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Electronic Common Technical Document
We are recruiting for CRAs
in the US, UK, Fragnce, (eCTD)
Belgium, Sweden and the CTl has prepared both paper and electronic regulatory submissions for
Netherlands! more than a decade since we began clinical trial and consulting work for
our biotech and pharmaceutical clients. Now, CTl has expanded our in-
house capabilities to include electronic publishing and submission of
regulatory documents. Using Quantum™ software from Octagon Research
Solutions, CTlI can now prepare regulatory submissions in eCTD
(electronic Common Technical Document) format, which is the
worldwide standard for electronic submission of regulatory documents.
An eCTD is comprehensive and includes defined places for clinical study
protocols, amendments, and reports; annual reports; preclinical studies;
correspondence with regulatory agencies; country-specific forms;
chemistry, manufacturing, and control information; and all of the
overviews and summaries required for marketing applications. The eCTD
Employee Update structure serves as a backbone for CTI to build drug product dossiers from
the foundation in an electronic format. It places every document in a
specified section and facilitates efficient review by global regulatory
Congratulations to the authorities.  Electronic links are created throughout the published
following CTI employee documents to allow instant navigation from any point to any other point
recently promoted: where related information can be found.
CTI can develop, publish, and submit eCTD marketing applications in the
United States, Europe, Canada, and some countries in Asia and Latin
America. In Europe, eCTD submission of marketing applications is already
mandatory, and in other countries will be mandatory soon. In the US, the
FDA currently accepts both paper and eCTD submissions for NDAs, but has
Quick Links... announced that eCTD submissions will become mandatory 2 years after
final guidance is issued. The exact date for the beginning of mandatory
electronic submission of NDAs in the US has not been announced, but is
Email likely to be in 2015. Mandatory electronic submission of INDs will follow,
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possibly in 2016.
' iling List!
Join Our Maiing List! Using the eCTD format simplifies life-cycle management for regulatory
submissions from the IND to the BLA or NDA in the US and from the
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marketing application through all post-approval submissions in Europe.
Once a regulatory submission has been created in eCTD format, all of the
following submissions for that product can be added to the existing
structure, an efficient process which saves time and avoids re-work.

CTI looks forward to continuing to utilize our regulatory expertise with the
various agencies to create documents for submission and help our clients
navigate the regulatory process throughout the life-cycle of their products.
With eCTD publishing and submission capabilities added to our suite of
services, we can now offer a seamless process from the earliest stages of
drug development consulting through formal submission of documents
electronically to the regulatory agencies. During the current time of
transition from paper to electronic regulatory document submission
worldwide, CTI has the expertise needed to help our clients understand
and comply with the evolving document submission requirements.

For additional information about eCTD publishing and submission, please
contact us.
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