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• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.
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1. Brief Introduction to SDTM-MSG



1. Brief Introduction to SDTM-MSG
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⚫ What is SDTM-MSG?

       Study Data Tabulation Model Metadata Submission Guidelines

⚫ Available MSG Version

 

⚫ Purpose of SDTM-MSG
The purpose of the Study Data Tabulation Model Metadata 

Submission Guidelines: Human Clinical Trials (SDTM-MSG) is to 

provide guidance for preparing the components of the International 

Conference on Harmonisation (ICH) electronic Common Technical 

Document (eCTD) Module 5 (M5) Clinical Study Reports "sdtm" 
folder. This document and the associated example submission 

package illustrate the components recommended for electronic 

submission of SDTM data. 



2. Basic Principles for Annotations



2. Basic Principles for Annotations
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• Filename: acrf.pdf (suggested by the FDA and the PMDA )

• Searchable

• Dual bookmarking (recommended) 

• Annotating Unique CRF Pages (recommended)

• Partial CRF page annotations should be avoided

• Avoid covering up text on the CRF page or collection screen 



2.1 Dual Bookmarking 
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Bookmarks by chronology should be ordered according to 

the study schedule of activities (SoA). 

✓ Pages that are independent of visits (e.g., Adverse 

Events) should be presented last, under a "Running 

Records" bookmark. 

✓ Within each chronological bookmark, topic 

bookmarks should appear in the order that they 

appear in the annotated CRF. 

Bookmarks by topics can be ordered alphabetically, as is 

done in the SDTM-MSG sample submission package, or 

sponsors may choose to list the forms in the order in 

which they appear in the CRF. 

✓ Within each topic bookmarks should be ordered 

chronologically according to the SoA schedule. 

✓ For SDTM-MSG v2.0, the aCRF example showed 

"Domains" as the top level for these bookmarks, but 

SDTM-MSG v1.0 has changed that to "Forms," 

because "Domains" implies SDTM domains. 

2.2.1 Bookmark



2.1 Dual Bookmarking 
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2.2.2 TOC

In the annotated CRF, the 

bookmarks essentially 

comprise a table of contents 

(TOC) for the reviewer. To 

facilitate a more efficient 

review process, a printable 

TOC may be included at 

the beginning of the 

annotated.



2.2 Unique CRF Pages 
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Repeat by VISIT Unique CRF

Sponsors who choose to submit 

the entire CRF rather than 

unique forms are responsible 

for determining the approach 

for their submission that best 

allows the reviewer to 

understand multiple 

occurrences of a given page. 



2.3 Partial CRF Page Annotations
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Partial CRF page annotations 

should be avoided. For 

example, if a CRF page has 1 

or more collected data points 

than another similar page, it is 

recommended that both/all 

CRF pages be annotated. In 

this instance, annotating just 

the new collection point and 

referencing the annotations on 

another page (e.g., "See Page 

<n> for Annotations") makes 

reviewability more difficult. 



3. Appearance of Annotations



3.1 Format of Annotation (cont.)
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black text with bold formatting 

Arial font

black text without 

bold formatting 

Arial font/12-point

Variables and dataset codes 

should be capitalized 

Instruction text and comments 

should be sentence case, 

excluding variables and 

dataset 



3.1 Format of Annotation
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Colors are 
recommended not 

mandatory!
But should use 

consistent colors 
and take color 
blindness into 
consideration. 



3.2 Annotation of Domain (cont.)
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Consistency in annotation placement based on their CRF design;

Domain annotations should use black text with bold formatting 



3.2 Annotation of Domain (cont.)
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Domain names, rather than dataset (including split dataset) names, are annotated



3.2 Annotation of Domain
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Supplemental qualifier domain 
names/RELREC do not need to 

be annotated√ 



3.3 Not Collected Data
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Assigned or Derived variables: the SDTM-MSG 
recommends the use of dashed annotation borders for 

annotations which do not represent collected

data. 



3.4 Supplemental References

20CDISC 2024 China Interchange | #ClearDataClearImpact

Boxes, arrows, and lines—can be used to further clarify annotations 

This method should be limited or 
avoided when not necessary.



3.5 Multiple Variables
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3.6 Not Submitted
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For NOT SUBMITTED fields, 
there should be an explanation 
in the relevant RG stating why 

these data have not been 
submitted. 



3.7 Use of Quotes
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3.8 Annotating Findings
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3.9 Supplemental Qualifiers
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3.10 RELREC
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3.11 Replacement or Deprecated Pages

27CDISC 2024 China Interchange | #ClearDataClearImpact

Bookmark

TOC



4. Comparison  between MSG V2.0 and MSG V1.0



4 Comparison  between MSG V2.0 and MSG V1.0 (cont.)
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4 Comparison between MSG V2.0 and MSG V1.0
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Domain

DM = Demographics → domain and variable 

annotations look very similar without clear visual 

distinction 

DM (Demographics) → distinguish between 

domain and variable annotations
Filename

blankcrf.pdf → acrf.pdf 

"acrf.pdf" is the current filename suggested 

by the FDA and the PMDA. It describes the 

collected data in context by annotating the 

corresponding SDTM datasets, variables, 

and any associated notes identified on the 

CRF. 
Variable

MSG v1.0 → featured red, bold, and italicized text

MSG v2.0 → black text without bold or italics

Annotations were easier to read and covered less 

of the CRF page.

