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BENEFITS

• Ensure submission-ready 
documentation with all required 
content elements included

• Streamline review and approval 
processes using collaborative 
authoring for simultaneous review, 
editing, and approval

• Boost productivity using a 
template-based authoring process, 
support for virtual documents, and  
an easy-to-use interface

• Link content across solutions for 
consistent, simplified document 
management and user access

• Support the Tech Transfer process 
by ensuring document traceability 
between regulatory and quality 

• Demonstrate compliance through 
extensive audit trails, access 
control, lifecycle management, and 
version control

• Leverage a proven, trusted, scalable 
platform that is available on-premises 
or in the cloud

OpenText™ Documentum™ for 
Research and Development
Accelerate the creation, review, and approval of  
regulatory submission documentation

Is Your Process for Creating Submission-Ready 
Documentation Efficient? 
Streamlining the regulatory submission process is essential to getting products to market 
faster. But you need to create, review, and maintain essential submission-related docu-
mentation appropriately and securely, even as regulatory rules and requirements vary and 
evolve by country and region.

By automating this process using OpenText Documentum for Research and Development, 
you can efficiently manage the creation, review, and approval of regulatory submission 
documentation globally. You will not only accelerate the submission process, but also 
benefit from uncompromised compliance, complete global control of content, and secure 
information sharing across the extended enterprise. 

A Complete Solution for Managing Regulatory Submission Documentation

Part of OpenText Documentum for Life Sciences and available on-premises or in the cloud, 
the solution enables organizations to create, review, and approve regulatory submission 
documentation more efficiently. Predefined taxonomies, workflows, and templates reduce 
deployment time and ensure adherence to industry standards, while collaborative author-
ing capabilities and automated workflows improve productivity and streamline review 
and approval processes. Intuitive, role-based interfaces boost user adoption and reduce 
training costs. And with the ability to link and share content across the various OpenText 
Documentum for Life Sciences solutions it’s never been easier to quickly search, identify, 
and retrieve submission-ready content.

Streamlining the regulatory submission process is essential 
to getting products to market faster. But you need to 
create, review, and maintain essential submission-related 
documentation appropriately and securely, even as 
regulatory rules and requirements vary and evolve by 
country and region.
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Key capabilities include:

• Configurable, role-based views 

• Predefined document inventories and registration forms

• Automated metadata tagging and metadata based 
security models

• Automatic virtual document creation based on 
controlled templates

• Pre-built, granular, and flexible workflows

• Collaborative authoring and review process for 
simultaneous editing

• Faceted search to make it easy to find and view content

• Traceability and notifications between regulatory and 
quality documentation

Improve Submission Accuracy

Documentum for Research and Development helps eliminate data 
entry activities and improve the accuracy of your submissions. To 
achieve this, it leverages the industry- standard dictionaries, taxon-
omies, and object models of the Drug Information Association 
(DIA) Electronic Document Management (EDM) reference model. 
The solution also provides predefined, reusable registration forms 
and preconfigured document inventories based on industry stan-
dards and regulatory guidance. Documentum for Research and 
Development also facilitates authoring compliance in accordance 
with International Committee on Harmonization Common Techni-
cal Document (ICH CTD) formats.

Boost Author Productivity

Authors can select from a predefined inventory of reusable, indus-
try-standard documents that are automatically linked with the 
associated document types required for submissions. Also, virtual 
documents can be automatically created from controlled templates. 
This ensures that people always work from the current, most 
up-to-date templates.

Streamline the review and approval process with collaborative editing. 
Multiple contributors can view a consolidated copy of all previous 
edits and then simultaneously make their own changes using the 
standard “track changes” functionality of Microsoft® Word. The solu-
tion automatically merges all edits into a single document and allows 
the designated primary author to accept, reject, and review changes 
on a rolling basis. When a document is ready to be finalized, the 
solution supports a single, streamlined workflow for all contributors 
to do final review (rather than multiple, serial workflows).

Speed Search and Retrieval of Documentation

With Documentum for Research and Development, users can quickly 
identify submission-related documentation using faceted navigation, 
based on ICH CTD standards, which identifies and classifies docu-
ments using industry dictionaries and metadata. When a category 
is selected, the solution automatically reduces the document list 
to reflect only relevant documents.

Further, all OpenText Documentum for Life Sciences solutions inter-
operate, allowing content to be linked across solutions to eliminate 
manual workarounds, simplify access and provide an authoritative 
source for content.

Available On-Premises or in the Cloud
OpenText gives you choice and flexibility when deploying Docu-
mentum for Research and Development to meet your unique 
combination of access, security, and privacy needs. Documen-
tum for Research and Development is available on-premises or in 
the cloud so you can decide how to best align with your security, 
budget, and IT administration requirements. 

With OpenText Documentum as a Service, you can leverage a 
managed service to reduce demands on your internal IT staff while 
reducing total cost of ownership by 30 to 60 percent. If easy, brows-
er-based access is paramount, a public cloud solution provides the 
ubiquitous access needed in a single tenant application. And as 
always, you can choose a traditional on-premises deployment that 
gives you full control. Regardless of your choice, OpenText offers 
enterprise-grade, best-in-class security, back-up, and recovery  
options so you can deploy Documentum for Research and Devel-
opment with confidence.

Minimize Compliance Risk
Documentum for Research and Development reduces noncom-
pliance risk by automating and enforcing appropriate approval 
processes. It automatically assigns review and approval work-
flows based on predefined, business rules and then routes docu-
ments for review and approvals to the appropriate people based 
on document type.

Equally important, the solution helps you clearly demonstrate regula-
tory compliance, such as 21 CFR Part 11 compliance, by creating 
detailed audit trails with e-approvals and e-signatures. And dynamic 
security and access controls ensure that only the right people 
access the right documents at the right time.

Get Started Today
Accelerate the creation, review, and approval of regulatory submis-
sion documentation with OpenText Documentum. To learn more, 
visit us at www.opentext.com.

Documentum for Research 
and Development helps 
eliminate data entry activities 
and improve the accuracy of 
your submissions.


