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CRF752:

General Observation Class

» Events: e.g. AE, MH, DS (--TERM )
 Findings: e.q. IE, PE, VS, ECG, LB (--TESTCD )
* Interventions: e.g. EX, CM, PR, SU ( --TRT)

Other
« Special purpose: e.g.. DM, Common Identifier



NNNNNNNNNNNNN

————




Best Practices
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Header or Important Reminder
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Best Practices

CRF Name

Header or Important Reminder

S QUES’[iDD Answer
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Best Practices
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Best Practices

1. ¥&& -

CRF Name- .

Header or Important Reminder- N

5 QUEStiDD Answer. N

1.3 ARANEREES ZEAESZERIEEIR.

SHERESERARR SHERTRS RN
RATT ? 7 ?
SHERTIEMING ? SHERTRNNE ?

18
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CRF Name
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Answer
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CRF Name- E
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Best Practices

CRF Name-

4:

Header or Important Reminder- N

S Question- 2 S Answer,;)

4. BUREEREK
4.1 A XPTIETC AT
4.2 R ARFABERBIANSHARZERT

CRF Name-

Header or Important Reminder-

Answer.

Element Maximum Length in Characters ‘__? Questions

Variable 200 __—"——

——i
Variable Name 8 _,——’—
£~
Variable Descriptive Label 40 ]
Variable Name
Dataset Label 40

Variable-Codelist
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Best Practices

CRF Name- p
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Best Practices
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CRF Name- E
Header or Important Reminder- N
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Best Practices

CRF Name-

Header or Important Reminder-

Question-

CTAH swers- |

4.5 SETBIGETNBTSERGE "SEAER"

https://www.cdisc.org/standards/semantics/terminoloqy

E

Codelis| _CSodelist cpIsc
Code Extensible Codelist Name CDISC Submission Value CDISC Definition NCI Preferred Term
t Code . Synonym(s)
= -~ | (Yes/No|~ = = = = =
C66767 No Action Taken with Study Treatment |ACN Action Taken with |Terminology specifying changes to the study treatment as a result [CDISC SDTM Action
Study Treatment  |of an adverse event. Taken with Study
C49503 |C66767 Action Taken with Study Treatment |DOSE INCREASED An indication that a medication schedule was modified by addition; |Dose Increased
either by changing the frequency, strength or amount. (NCI)
C49504 |C66767 Action Taken with Study Treatment [ DOSE NOT CHANGED An indication that a medication schedule was maintained. (NCI) Dose Not Changed
C49505 |C66767 Action Taken with Study Treatment |[DOSE REDUCED An indication that a medication schedule was modified by Dose Reduced
subtraction, either by changing the frequency, strength or amount.
C49501 |C66767 Action Taken with Study Treatment |[DRUG INTERRUPTED An indication that a medication schedule was modified by Drug Interrupted
temporarily terminating a prescribed regimen of medication. (NCI)
C49502 |C66767 Action Taken with Study Treatment |[DRUG WITHDRAWN An indication that a medication schedule was modified through Drug Withdrawn
termination of a prescribed regimen of medication. (NCI)
C48660 C66767 Action Taken with Study Treatment |[NOT APPLICABLE NA; Not Applicable |Determination of a value is not relevant in the current context. (NCI) |Not Applicable
C17998 |C66767 Action Taken with Study Treatment |[UNKNOWN U; Unknown Not known, not observed, not recorded, or refused. (NCI) Unknown

|

.


https://www.cdisc.org/standards/semantics/terminology
https://www.cdisc.org/standards/semantics/terminology
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Best Practices

EDCIRE PaperIiH

eCRF Spec->Blank eCRF , Printed CRF, 1B/ 158
Annotated eCRF

2 FRizE Ll HIBSENTIEEE
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(e)COA

Information from FDA website:

A clinical outcome assessment (COA):

» measure a patient’s symptoms, overall mental state, or the
effects of a disease or condition on how the patient functions.

» COAs can be used to determine whether or not a drug has
been demonstrated to provide treatment benefit. Treatment
benefit can also be defined in terms of a safety benefit
compared to other treatments.

