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From routine CRFs to standardized CRF Library M.
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« Study CDASH %3]
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 Re-construct your CRFsEE#4)
v MACDASHIRN: Iz (R ERaRTEXE?
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Steps for creating a Form W,
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« Which class and which domain
« Data structure

 Leading Questions or not?
« What information to collect (Field)

« Question Text & Field Name

« Code list or free text
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Domains are logical groupings of data 15 & %12 # 2H 23 7F — i I 2
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Leadin g QU estions or not? e

2. The database should contain an indication that a planned
exam/assessment was not performed.

3.Data cleaning prompts should be used to confirm that blank CRFs
are intentionally blank.
« Usually this will be a "Yes/No" question (e.g., AEYN)

4.1 Best Practices for Creating Data Collection Instruments



CDASH - Core Designations #Z/(»255] J-If
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- Highly Recommended (HR): i&ZfF

v" A data collection field that must be on the CRF (e.g., a
requlatory requirement)

« Recommended/Conditional (R/C): =/

v" A data collection field that should be on a CRF based on
certain conditions

v "condition" is described in the Implementation Notes

 Optional (O):n]1%
v' A data collection field that is available for use
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Necessary Data Only:

« 4. The same data (i.e., the same information at the same time) should not be
collected more than once.

 11. Manually calculated fields to be recorded? 1+EAIFEL

« 14. The anatomical location of a measurement, position of subject, or method of
measurement should be collected only if the protocol specifies the allowable
options, or if the parameter is relevant to the consistency or meaning of the
resulting data tRIE/55E, FEZRKEMIEBL. AMEENIETDE

4.1 Best Practices for Creating Data Collection Instruments
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Questions text - Clarity )/
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7 . CRF questions and completion instructions should be unambiguous, 75z X
and should not “lead” the site to answer the question in a particular way? TTiES4E

8 . CRF questions should be as self-explanatory as possible, thereby reducing the
need for separate instructions. 58A 4

H HA/BT RIS
9. Collection of dates should use an unambiguous format, such as DD-MON-YYYY

10. To eliminate ambiguity, times should be collected with the use of a 24-hour clock,
using the HH:MM:SS format for recording times.



Value: answer list - CT

« 12. Questions with free-text responses should be limited to cases of
specific safety or therapeutic need in reporting or analysis, such as
adverse events, concomitant medications, or medical history—generally
in cases where the data will be subsequently coded.? EEZN

« 6. CRFs should use a consistent order of responses (e.g., “Yes/No" )
from question to question, for questions with response boxes or other

standardized lists of values. —Z1Y/Ii%
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Conformance to the CDASH StandardfF&: W.
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« Conformance RulesTF& LN

v FEg: Core designations must be followed

v [A&ERi%: The wording of the CRF questions should be standardized: CDASH Question Text or Prompt must

be used to ask the question.
FERBR: Variable Names

v SDTMZE=: When CDASH Variables name same as SDTM variable: ideally should require no additional

processing

v Z4EARiE: CDISC Controlled Terminology must be used

mx{E5EH: Best practices must be followed

Validated Questionnaires, rating or scales: restructuring the questions should not be done
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Keys to CDASH o ) Iﬁ
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* Which Domain? . Dataset level EUEE/KE
Name
Description
 What Questions to Structure
ask? (Consistent) Allowed Variables
. « Variable level &K
e Variable names are Name
harmonized Label
Type
Format
* Answer list . Value level &7k

(Consistent) Controlled Terminology &= AR1E
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« Use CDASH standards in (e)CRF design as much as possible/SA]&¢

 |f no CDASH forms/variables are available, take reference to SDTM
domains/variables and TA standards Z=#SDTM

« When referencing SDTM/TA standards, evaluate the variable first,
instead of 100% copying A~25= £k

« The more closer your domains/variables are to CDASH/SDTM, the
less work your later work FR/E L E LT
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" CDASH vs SDTM
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Best Practice Recommendations&{ESLERHETE W,
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4.1 Best Practices for Creating Data Collection Instruments
167 WiB)@ A&

* 4.2 CRF Design Best Practices
TUH/EHERENIEE  (XEECRF design 25k MIBE R SR TUE/2UE )

* 4.3 Organizational Best Practices to Support Data Collection

B EEREN

Vexawhy

* 4.4 General Recommendations on Screen Failuresjiizsa Il



4.1 Best Practices for Creating Data Collection W
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Necessary Data Only:

« 4. The same data (i.e., the same information at the same time) should not be
collected more than once.