Dashed Annotation Borders 

SDTM-MSG recommends the use of dashed 

annotation borders for annotations which do not 

represent collected data. This will aid in reducing 

unnecessary cross-document referencing (e.g., 

between the define.xml and acrf.pdf).



5. PDF Requirements



PDF Initial View Set the Navigation Tab to open to 

“Bookmarks Panel and Page.” This 

sets the initial document view when 

the file is opened. If there are no 

bookmarks, set the Navigation Tab to 
“Page Only.” Page Layout and 

Magnification should be set to 

“Default.” 

PDF初始视图正确

有书签的文件在初始视图中应显示书
签。放大率和页面布局应设置为默认。

Inherit Zoom When creating bookmarks and 

hyperlinks, set the magnification 

setting to “Inherit Zoom” so the 

destination page displays at the 

same magnification level used in the 
primary document. 

书签必须承前缩放（Inherit Zoom）所

有的书签的放大率设置应为承前缩放
（Inherit Zoom）。
超文本链接必须承前缩放（Inherit 

Zoom）所有超文本链接的放大率设置
应为承前缩放（Inherit Zoom）。

Flatten the 

Annotations

Do not include PDF annotations in 

documents.

Note: Can be validated by LORENZ 

eValidator.

文档中不应包含PDF注释。
注：电子申报资料制作软件无法验证。

5 PDF Requirements
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5 PDF Requirements
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√x



5 PDF Requirements
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√X



5 PDF Requirements
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X

⚫ 打开未flatten的PDF，目前远程桌面的版本v1.7适用
⚫ Ctrl + j 打开 JavaScript 调试程序
⚫ 在查看控制台的框中输入“this.flattenPages()”
⚫ Ctrl + enter，查看控制台的框中出现 undefined
⚫ 另存为PDF保存



6. Common Confusion for CRF Mapping



6.1 --STAT & --OCCUR (cont.)
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Have you 
confirmed with 

Jack for the 
time of our next  

week’s meeting?

Sorry, I forget 
to check.

--STAT = NOT DONE (No response)

Have you 
confirmed with 

Jack for the 
time of our next  
week’s meeting?

Our next meeting 
is cancelled 

since Jack will 
be away on a 
business trip.

--OCCUR = N (Response is No)



6.1 --STAT & --OCCUR
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6.2 Other, specify (cont.)
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Non-result qualifier

Topic variable

Result qualifier



6.2 Other, specify (cont.)
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6.2.1 Non-result Qualifier

If the sponsor wishes to maintain controlled terminology for the CMSCAT field and 

limit the terminology to the prespecified choices, then the free text is placed in 

SUPPCM.

If the sponsor does not require that controlled terminology be maintained and stored 

wishes for all responses to be in a single variable, then CMSCAT will be used and 

SUPPCM is not required.

Ref: SDTM IG V3.4, section 4.2.7.1



6.2 Other, specify (cont.)
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6.2.2 Result Qualifier

If the sponsor wishes to maintain controlled terminology in the standard result field 

and limit the terminology to the 5 prespecified choices, then the free text is placed 

in --ORRES and the controlled terminology in --STRESC.

If the sponsor does not require that controlled terminology 

be maintained, the verbatim value will be copied to --

STRESC.

Ref: SDTM IG V3.4, section 4.2.7.2



6.2 Other, specify (cont.)
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6.2.3 Topic Variables

Interventions
If a list of specific treatments is provided 

along with "Other, Specify", --TRT should 
be populated with the name of the 

treatment found in the specified text. If the 
sponsor wishes to distinguish between the 
prespecified list of treatments and those 

recorded in "Other, Specify," the --PRESP 
variable could be used.

Ref: SDTM IG V3.4, section 4.2.7.3



6.2 Other, specify
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6.2.3 Topic Variables

Events
"Other, Specify" for events may be handled similarly 

to Interventions. --TERM should be populated with the 

description of the event found in the specified text 

and --PRESP could be used to distinguish between 
prespecified and free-text responses.

Ref: SDTM IG V3.4, section 4.2.7.3

Findings
"Other, Specify" for tests may be handled similarly to 

Interventions. --TESTCD and --TEST should be populated with 

the code and description of the test found in the specified text. If 

specific tests are not listed on the CRF and the investigator has 
the option of writing in tests, then the name of the test would 

have to be coded to ensure that all --TESTCD and --TEST 

values are consistent with the test controlled terminology



6.3 Multiple Values for a Variable
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Additional Example

Ref: SDTM IG V3.4, section 4.2.8



Reference
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• SDTM IG V3.4, https://www.cdisc.org/standards/foundational/sdtmig/sdtmig-v3-4

• MSG V2.0, https://www.cdisc.org/standards/foundational/sdtm/sdtm-metadata-submission-guidelines-v2-0

• STUDY DATA TECHNICAL CONFORMANCE GUIDE , https://www.fda.gov/regulatory-information/search-fda-
guidance-documents/study-data-technical-conformance-guide-technical-specifications-document

• PDF SPECIFICATIONS, https://www.fda.gov/media/76797/download

• 电子申报资料制作软件,关于更新电子申报资料制作软件的通知 (cde.org.cn)

https://www.cdisc.org/standards/foundational/sdtmig/sdtmig-v3-4
https://www.cdisc.org/standards/foundational/sdtm/sdtm-metadata-submission-guidelines-v2-0
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
https://www.fda.gov/media/76797/download
https://www.cde.org.cn/main/news/viewInfoCommon/b969158e96e4768e4f7a755ac7f2d8eb


Thank You!
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