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Title: Manager, Data Management
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10 years of clinical clinical data management experience, with rich
expertise in DCT (Data Collection Tools) design, data cleaning and
external data management;

Including phase I-IV trials and RWS (Real World Studies);
Skilled in various therapeutic areas, particularly oncology;
Member of C3C (China CDISC Coordinating Committee).
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Background

In DM work, some issues are frequently encountered ...




. Background

As a data manager, have you ever been asked these questions... :
* Issues recurrent across multiple projects

« Seems both options work

» Refer to the practices of previous projects?

Answer: SDTM provides clarity!
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DM FAQs and Answers in SDTM

- Data entry rules
- CRF design




Medical History

:i... Q: For a baseline medical history resolved post-treatment, should MHONGO and

;.. Specifications in CDASHIG v2.3 and SDTMIG v3.4
G
A ‘ " mhongo Name Label Description
LA ) ) )
£ Mapping Instructions | Mapping Targets MHENRF End Relative to Describes the end of the event relative to the sponsor-defined
Reference Period  [EEE =i+ NThe sponsor-defined reference period is a

This does not map directly to an SDTM MHENRF; continuous period of time defined by a discrete starting point and
rﬂatga:r:es'gdfﬁ‘;l%ergf;?v;otﬁﬁﬁ'] ”Iifnz;f’e'”sich MHENRTPT a discrete ending point (represented by RFSTDTC and RFENDTC in
as MHENRF or MHENRTPT. m%en populating Demographics). Wn Mot all values of the codelist are allowable for
MHENREF, if the value of MHONGO is "Y", the this variable. See Section 4.4.7, Use of Relative Timing Variables.

value of "DURING", "AFTER" or
"DURING/AFTER" may be used. When

e populating MHENRTPT, if the value of MHENRTPT End Relative to Identifies the end of the event as being before or after the
SR MHONGO is "Y", the value of "ONGOING" may Reference Time reference time point defined by variable MHENTPT. \n Mot all
o be used. When MHONGO refers to the Study Point values of the codelist are allowable for this variable. See Section

Reference Period (defined in DM.RFSTDTC

fo DM.RFENDTC) the SDTMIG variable 4.4.7, Use of Relative Timing Variables.

P o MHENRF should be populated. When
S : MHONGO is compared to another time point,
e the SDTMIG variables MHEMRTPT and
s A MHENTFT should be used. \n Note:
Ty MHEMNRTPT must refer to a time-point H H
g anchor described in MHENTPT. My suggestion is to update, for data accuracy purpose.
® °

* From CDISC Data Standards Browser: https://library.cdisc.org/browser/#/mdr/sdtmig/3-4/classes/Events/datasets/MH
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sﬁ';%;-:'f% Adverse Event

=« Q: Similar to last question, if the AE outcome is resolving, should the AE
outcome date be entered?

. 59 AEENRTPT End Relativeto  Identifies the end of the event as being before or

o Reference after the reference time point defined by variable

Iy Time Point AEENTPT. \n Not all values of the codelist are

?5-11511-1? allowable for this variable. See Section 4.4.7, Use of

i Relative Timing Variables.

. 60 AEENTPT End Reference Description of date/time in ISO 8601 character

&t Time Point format of the reference point referred to by

AEENRTPT. Examples: "2003-12-25", "VISIT 2".

 The answer is same to the last question.

.........

» Pay attention to SAE reconciliation rules.
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"+~ Baseline

. Q: Should the retest data at baseline be recorded in the screening period /D1
+ : "+ visit or the unscheduled visit?

R Name Label Data Type Role Qualifies ... Described Value Domain Notes Usage Restrictions Definition
G
. ,,,,, . —BLFL Baseline Flag Char Record Result value is in —~STRESC. An indication that the record is
s 3 Qualifier Should be "Y" or null. he sponsor-defined baseline
PERRT TR sEEEeE e, used in study data
] > tabulation.
SERPRY
itetnia
g L
SR S Name Label Description DataType  Role Core
fieth
EGBLFL Baseline Flag Indicator used tofb SN0 ERENNE Should be ™™ or null. Char Record Perm
Mote that EGBLFL is retained for backward compatibility. The Qualifier
authoritative baseline for statistical analysis is in an ADaM
dataset.

