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

MHENDAT be updated?

• Specifications in CDASHIG v2.3 and SDTMIG v3.4

• From CDISC Data Standards Browser: https://library.cdisc.org/browser/#/mdr/sdtmig/3-4/classes/Events/datasets/MH

My suggestion is to update, for data accuracy purpose.



Adverse Event

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

• The answer is same to the last question.

• Pay attention to SAE reconciliation rules.
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Baseline
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Q：Should the retest data at baseline be recorded in the screening period /D1 

visit or the unscheduled visit?

• Definition in SDTM v2.0 & SDTMIG v3.4

• 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. I prefer to enter in screening visit.

• Pictures from CDISC Data Standards Browser: https://library.cdisc.org/browser/#/mdr/sdtmig/3-
4/classes/Events/datasets/EG



Subject Visits (SV)
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Q​ ​: When a visit spans multiple days, which date should be recorded?

• Earliest assessment date?

• Date of Exposure?

• The date the patient see the doctor?

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

• From CDISC Data Standards Browser: https://library.cdisc.org/browser/#/mdr/sdtmig/3-4/classes/Events/datasets/SV



Demographics(RFPENDTC)

• Flow of the date.
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↑  From wechat official account: Data Science Express 



D0?

• As D0 is not allowed in data, suggest to avoid to set D0 visit from 
protocol.
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CT
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• ​Q​​: CRF lists “intravenous injection” but source data shows “intravenous 

drip”. Is it necessary to distinguish?

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

• Check the full edition  CT.



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.
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Summary

Some tips



Summary

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

mailto:yang.wu@pharmaron.com

