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Adding MSG Causes Headaches
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SDTM-MSG V2.0
cdisc
Study Data Tabulation Model Metadata

Submission Guidelines (SDTM-MSG):
Human Clinical Trials

Version 2.0 (Final)

Developed by the
CDISC SDS MSG Team
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Outdated CRF Example

SDTM-MSG V1.0

MH=Medical History
CDISC Scresning
MHDTC
Study CDISCO01 Assessment Date: / /
PSYCHIATRIC HISTORY MACAT
WMHTEEM MHPRESP=Y MHSTDTC | IMHOCCUR=Y

1. Date of onset of probable Alzheimer's Disease? 1] 0] 000
2. Date of onset of depression of Alzheimer's Disease? (0] OO0 000
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Annotation Guidelines
[MA=Medical History| som-wise vi.o SDTM-MSG V2.0

. m « Fontshould be in black
— lﬁll « Font size should be 12
1. Date of onset of probable Alzheimer's Diseass? O 00 OO0 e No italic
2 e of ot dprsson f Adriner sz R . Domain should be formatted
as MH (Medical History)
IO —— ot 2o 2t * Variable annotations.should
S — P—— not use bold font weight

GREEN  [SC (Subject Characteristics)| 150, 255, 150 ° Dashed border ShOUld be used
TR [ SR + Background color OK'!

| D D I eee
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Opportunities

 Most formatting rules are unambiguously defined

* Variability due non-standardized defaults
 Font, border, borderstyles, ...

 CRO should quickly toggle between different sponsor
preferences

 This enables compliance checking and autocorrection

problem
solved !?
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Strategy

FDF
with
custom
Python

Apache code

PDFBox?
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FDF File Structure

|<</FDF<</Annots[2 O R30R49 0R50R®GORT7TO0RS8O0R]/F(/C/Users/xxx/Dow
endobj

2 0 obj

<</C[0.75 1 1]/Contents (MHDTC) /CreationDate (D:00000000000000z)/DA(0 O O rg /A
"><p dir="1ltr">MHDTC</p></body>)/RD[0.50015 0.50015 0.50015 0.50015]/Rect[481
endob]j

3 0 obj

<</C[0.75 1 1]/Contents (MHCAT) /CreationDate (D:00000000000000z)/DA(0 O O rg /A
"><p dir="1tr">MHCAT</p></body>)/RD[0.50015 0.50015 0.50015 0.50015]/Rect[372
endob]j

4 0 obj

<</C[0.75 1 1]/Contents (MHSTDTC) /CreationDate (D:00000000000000Z) /DA (0 O O rg

"><p dir="1tr">MHSTDTC</p></body>)/RD[0.50015 0.50015 0.50015 0.50015]/Rect[3
endobj

5 0 obj

<</CT0.75 1 11/Contents (MHTERM) /CreationDate (D:00000000000000Z)/DA(0 O O ra /
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Python’s fdf annotations class

fdf_annotations.py > 4¢ fdf_annotations > &) getrccontent

import re
import

fdf annotations:
root_key=|[ ]
ordered fdf key=[]
fdf_dict={}
bs subobject dict={}
popup_subobject dict={}
parent subobject dict={}
interobjectcounter=8

__init_ (self, inputfdfpath: str) ->
with open(inputfdfpath, "r", encoding='windows-1252") as file:
input fdf content=file.read()

headerendtag=r"\n{?="d+ ‘d+ \n)
headerend=re.search(headerendtag, input fdf content)
headertext=input fdf content[8:headerend.span()[8]]
self.fdf dict["header”]=headertext
self.ordered +df key.append({“header"”)




Accessing Attributes

getc(self, objectid: str) -> str:

Method that returns the /C wvalue as a string for the provided annotation id.

This value represents the background fill within an annotation box within Text Box Comments.
If the provided object id value is not existing in the fdf dict it will return None.

=

If the provided object id has no /C attribute it will return None.

Input:

objectid: string: object id

Return: S5tring containing the /C valu losed in square brackets

if objectid self.fdf dict:
print(f“"The provided object (ID= {objectid}) could not be found within the fdf.")
return

ctag=r"(2<!I\\)/C(\[-*\])

cmatch=re.search({ctag, self.fdf dict[objectid])

if cmatch:
return str{cmatch.group(1l))

print (" The provided object (ID= {objectid}) has no /C attribute.”™)

return




Accessing the Code

Solutions ~  Resources

O Platform

Open Source ¥ Enterprise ¥  Pricing

3 IDDI-BE / PHUSE_EU_Connect_2025_S109_fdf annotation ' public

<> Code (D lssues 1% Pullrequests () Actions [ Projects (@ Security |+ Insights

¥ 1Branch © 0 Tags

¥ main -

DavyBaele first commit

[ README.md

[} fdf_annotations.py

https://github.com/IDDI-BE/PHUSE EU

first commit

first commit

Connect 2025

SI09

fdf annotation

®1DDI
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https://github.com/IDDI-BE/PHUSE_EU_Connect_2025_SI09_fdf_annotation
https://github.com/IDDI-BE/PHUSE_EU_Connect_2025_SI09_fdf_annotation
https://github.com/IDDI-BE/PHUSE_EU_Connect_2025_SI09_fdf_annotation

