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The public accessibility of clinical trial results information is required both in United States and the 
European Union. 

• US: Final Rule for Clinical Trials Registration and Results Information Submission (42 Code of 
Federal Regulations Part 11) , effective on 18Jan2017

• EU: Clinical Trial Regulation No. 536/2014, effective on 16Jun2014

Most pharmaceutical companies have designated a group to do this work, using information from 
clinical study reports (CSR) with additional manual effort.  This brings several challenges, such as  
maintaining consistency across publicly available data for a given trial, and the different requirements 
for data disclosure on ClinicalTrials.gov and European Union Drug Regulation Authorities Clinical Trials 
databases.

All required data from the CSR are in Tables, Listings, Figures (TLFs).  Both regulator’s websites have a 
portal to upload data with specific XML format.  Since FDA’s required result can be converted from 
EMA’s version, we decide to develop an App to make this process smoother with higher accuracy and 
efficiency in an automated way.

INTRODUCTION
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For FDA (https://prsinfo.clinicaltrials.gov/results_definitions.html ) the required information includes:

• Results Point of Contact

• Certain Agreements

• Participant Flow

• Baseline Characteristics

• Outcome Measures

• Overall Limitations and Caveats

• Adverse Events

INTRODUCTION

https://prsinfo.clinicaltrials.gov/results_definitions.html


INTRODUCTION

For EMA(https://eudract.ema.europa.eu/multimedia_tutorials.html) the required information includes :

• Trial Information

• Subject Disposition

• Baseline Characteristics

• End Points

• Adverse Events

• More Information

https://eudract.ema.europa.eu/multimedia_tutorials.html
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Common requirements from both FDA and EMA:

• Trial Information

• Count of subject of each country

• Population Age Group

• Subject Disposition

• total number of subjects completed / non-completed trial

• reasons of discontinuations

• Baseline Characteristics

• Age

• Gender

• Categorical Baseline Characteristics

• Continuous Baseline Characteristics

• End Points/Outcome Measures

• Adverse Events

INTRODUCTION
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Examples of TLF metadata:

INTRODUCTION



/// Bay er 16:9 Template Chart Pool /// December 20177

• All of these information can be found from the CSR tables

• Both FDA and EMA website have portal to upload XML file

• FDA required XML file can be converted from EMA XML file automatically

• The TLF metadata is stored permanently 

CTT = Clinical Trial Transparency

NOTE: Adverse Events section is not included as we already have a separate standard work process 
on it.

INTRODUCTION



Step 01: Create specs from XML file

As XML file format is not human readable, the first step is to create a human readable specification with 
Microsoft Word format (.DOCX), which is just like a TLF specification for our TLF programming during 
our general work as a statistical analyst.



From this specification, we know:

• Which kind of data are needed

• In what kind of format

Step 01: Create specs from XML file



Example SAS programs about how to extract, re-format the needed data from TLF metadata also 
provided:

Step 02: Update the input XML file

Results



As shown in this snapshot, each required section from the XML file has a sheet:

• COUNTRY: Count of subject of each country, mandatory

• AGE: Population Age Group, mandatory

• DISP: Population disposition, the category may not consist with the data shown in CSR, 
mandatory

• AGE_N: Age summary as in CSR, optional

• AGE_C: Age category analysis as in CSR, optional

• GENDER: Gender Baseline summary as in CSR, optional

• DEMO_C: Categorical Baseline Characteristics, optional

• DEMO_N: Continuous Baseline Characteristics, optional

• ENDPOINTS: End Points/Outcome Measures, mandatory

• STATS: The statistical analysis for each end pints, optional

Step 02: Update the input XML file



Step 02: Update the input XML file



XML→XLSX, then compare the XLSX file with the input XLSX file from Step 2

Step 02: Accuracy Check



CONCLUSION

• The XML file can be upload to EMA website smoothly, without worry about the system 
requirements/schemas, categoryIDs, etc.

• FDA’s XML file can convert from EMA’s XML automatically.

• High accuracy and more consistency with the data from CSR while decreasing time to prepare by 
reducing manual effort from clinical trial posting team and reducing validation effort from study team.

• Take advantage of a web application to make sure high accessibility.

• Outsourced study can also be processed if Vender can provide needed EXCEL file.

• The biggest pain-point is extracting required data from TLF metadata, so highly standardized TLF 
metadata is preferred.



CONTACT INFORMATION

Your comments and questions are valued and encouraged. Contact the authors at:

Derek Li
Industry Regulatory Interaction-Statistical Programming Analyst,
Bayer HealthCare
Email: derek.li1@bayer.com

mailto:derek.li1@bayer.com
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