EVAL_Y and
CHKD to match the updated coded values.

29

CTSU_GRP_QUERY_doReactivateSolicited
AE

Update

Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

30

CTSU_GRP_QUERY_doSetRVQuery

Update

Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

Updated the CF so that the query on the AER
form closes when a valid AE with grade greater
than 0 is sent to the RE service, and when the
user adds another solicited AE with Grade O,
the query on the AER form does not re-open.

31

CTSU_IND_AE_doUpdateCourselStartDat

Update

Updated the keys to match the new keys in the
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# Custom Function Name Type of Change Comments
e LPO CF CTSUZ_CONFIG_doMapDefaultOids.

32 CTSU_MIG_doMigrateToNewCTCAEVer Update Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

33 CTSU_PKG_NAV_doDeriveTAC Update Updated the Form OID of the Treatment
Assignment form. Updated the keys to match
the new keys in the LPO CF
CTSUZ_CONFIG_doMapDefaultOids.

34 CTSU_PKG_NAV_FUP_dolnitialization Update Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

35 CTSU_PKG_NAV_TX_dolnitialization Update Updated the coded data values for the default
solicited and the Adverse event evaluated this
cycle? Fields.

36 CTSU_PKG_RPT_doHandleRptOverride Update Updated the hard coded string to be derived
to the Evaluated field to match the updated
coded data.

37 CTSU_PKG_RV_doCollectAEData Update Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

38 CTSU_PKG_RV_doCollectCourseData Update Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

39 CTSU_PKG_RV_doCollectData Update Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

40 CTSU_PKG_RV_doEnterREResponse Update Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

41 CTSU_PKG_RV_doEvaluateAEs Update Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

42 CTSU_PKG_RV_doValidateAEData Update Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

43 CTSU_PKG_RV_doValidateCourseData Update Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

44 CTSU_PKG_RV_doValidateData Update Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

45 CTSU_ROUTER_doProcessDSL Update Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

46 CTSU_ROUTER_doProcessEC Update Updated the keys to match the new keys in the
LPO CF CTSUZ_CONFIG_doMapDefaultOids.

47 CTSU_GRP_QUERY_doSetRVQuery() Update Successful rules evaluation call must not fail
due to queries on non-standard fields in Rave.
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5. Configuration Requirements

In CTSU Standard Forms ALS v7.0, there are no configuration changes required for legacy studies. For
new study setup, the configurations mentioned below must be completed for studies using these
integrations.

Refer to Appendix I: OPEN-Rave Integration — Standard Forms for OPEN-Rave Standard Forms setup.

5.1 Rave RTSM Integration

ALS version 7.0 includes ECs to randomize the subject and retrieve the Arm information. The EC names
are appended with either Blinded or Unblinded. The appropriate checks should be selected based on the
study type. For example — Unblinded studies will need only the ECs/derivations ending with Unblinded.

The CF populates Arm name, Event Date, Event Time, TAC, and TAD from the Randomization Form into
the Step Information Form.

Note: The ECs to randomize the subject do not include the fields needed for stratification. LPOs are
expected to modify the EC based on the study need.

Refer to Appendix Il: Rave RTSM Randomization Responses.

51.1 Randomization Forms

Two randomization forms (Randomization Unblinded and Randomization Blinded) are available in the
ALS to support the OPEN and Rave RTSM integration, one for use in blinded studies and one for use in
unblinded studies. Depending on the type of study, the appropriate Randomization Form should be
selected. The only difference between the two forms is in the Arm Name of the blinded form. The
Collected Arm Name is defaulted as Blinded and is not returned by Rave RTSM in the blinded form. OPEN
will focus on pushing the Randomization trigger and retrieving the Collected Arm Name and
Randomization date only. It is the LPOs responsibility to populate the other fields in the Randomization
Form.

5111 Randomization Unblinded Form

Subject: Subject B o=@
Page: Randomization Unblinded Qr

This form is automatically populated. CRAs should not edit or enter data in this form.