* If you put the re-test data in unscheduled visit, it meets the common rules; If you put the re-test data in
screening/baseline visit, it's convenient for data verification. | prefer to enter in screening visit.

* Pictures from CDISC Data Standards Browser: https://library.cdisc.org/browser/#/mdr/sdtmiq/3-
4/classes/Events/datasets/EG
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" Subject Visits (SV)

Q: When a visit spans multiple days, which date should be recorded?

i | + Earliest assessment date?

- ...+ Date of Exposure?
... * The date the patient see the doctor?
' . Ordinal 7 Name Label Deseription DataType  Role Core
£ ' ST SVSTDY Study Day of Start of Actual study day of start of observation expressed in integer days Num Timing Perm
Observation relative to the sponsor-defined RESTDTC in Demodgraphics.
15 SVENDY Study Day of End of Actual study day of end of observation expressed in integer days Num Timing Perm
Observation relative to the sponsor-defined RFSTDTC in Demographics.

+ Since there’s always 1 visit date for 1 visit on CRF, | prefer to use the earliest date.

* From CDISC Data Standards Browser: https://library.cdisc.org/browser/#/mdr/sdtmig/3-4/classes/Events/datasets/SV
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Demographics(RFPENDTC)

* Flow of the date.
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1 From wechat official account: Data Science Express

#ClearDataClearimpact

12



DO0?

i SAM
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| D140 D1~14
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D—114w— DO Di4+2d
[~ S

The subject reference start date (RFSTDTC) is designated as study day 1. The study day value is incremented by 1
for each date following RFSTDTC. Dates prior to RESTDTC are decreased by 1. with the date preceding RFSTDTC
designated as study day -1 (there is no study day 0). This algorithm for determining Study Day is consistent with
how people typically describe sequential days relative to a fixed reference point, but creates problems if used for
mathematical calculations because it does not allow for a day 0. As such. Study Day is not suited for use in
subsequent numerical computations. such as calculating duration. The raw date values should be used rather than
Study Day in those calculations.

« As DO is not allowed in data, suggest to avoid to set DO visit from

protocol.

cdisc
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CT

* Q: CREF lists “intravenous injection” but source data shows “intravenous

drip”. Is it necessary to distinguish?

Term Submission Value  Synonyms Definition NCI Preferred Term
C38274 INTRAVENOUS Administration within or into a vein or veins all Intravenous Bolus
BOLUS at once. (FDA)
C38279 INTRAVENOUS Administration within or into a vein or veins over  Intravenous Drip
: DRIP a sustained period of time. (FDA)
: e C38276 INTRAVENOUS Administration within or into a vein or veins. Intravenous Route of Administration
i (FDA)

» Since the ivgt is common used in clinical, | prefer to design on CRF, for more accurate data and
convenient data cleaning procedures.

* Check the full edition CT.
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Primary SOC

* If the reviewer comment to change coding result to another SOC, not the
primary SOC?

* A: Primary SOC is required. You can report both SOCs, and suggest to
turn to MedDRA official.

22

24

AEBODSYS

AESOC

Body System
or Organ Class

Primary
System Organ
Class

Dictionary derived. Body system or organ class used
by the sponsor from the coding dictionary (e.g.,
MedDRA). When using a multi-axial dictionary such
as MedDRA, this should contain the SOC used for the
sponsor's analyses and summary tables, which may
not necessarily be the primary SOC.

Dictionary-derived text description of the primary
SOC. Will be the same as AEBODSYS if the primary
SOC was used for analysis.
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Summary

Some tips




1. Clarity Over Ambiguity:
» Avoid vague answers; Maintain our professionalism.

2. Flexibility in Application:
» Balance compliance with usability (e.g., adapt to local workflows).

» 3.Global Perspective:
» Master SDTM to drive automation/intelligence in data management.
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Thank You!

Contact: yang.wu@pharmaron.com
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