 11. Manually calculated fields to be recorded? 1+HRI=FER

« 14. The anatomical location of a measurement, position of subject, or method of
measurement should be collected only if the protocol specifies the allowable
options, or if the parameter is relevant to the consistency or meaning of the

resulting data 1RIESZ, FENZREMIERLL. MEGNESE
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4.1 Best Practices for Creating Data Collection Instruments
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For data clean purpose

1. When a binary response is expected, "Yes/No" responses are preferred over "Check all
that apply”, because a missing response could lead to a misinterpretation of critical data.

2. The database should contain an indication that a planned exam/assessment was not
performed.

?B]Daﬁa cleaning prompts should be used to confirm that blank CRFs are intentionally
ank.

« Usually this will be a "Yes/No" question (e.g., AEYN)

5.A "“Check if ongoing” question is recommended to confirm ongoing against an end
date. {J3f54E

13. Subject-specific data to be pre-populated in the CRF/eCRF? FiiE



Clarity W,
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7 . CRF questions and completion instructions should be unambiguous, 7l
and should not “lead” the site to answer the question in a particular way? T5iES4E

8 . CRF questions should be as self-explanatory as possible, thereby reducing the
need for separate instructions. 54

H EA/BSEETC
9. Collection of dates should use an unambiguous format, such as DD-MON-YYYY

10. To eliminate ambiguity, times should be collected with the use of a 24-hour clock,
using the HH:MM:SS format for recording times.

[unambiguous value: CT/answer list]



Value: answer list - CT

« 12. Questions with free-text responses should be limited to cases of
specific safety or therapeutic need in reporting or analysis, such as
adverse events, concomitant medications, or medical history—generally
in cases where the data will be subsequently coded.? EEZN

« 6. CRFs should use a consistent order of responses (e.g., “Yes/No" )
from question to question, for questions with response boxes or other

standardized lists of values. —Z1Y/Ii%
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« 15. Sites should record verbatim terms for nonsolicited adverse event
(AE), concomitant medications(CM), or medical history(MH)-reported
terms. Sites should not be asked to select a preferred term from a
coding dictionary as a mechanism for recording data.

« 16. An SDTMIG variable name should only be used as a data
collection/operational variable name if the collected value will directly
populate the SDTMIG variable with no transformation (other than
changing case)
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4.2 CRF Design Best Practices )I

Place fields that routinely appear on multiple forms at the top of the form =L
Fields in the order ... during Clinical Assessment |[&FR7ifE

Group related fields for a single clinical encounter together 757}

Group related fields together (e.g. units)iBX=Ez \—i©

Data fields that are dependent on other data fields should be placed in the
CRF in such a way that this dependence is obvious (e.g. Other, specify). {##f

Lists of values that have a logical order should be provided on the CRF in that
logical order. For example, the values of “Low” , “Medium” , and “High”
are logically placed in this order. 257
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1. Collect necessary data only. H-REZZLIEIE
Controlled Process jfifeizl

2.

3.

o

CRF development should be a controlled, documented process that
Incorporates (as applicable)

The CRF design process should include adequate review and approval steps,
and each reviewer should be informed on the scope of the review they are
expected to provide.

Translations of CRFs into other languages should be done under a controlled
process

Data that are collected on CRFs should usually be databased.
Establish and use standardized case report forms. 37 S{ERFREHCRF
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 ICHE3: “It may also be relevant to provide the number of patients screened for inclusion and a breakdown of the
reasons for excluding patients during screening, if this could help clarify the appropriate patient population for
eventual drug use.

» Although screen-failure data may not be relevant for all studies, it is recommended it be collected based on the needs
of the protocol and drug development programs.

» Using CDASH, the minimum data to be collected should include a subject identifier and reason(s) for screen failure.
Typically, there is a reason on the End of Study form indicating “Screen Failure”. This information allows overall
summarization of all subjects screened/enrolled and, when captured, provides easy subject accountability for the
clinical study report. Other data may be considered for collection (e.g., date of informed consent, sex, race, date of
birth or age) to further describe the reason for ineligibility (e.g., lab value out of range).



Example for screening failure data S
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- What - Necessary Data ONLY R REFEEZRIEE o How- 5 Ft
v Support protocol objectives and endpoints. / Layout JR= :

?
v' Calculated? o Header

e Group related
e logical order/Clinical Flow

o0 How - for Data Clean Purposefs =/ i 5& & /D>

v Question text &completion instructions
Company level

* Data cleaning prompts/What to database o Standardized case Report forms FR#ECRFEE
v Free text vs list of values, date/time format o JiFEEsE| control

v (logical order/Clinical Flow) e ADEQUATE REVIEW

v Not be pre-populated e TRANSLATIONS

e When — Stable/Near Final Protocol /7 & 4211 5E
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