Is the subject ready 1o be randomized?Z] Qr@

Regime Namel2] Qrd
4

Am Name[?) or@
4

Date and time of randomization(?) v Qs E

Treatment Assignment Code (TAC) (] Qr@

Treatment Assignment Description (TAD): (2] or@
4

Participant Subgroup Codel?] Ord

Disease Code(? Qr@

Site Instructions 2] ora

Printable Versien lcon Key
CRF Draft 2622 - Page General

ed: 22 Jun 2017 15:02:02 Greenwich Standard Time avey (iCancely

Figure 4: Randomization Unblinded Form
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5.1.1.2 Randomization Blinded Form
Subject: Subject b e awa
Page: Randomization Blinded (J #
This form is automatically populated. CRAs should not edit or enter data in this form.
Is the subject ready to be Randomlzeﬁ Qe
Am Namel?] [T
A
Date and Time of Random\z:mon v ) )
Treatment Assignment Code (TAC):E (@]
Treatment Assignment Description FAD_):E (€T
]
Participant Subgroup Code (S]]
Disease Codel?] O r&
Site Instructions 7] [@ A=
A
Printable Version Icon Key rrom
CRF Draft 2982 - Page Ceneraled: 22 Jun 2017 17:27:12 Greenwich Standerd Time |iSavei) [iGancel

Figure 5: Randomization Blinded Form

5.2 Central Monitoring Integration

The CTSU Standard Forms ALS includes the Central Monitoring Alert Form. This form is required for
studies using the CM integration. This form needs a few configuration changes during study build.

1)

2)

3)

Field NOTEL: is configurable and can be used by the LPO to add study-specific instructions for site
users. This field can also be used to add a deep link from Rave to the CM Document Collection Setup
Screen on the SDP for site users to view the fields (data points) in Rave, and the associated
documents expected for CM review.

CF: CTSU_CM_onPatientCMSelectionChanged is called whenever the question response on the
Patient Information for NCI Reporting Form is answered or changed. It calls the
CTSU_CM_doHandleCMForm CF to add/reactivate/inactivate the Central Monitoring Alert Form
based on the question response on the Patient Information for NCI Reporting Form. It
adds/reactivates/inactivates the Central Monitoring Alert Form only in the folders and subfolders
defined in the CTSUZ_CM _isinstanceCMSelected CF. It adds/reactivates the Central Monitoring Alert
Form if the response is Yes and Inactivates the Central Monitoring Alert Form if the response is not
Yes. It calls the CTSU_CM_doHandleCMQuery CF to open or close the query on the Central
Monitoring Alert Form after the form is added/reactivated.

CF: CTSUZ_CM _isInstanceCMSelected is called to determine if the current folder/sub folder is
configured for adding or reactivating the Central Monitoring Alert Form. The LPO can configure this
CF to roll out the Central Monitoring Alert Form for all or specific instances of a folder/subfolder.

52.1 Central Monitoring Alert Form
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Subject: Subject b e w9 8
Page: Central Monitoring Alert Q F

FORM_OID ) os@

[instructions added by LPO — FOR LPO USE ONLY] Click here: to view the list of Rave data points that require Central Monitoring
review and source documents required to be submitted for these data points.

Upload Source Documents to Source Document Portal (SDP. \) ¢ &

Printable Version lcan Key

CRF Draft 736 - Page Generated: 03 Jan 2018 23:05:59 Greenwich Standard Time | Save || Cancel |

Figure 6: Central Monitoring Alert Form

5.3 AE/LAE Standard Forms Adaptation Guidelines

The LPO ALS and Central Study ALS released in version 7.0 will support the following study setups:

1) Use AE/LAE Standard Forms with AER/LAER for CTEP-AERS Integration and features to support
collection of Persistent AEs, Start Date, End Date and Ongoing Flag (to comply with the NCI Start
Date guideline).

