
Aggregate Reports
Elevate Your Aggregate Reporting:

Harness extensive medical writing expertise to 

seamlessly prepare, review, and submit 

Development Safety Update Reports (DSURs) 

and annual/semi-annual aggregate reports.  

Our skilled team ensures compliance, examines 

safety data, and collaborates seamlessly to 

deliver comprehensive, timely, and regulatory-

compliant reports.

Quality control and compliance tracking for 
report outputs, draft and final reports and 
submission data.

Reviewing and taking action on the assessment 
report conclusions received from the regulatory 
agencies, as required.

Provide support in responding to any post 

submission regulatory authority requests.

Line listing generation and review of report-
related outputs from the safety database. 

Inputs for generation of customized reports and 
line listings from the safety database.

Sales data generation and publishing in aggregate 
reports, where required.

Unlocking a legacy of proficiency: Our adept 

team boasts substantial experience in crafting 

comprehensive aggregate reports. Delve into our 

journey through the snapshots below:

Soterius has an experienced team that can support 

sponsor in the following activities relevant to annual/

semi-annual aggregate reports:

Preparation, compilation, authoring, publishing 

and distribution of reports to ensure timely 

submission of the PBRERs as per applicable 

regulatory requirements.

Cumulative review of ICSRs/SAEs to be included 

in the periodic reports.
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Facing Challenges? Get Solutions

Confidential Information�
Copyright@2023 
Soterius, Inc.

Disclaimer:

Copyright 2023 by Soterius, Inc. All rights reserved. Soterius logo are trademarks or registered trademarks of Soterius in all jurisdictions. Other marks may be trademarks 
or registered trademarks of their respective owners. The information you see, hear or read on the pages within this presentation, as well as the presentation’s form and 
substance, are subject to copyright protection. In no event, may you use, distribute, copy, reproduce, modify, distort, or transmit the information or any of its elements, 
such as text, images or concepts, without the prior written permission of Soterius. No license or right pertaining to any of these trademarks shall be granted without 
the written permission of Soterius (and any of its global offices and/or affiliates). Soterius reserves the right to legally enforce any infringement of its intellectual 
property, copyright and trademark rights.

Any content presented herewith should only be considered for general informational purposes and should not be considered as specific to the requirements of any 
particular organisation or for any specific purpose. Soterius does not make any representations or warranties about the completeness, reliability, appropriateness, 
relevance, or accuracy of the content presented here.

https://www.linkedin.com/company/soterius
https://www.facebook.com/wearesoterius
https://twitter.com/wearesoterius
https://www.instagram.com/wearesoterius/