» A COA Is any assessment that may be influenced by human
choices, judgment, or motivation and may support either
direct or indirect evidence of treatment benefit. Unlike
biomarkers that rely completely on an automated process or
algorithm, COAs depend on the implementation, interpretation,
and reporting from a patient, a clinician, or an observer.
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(e)COA

There are four types of COA measures:

» Patient-reported outcome (PRO) measures

» Clinician-reported outcome (ClinRO) measures
» Observer-reported outcome (ObsRO) measures
» Performance outcome (PerfO) measures.
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CDISC Standards

Foundational Standards

PLANNING DATA COLLECTION DATA TABULATIONS

R

l CDASH Products SEND Non-Clinical

Protocol Products

4

J
Products ‘ L == 1 SDTM Clinical )

Prod
¥ | : roducts g

ANALYSIS

ADaM Products

Define-XML

BT
SDM-XML ODM-XML DataSet-XML

Solution Kits
CFAST Therapeutic Area Products

Medical Device Products
Pharmacogenomics/ Genetics
Other Specialty Areas
Questionnaires, Ratings and Scales
CDISC-IHE Healthcare Link Products

CDISC Controlled Terminology (powered by NCI-EVS)

CDISC Glossary
BRIDG Biomedical Research Domain Analysis Model

CDISC SHARE — Shared Health and Research Electronic Metadata Repository



CDASH{5/}

» CDASH : Clinical Data Acquisition Standards Harmonization
» Standard for Data Collection

» Focus on CRF content

» CREF layout Is not part of scope

» System independent, applicable for both Paper and EDC

41



CDASH 59,

> CDASHv1.1 (18-Jan-2011 )
> CDASH 2.0 (27-Sep-2017 )

https://www.cdisc.org/standards/foundational/cdash

42


https://www.cdisc.org/standards/foundational/cdash
https://www.cdisc.org/standards/foundational/cdash
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CDASH 5]/ -CDASH v1.1 ( 18-Jan-2011 )

» Events

n AE

u MH

= DS

= DV: Protocol Deviations
» Findings

LB: Laboratory test results
DA: Drug accountability
ECG

IE

PE

SC: subject characteristics
VS

> Intervention
= EX
= CM
=  SU
» Special purpose
= CO: comments
43 - DM

» Data Collection forl6 domains
» Implementation guidelines

» best practice recommendations
» regulatory references

Section1: Orientation
Section2: Alignment with Other Standards
Section3: Best Practice Recommendations
Section4&5: CDASH domain tables
Sectiont: Change control
Section7: Appendix

@ CcDiIsC

Clinical Data Acquisition Standards
Harmonization (CDASH) Standard wversion 1.1

O11_01_18.pdf
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CDASH 3]

44

» CDASHIG v2.0,
» CDASH Model v1.0

» CDASHIG metadata tables
» Controlled Terminology

co

9
9.1
9.1
912
9.1.3
914
915
92
9.21

NTENTS

CDASHIG v2.0

SECTION 1, ORIENTATION

SECTION 2, HOW TO USE THE CDASH STANDARD

SECTION 3, GENERAL ASSUMPTIONS FOR IMPLEMENTING
CDASH

SECTION 4, BEST PRACTICE RECOMMENDATIONS
SECTION 5, CONFORMANCE TO THE CDASH STANDARD
SECTION 6, OTHER INFORMATION

SECTION 7, CDASH SPECIAL-PURPOSE DOMAINS
General CDASH Assumptions for Special-Purpose Domains
CO - Commenis
DM - Demographics

SECTION 8, GENERAL OBSERVATION CLASSES
Section 8.1, CDASH Interventions Domains
General CDASH Assumptions for Interventions Domains
CM - Prior and Concomitant Medications
EC - Exposure as Collected and EX - Exposure
PR - Procedures
SU - Substance Use
Section 8.2, CDASH Events Domains
General CDASH Assumptions for Events Domains

41'=CDASH 2.0 ( 25-Sep-2017 )

922 AE - Adverse Events

923 CE - Clinical Events

924 DS - Disposition

925 DV - Protocol Deviations

926 HO - Healthcare Encounters

927 MH - Medical History

9.3 Section 8.3, CDASH Findings Domains
9.3.1 General CDASH Assumptions for Findings Domains
932 DA - Drug Accountability

933 DD - Death Details

934 EG - ECG Test Results

935 IE - Inclusion/Exclusion Criteria Not Met
936 LB - Laboratory Test Results

937 MI - Microscopic Findings

938 PC - Pharmacokinetics Sampling

9.3.9 PE - Physical Examination

9310 QRS - Questionnaires, Ratings and Scales
9311  SC - Subject Characteristics

9312 RP - Reproductive System Findings
9313 SR - Skin Response

9.3.14 VS - Vital Signs

APPENDICES

Appendix A: CDASH Contributors

Appendix A1: CDASH Co-Chairs

Appendix A2: CDASH Model and CDASHIG Team Contributors

Appendix B:  Glossary and Abbreviations

Appendix C:  Revision History

Appendix C1: Changes from CDASH v1.1 to CDASHIG v2.0

Appendix D:  Representations and Warranties, Limitations of Liability, and
Disclaimers
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