2) Use AE/LAE Standard Forms with AER/LAER for CTEP-AERS Integration (when building Non
Registration trials where Start Date and End Date collection is not required).

3) Use AE/LAE Standard Forms but not AER/LAER (when not using the CTEP-AERS Integration).
These setups can be further configured to support:
1) Solicited AEs or no Solicited AEs.

a) By default the released ALS is configured to support collection of Solicited AEs.

This section provides guidelines for the basic configuration needed for all three supported study setups,
guidelines for each individual setup and additional configuration for Solicited AEs.

5.3.1 Basic Configuration for All Studies Using AE/LAE Standard Forms

1) Make either the What is the description of the toxicity? or the CTCAE Grade field visible, but not
both.

2) View restrict the second and third occurrences of the Adverse event term (CTCAE v5.0) to the CRA if
they are not needed.

3) The following CTSU Forms are needed in your study for CTEP-AERS Integration:
a) CTSU_AE
b) CTSU_LAE
c) CTSU_AER
d) CTSU_LAER
Refer to Appendix lll: Rave-CTEP-AERS Forms Definition.

4) The following CTSU Forms are not needed in your study for CTEP-AERS Integration:
a) CTSU_DEMOGRAPHY
b) CTSU_STEP_INFORMATION
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5)

6)

7

8)
9)

h)

The following CTSU Derivations are needed in your study:

a)
b)

CTSU_SUBJECT_ENROLLMENT
CTSU_TREATMENT_ASSIGNMENT
CTSU_PATIENT_INFORMATION
CTSU_EVENT_BSL
CTSU_EVENT_TX
CTSU_EVENT_FUP

CTSU_Cyclel_StartDate
CTSU_Form_Date

The following CTSU ECs are needed in your study:

a)
b)
c)
d)

e)

The following CTSU ECs are not needed for non-integrated studies:

a)
b)
c)
d)

e)

CTSU_GRP_AEDSL_Grade
CTSU_GRP_AEDSL_GradeDesc
CTSU_GRP_QUERY_AE
CTSU_IND_AE_DeriveCourselStartDate
CTSU_GRP_QUERY_LAE

CTSU_GRP_AERDSL_RecomAction
CTSU_PKG_RV_AER
CTSU_PKG_RV_AER_doHandleRptOverride
CTSU_PKG_RV_LAER
CTSU_PKG_RV_LAER_doHandleRptOverride

Update the CF CTSUZ_CONFIG_getCentralCRFVer with the version number of the LPO Central Study.

All the Query Texts and Error Messages are standardized. However, if there is a need to update the
user messages then update the CF CTSUZ_CONFIG_doSetUserMessages to match the LPO study
setup. Messages should be updated if the LPO uses the CTCAE Grade field instead of the What is the
description of the toxicity? field.

10) Make necessary code changes to the CF and specify the appropriate input parameters to invoke the
Central Study CF CTSU_PKG_NAV_TX_dolnitialization when the AE form is rolled out.

11) Make necessary code changes such that when the LAE Form is rolled out, then the Central Study CF
CTSU_PKG_NAV_FUP_dolnitialization is invoked with input of appropriate parameters.

a) The CF CTSU_PKG_NAV_FUP_dolnitialization has been updated in this release. The string

startDateOfFirstCourse has been added as a 5th parameter. This is an optional parameter.
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5.3.2 Configuration for Studies Using the AE/LAE Standard Forms with
AER/LAER for CTEP-AERS Integration and Features to Support Persistent AEs,
Start Date, End Date and Ongoing Flag (To Support NCI Start Date Guideline)

According to the CTEP Guidance for Recording Adverse Event Start and End Date in Rave, as of February
1, 2018 all CTEP-IND Registration trials are required to collect the AE Start/End Date to distinctively
collect AEs and therefore must use this configuration. LPOs may decide not to use this configuration and
continue to collect maximum grade AEs for non-registration trials.