Flexibility

fdf_annotations.py > ..
fdf annotations:
rgb_inttohex(rgbcolorstring: s

Method that translates the

Input: rgbcolorstr: string ng the 3
Output: hexadecimal string
.g. "B @ 255" or "[B

n case the provided

if rgbcolorstring=="":

return ""
intrgbtag=r"~\[2\s*(\d{1,3})\s+(\d{1,3})\s+({\d{1,3})\s*\]?
intrgbstrmatch=re.search{intrgbtag, rgbcolorstring)
if intrgbstrmatch:

return "#" + format(int(intrgbstrmatch.group(l)), "82X") + format(int({intrgbstrma




Transparency

08/10/2025 08:15:15 5.247 bytes Everything Else ¥ ANSI ¥ MIX

08/10/2025 20:28:44 5.745 bytes Everything Else ¥ ANSI ¥ MIX

¥

%FDF-1.2

%aaio

1 e obj

<</FDF<</Annots[2 @ R3 @ R4 OR5O0R60O6R78RBS8 B0 R]/F(/C/Users/dbaele/Downlo
endobj

2 8 obj

<</C[@.75 1 1]/Contents(MHDTC)/CreationDate(D:000000000000008Z)/DA(G © 8 rg /Arial,B
"><p dir="1tr">MHDTC</p></body>)/RD[©.50015 ©.50015 ©.50015 ©.50015]/Rect[481.187 6
endobj

3 @ obj

<</C[@.75 1 1]/Contents(MHCAT)/CreationDate(D:000000080000000Z)/DA(6 © 8 rg /Arial,B
"s<p dir="1tr">MHCAT</p></body>)/RD[©.50015 ©.50015 ©.50015 ©.50015]/Rect[372 644.2
endobj

4 @ obj

<</C[®.75 1 1]/Contents(MHSTDTC)/CreationDate(D:0800068000000000Z)/DA(® 8 © rg /Arial
">¢p dir="1tr">MHSTDTC</p></body>)/RD[©.50015 ©.50015 0.50015 0.50015]/Rect[394.937
endobj

5 @ obj

<</C[@.75 1 1]/Contents(MHTERM)/CreationDate(D:00000000000000Z)/DA(O © © rg /Arial,
"s<p dir="1tr">MHTERM</p></body>)/RD[©.50015 ©.50015 ©.50015 ©.50015]/Rect[92.1217
endobj

6 @ obj

<</C[®.75 1 1]/Contents(MH=Medical History )/CreationDate(D:000800600008000Z)/DA(® G
p dir="1tr"><span style="text-align:center;font-family:Arial">MH=Medical History </
endobj

7 @ obj

<</C[@©.75 1 1]/Contents(MHPRESP=Y)/CreationDate(D:00000000000000Z)/DA(® © @ rg /Ari
p dir="1tr"><span style="color:#FFeeee;font-family:Arial" >MHPRESP=Y</span></p></bod

®1DDI
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%FDF-1.2

%aaio

1 @ obj

<</FDF<</Annots[2 @ R3 @R 40O R5OR60OR78R 88 R]/F(/C/Users/d
endobj

2 @ obj

<</C[@.75 1 1]/Contents(MHDTC)/CreationDate(D:00000000000008Z)/DA(B G 8
font-family:Arial,sans-serif;font-stretch:normal®><p dir="1tr"><span st
endobj

3 @ obj

<</BS 12 @ R/C[©.75 1 1]/Contents(MHCAT)/CreationDate(D:00000000000000Z
font-family:Arial,sans-serif;font-stretch:normal™><p dir="1tr"><span st
endobj

4 @ obj

<</C[@.75 1 1]/Contents(MHSTDTC)/CreationDate(D:660600080000800Z)/DA(O ©
1;font-family:Arial;font-stretch:normal”><p dir="1tr">MHSTDTC</p></body
endobj

5 @ obj

<</BS 11 @ R/C[B.75 1 1]/Contents(MHTERM)/CreationDate(D:008006000080008
font-family:Arial;font-stretch:normal”s><p dir="1tr"><span style="font-w
endobj

6 8 obj

<</C[©.75 1 1]/Contents(MH \(Medical History\) )/CreationDate(D:©080008
1;font-family:Arial;font-stretch:normal"><p dir="1tr">MH \(Medical Hist
endobj

7 © obj

<</BS 1@ @ R/C[©.75 1 1]/Contents(MHPRESP=Y)/CreationDate(D:@0600000000 <
font-family:Arial;font-stretch:normal”><p dir="1tr"><span style="font-w ¥

2
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Annotation Propagation

FDF SDTM aCRF

VX
Link each FDF
PDF CRF :

pagein |—— SDTM

Vx Vx+1 to aCRF
VX Vx+1
PDF CRF
Vx+1
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Conclusion

« fdf_annotations.py
* Verification
« Autocorrection
« Easily extensible

MSG Does not Cause
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thank
you
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USA

e info@iddi.com

7751 Brier Creek Parkway, Suite 204
Raleigh, NC 27617

\. +]1 984 227 8599

BELGIUM

e info@iddi.com

9 Avenue Provinciale, 30
1341 Louvain-la-Neuve

Qo #3210 61 44 44

@ www.IDDIl.com
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