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Karla Navera-Andersen is an eTMF Manager turned Clinical Trial Manager at 
Ascendis Pharma. Karla holds a Master of Arts in English and a Pharma 
Consultant Diploma.
She has spent over 14 years working with TMFs, starting her TMF career as a 
student in the paper TMF archive in a large pharmaceutical company in 
Denmark.
Since then, Karla has worked on both the CRO and Sponsor side and whithin 
Clinical Operations and Regulatory Affairs. Currently, Karla is working on 
creating submission processes under the EU CTR, keeping oversight of trial 
TMFs and is the chair of the Ascendis Pharma’s eTMF Ambassador’s Group. 



Disclaimer and Disclosures

• 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.

32024 Europe CDISC+TMF Interchange | #ClearDataClearImpact

• The author(s) have no real or apparent conflicts of interest to report. 
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The EU CTR, the TMF and Ascendis Pharma

… a little background
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The EU CTR about the TMF
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Setting the Scene

• Ascendis Pharma founded in 2006

• eTMF System implemented in the Summer of 2020

• First eTMF Managers hired in the Fall of 2021

• eTMF previously housed in,  

- Veeva Vault RIM

- SharePoint Sites 

- BOX

• Challenging change management
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The EU CTR Effect
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Our Documents and the CTIS

…getting into formation



Where our Documents are Filed
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The Game Changer: CTIS
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CTIS: One Submission

Work Instruction: Documents cannot be a part of the EU submission unless it is filed in the 
eTMF

Submission documents to be filed or cross-linked to Clinical Vault/eTMF

CRO to get direct access to our eTMF for country and site documents

Short timlines for Request for Information as motivator

Updates to our TMF Structure



New Document Requirements

…reinventing the wheel 



New Required Documents

• Template statement on compliance Regulation (EU) 2016/679

• Compensation for trial participants

• Declaration of interest

• Site suitability form

• Informed consent and patient recruitment procedure

• Compliance with applicable rules for biological samples
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New Required Documents: Where We Filed Them

• Template statement on compliance Regulation (EU) 2016/679

• Compensation for trial participants

• Declaration of interest

• Site suitability form

• Informed consent and patient recruitment procedure

• Compliance with applicable rules for biological samples
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Implications

162024 Europe CDISC+TMF Interchange | #ClearDataClearImpact

Move 
misfiled

documents

Retrain
stakeholders

Reupdate
TMF 

Structure



Redacted Documents 
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Some documents will be public            Example of a redacted document



Thoughts on Redacted Documents
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Will the redacted versions crowd our eTMFs?

Are these at all eTMF documents?

Duplicates?

De facto submission document

Can we refer to CTIS for these versions?



Information Captured in the CTIS

… and in the eTMF?



Data Fields, Modifications and other Notifications
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Data Fields
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Downloading Information from the CTIS

• Full submission / notification / modification packages

• Dates and structured data

• Assessment reports
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Approvals and List of Approved Documents

Extract from an assessment report
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Challenges

• “Submitted” not “Approved”

• ICH-GCP: Documented approval/favourable opinion of IRB/IEC (…) 

To identify the version number and date of the document(s)

• Review of approved documents in eTMF against an approval letter

• Stakeholders lack reference for finding latest approved document

• Added workload and increase of mistakes in manual tracking
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In Conclusion
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Change is not just challenges Resources and network Constantly give input  



Thank You!
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