1) Add the following fields to the AE/LAE forms:
a) AE_AESTDAT
b) AE_AEENDAT
c) AE_AEONGO
d) AEONGOP
e) AEONGOC

FormOQID -T|FieldOID T IsVisible} =
CTSU_AE AEONGOP TRUE

CTSU_AE |AE_AESTDAT |TRUE
CTSU_AE  |AE_AEENDAT |TRUE

CTSU_AE |AE_AEONGO LTRUE
_ _

Figure 7: Fields on AE/LAE Forms Set to Visible

533 Configuration for Studies Using the AE/LAE Standard Forms with
AER/LAER for CTEP-AERS Integration (To Support Non-Registration Trials
where Start Date and End Date Collection is Not Required)

According to the NCI Start Date guideline, all CTEP IND studies are required to use this configuration.
1) Set the following fields IsVisible property to False:

a) AE_AESTDAT

b) AE_AEENDAT

c) AE_AEONGO

FormOID |-T|FieldOID -1} IsVisible | ~
CTSU AE |AE _AESTDAT |FALSE

CTSU_AE  [AE_AEEMDAT JFALSE
CTSU_AE  [AE_AEONGO |FALSE
N

Figure 8: Fields on AE/LAE Forms Set to Invisible

2) Delete the following fields from the draft:
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a) AEONGOP
b) AEONGOC

5.34 Configuration for Studies using the AE/LAE Standard Forms but NOT

AER/LAER (No CTEP-AERS Integration)
LPOs should still use the standard AE and LAE Forms for studies that do not use the CTEP-AERS

integration.

1) Remove the following forms from the study draft:

a) CTSU_AER
b) CTSU_LAER
2) Remove the following edit checks associated to the AER and LAER Forms from the study draft:

a) CTSU_GRP_AERDSL_RecomAction

b) CTSU_PKG_RV_AER
c) CTSU_PKG_RV_AER_doHandleRptOverride
d) CTSU_PKG_RV_LAER
e) CTSU_PKG_RV_LAER_doHandleRptOverride

5.3.5 Configuration to Remove Solicited AEs

1) Delete all of the CTC_AE_500_CODE_1_OF and the CTC_AE_500_TERM_1_OF dictionary entries.

a) Under Dictionaries select the dictionary that you will be editing.

b) Click on entries.

c) Click edit and delete all the dictionary entries.

[Draft fems:
f# Formg

Dictionaries

 Matrices

[@ Edit Checks

¢ Custom Functions
fia Derivations

(@ Restrictions

& Lab Settings

A, Email Alert

Name
ATTRIBUTION_SCA_PID2179504_/3_0F
CDUS_IND_2_CODE_PID2453201_V1_F

COMMON_TERMINOL_PIDE080118_\1_DF
COUNTRY_G_PID20133%6 1 0

CDUS_RESPONSE_E_PID2453586_V1_0F l

Number of Entries

Edit
]

Entries

000GC

LY

User Dats Siring

Specify

Coded Data

Edit

10047700 Gastrointestinal

10047700

)

Delete

10011224: Respiratory, thoracic and mediastinal disorders

10011224

| 10028813: Gastrointestinal disorders

10028813

1 0016256: General disorders and

site conditions

10016256

10002855: Psychiatric disorders

10002855

CTC_AE_500_CODE_1_0F

CTC_AE_500_TERM_1_OF

C

10012378: Psychiatric disorders

10012378

EEE

TG R UUPCATE G0 eS0T
PATIENT_PAYMENT_METHOD_CATEG_PID2015188_2_4
PERSON GENDER N PINI3RASEA Y4 1)

POQgOCES OO0 O

DO g

Figure 9: Configuration to Remove Solicited AEs

Note: The data dictionary can also be removed in ALS before uploading in Rave.

5.3.6 Configuration to Add Solicited AEs
1) Update the CTC_AE_500 TERM_1 OF dictionary and CTC_AE_500_CODE_1_OF dictionary entries to

include the study-specific Solicited AEs.

a) Under Dictionaries select the dictionary that you will be editing.

b) Click on entries.
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c) Click on Add Entry to add all the study-specific dictionary entries.

el ‘ Name Number of Entries Edit  Entries Reorder | |User Data String Specify |Coded bata  |Ear)
& E“;"s ATTRIBUTION_SCA_PID2179504_\/3_OF 5 Q o ] 10047700: Gasirointestinal disordsrs ] 10047700 (]
oigers'
! CDUS_IND_2_CODE_PID2453201_V1_0OF 2 L] o a » 10011224: Respiratory, thoracic and mediastinal disorders ] 10011224 []
CDUS_RESPONSE_E_PID2453596 V1_0F 2 bl e 3 10028813 Gastrointestinal disorders a 10028813 [
¥ Ma | COMMON_TERMINOL_PIDE0S0118_\1_0F 837 [ o
I:‘ airices i o o : 10016256: General disorders and administration site conditions a 10016256 []
Edit Checks
= =
P L. - ) ] 10002855: Psychiatric disorders 5] 10002655 [
Ao Derivations 5 ° o I} 10012378: Psychiatri disorders 5] 10012378 ]
(@ Restristions T v [+] i oo
4 Lsb Settings i o a

Figure 10: Configuration to Add Solicited AEs
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6. Rave-CTEP-AERS Expected Behavior

Below is a list of scenarios for expected behavior in ALS v7.0:

1) Persistent AEs added after many later cycles of AEs have been rolled out will be copied only to the
next cycle. It will not be copied recursively to all rolled out AE forms in later cycles.

e Recursive copy is not implemented because of performance concerns.

e The AE End Date field by default remains untouched in the next cycle after the AE is
copied. If the calendaring functionality is implemented for the folder, the overdue icon
will be displayed for the newly copied AE. This will enforce the user to save the form
again at some later point in time, which would then copy the copied Persistent AE to the
next cycle. The user will have to repeat this action for all later cycles, to which the
persistent AE should be copied, one AE Form at a time.

2) The AE End Date field by default remains untouched in the next cycle after the AE is copied. The AE
End Date field will be overdue for all copied AEs when calendaring is set up for the folder. Edit every
copied AE and save it in order to clear the overdue icon.

3) When a query on the AER Form is manually cancelled, the AER Form query will not open again. This
is expected behavior in Rave.

4) When an AE copied from a previous cycle is inactivated in the current cycle, and the AE has not
ended in the previous cycles, then the AE is copied again to a new log line in the current cycle.

5) When an AE copied from a previous cycle is inactivated in the current cycle, it cannot be reactivated
again.
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7. CTSU Standard Forms ALS v7.0 Known Issues

CTSU is looking into these issues and expects to do a Central Study update to address these issues.

1. On AE/LAE Forms, if response to question What is the description of the toxicity? for any AE is
any value except (0) None, and all patient outcome questions (Hospitalization, Life-threatening,
Death, Disability, Congenital anomaly/birth defect, and Other) except Death are answered, the
below query will not open.

e |f CTCAE Grade is > 0, then each of the patient outcomes should be answered YES/NO.
Please reconcile.[QC015]

2. On AE/LAE Forms, if response to question What is the description of the toxicity? is (5) Death for
any AE, the below queries will not open.
e If CTCAE Grade is > 0, then Adverse Event Start Date is required.[QC021]
e The Adverse Event End Date cannot be before the Adverse Event Start Date. Please
reconcile.[QC022]
e AE Start Date is prior to the start date of this course/cycle. Please reconcile.[QC024]
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Appendix I: OPEN-Rave Integration - Standard Forms

Forms Definition

To implement OPEN-Rave Integrations, Rave study must include the following eight CTSU Standard

Forms:

1) Subject Enroliment
2) Demography

3) Step Information

4) Treatment Assignment

5) Patient Information for NCI Reporting

6) Randomization Unblinded
7) Randomization Blinded

8) Central Monitoring Alert

Subject Enrollment

Subject Enrollment is the primary Rave form for all the CTEP studies. OPEN transfers the primary form
data into Rave during patient initialization. This form contains the primary enrollment information.

Table 13: Subject Enrollment Form Fields

Field OID/Field Name
(+PID+CDE#+Ver#)

NOTE1 / NOTE1

SUBJID / Subject Identifier for the Study
PID6380049_V1_0

Field Label/Column
Header

This form is
automatically
populated. CRAs
should not edit or
enter data in this
form.

Subject

Notes

This field is used to display form instructions.

OPEN transfers this data into Rave during patient
initialization.

SITE_CTEPID / Study Site Identifier
PID6380048 V1 0

SPONSOR / Lead Institution
P1D2192796_V1_0

Enrolling Site CTEP ID

Lead Organization

OPEN transfers this data into Rave during patient
initialization.

OPEN transfers this data into Rave during patient
initialization.

CSITE_CTEPID / Current Site CTEP ID
PID3314243 V1 0

Current Site CTEP ID

OPEN transfers this data into Rave during patient
initialization.

DS_DSSTDAT / Disposition Event Start
Date PID6384212_V1 0

DS_DSSTTIM / Start Time of Disposition
Event PID6341397_V1_0

Enrollment Date

Enrollment Time

OPEN transfers this data into Rave during patient
initialization.

OPEN transfers this data into Rave during patient
initialization.
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Field OID/Field Name
(+PID+CDE#+Ver#)

Field Label/Column
Header

Notes

GRPDATA / Group Type
PID3212399 V1 0

SRCAPP / Source Application
PID3302840_V1_0

Group Data

Source Application

OPEN transfers this data into Rave during patient
initialization.

OPEN transfers this data into Rave during patient
initialization.

Demography

The Demography Form contains the standard demography elements defined in OPEN. Identifiable
personal information such as Social Security and Patient Hospital Number are not included on this form.
The data on this form is pushed from OPEN.

Race is defined as a log line to collect multiple values. Registration systems will programmatically add a
new log line to enter multiple race values.

Table 14: Demography Form Fields

Field OID/Field Name
(+PID+CDE#+Ver#)

NOTE1 / NOTE1

SC_SCORRES_PTINIT / Participant Initials
PID2001039_Vv4 0

DM_BRTHDAT / Date of Birth

Field Label/Column
Header

This form is
automatically
populated. CRAs
should not edit or
enter data in this
form.

Subject Initials (LFM)

Notes

This field is used to display form instructions.

Self-explanatory. Middle initial will be -, if not available.

This specific format will help users to compare the
initials with OPEN.

SC_SCORRES_CNTRYRES / Country of
Residence (if not USA) PID2006183_V2_0

Country of Residence

PID6341138_V1 0 Birth Date Self-explanatory.
DM_ETHNIC / Ethnicity .

PID6338619 V1 0 Ethnicity Self-explanatory.
DM_SEX / Sex PID6343385 V1 0 Sex Self-explanatory.

Self-explanatory.

SC_SCORRES_ZIPCD / ZIP Code
PID2179606_V2_0

SC_SCORRES_PAYMETH / Payment
Method PID2003309_V3_0

DM_CRACE / Collected Race
PID6412503 V1 0

ZIP Code

Method of Payment

Race

Self-explanatory.

Self-explanatory.

Self-explanatory. May have more than one response
value.
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Linking practice to progress

Forms

Appendix I: OPEN-Rave Integration — Standard

Step Information

This form is defined as a log form, and form data can change between steps. A new record will be added
for each enrolling step. The data on this form is pushed from OPEN.

Table 15: Step Information Form Fields

Field OI