
CHECK AND DOUBLE CHECK

Validation of an eCTD is a very critical step within the 
regulatory submissions process. eCTDGateKeeper is a 
stand-alone, eCTD validation software solution ideal for 
providing Regulatory and Quality Assurance  
teams with an autonomous eCTD validation process 
completely separate from whichever eCTD assembly 
tool that is in use. Having two levels of validation 
provides added confidence and reduced risks for 
delivering electronic submissions. 

eC TDGateKeeper FEATURES

eCTDGateKeeper allows users to perform a complete or 
customized validation based on fully compliant  
validation rules. The following is just a sample of the 
features that eCTDGateKeeper provides:

•	 Validate directly from media

•	 Validate eCTD XML file(s) against the 

 ICH DTD

•	 Validate regional XML files(s) against the  

corresponding regional DTD provided

•	 Validate files and folders provided against XML 

backbone references

•	 Validate that files provided in folder structure are 

referenced in the XML backbone files

•	 Verify PDF links and bookmarks

eCTDGateKeeper includes over 30 other validation rules 
that include ICH (Q36), and regional agency  
recommended validation rules.

Organizations cannot afford to take risks when the 
validity of a submission is critical to meeting compliance 
regulations – eCTDGateKeeper provides peace of mind at   
a cost-effective price.

MULTI-REGION SUPPORT

In addition to compatibility with all eCTD assembly tools, 
eCTDGateKeeper offers a multi-region compliant 
validation capability and support. eCTD standard 
adoption is growing every day. Agencies around the 
world are accepting and, in some cases, requiring 
submissions in eCTD format. Regional agencies are  
issuing their own validation criteria in addition to the ICH 
validation requirements.

eCTDGateKeeper offers a multi-region compliant 
validation capability and supports the following:

ICH specifications:

•	 eCTD specifications 

•	 ICH Study Tagging File (STF) specification

Regional Specifications:

•	 Canada (CA)

•	 Europe (EU) 

•	 Japan (JP) 

•	 USA (US) 

•	 Swiss (CH) 

•	 Taiwan (TW) 

Datafarm is committed to supporting any new region as 
the specifications become available.

Safeguarding Your eCTD Submissions
eCTDGateKeeper 

Every sponsor organization would like to have a second verification of compliance before the submission is sent to the 
agency, either via media or through the gateway. It is every sponsor’s goal to get it right the first time as any issues 
found at the agency, minor or major, could delay the review and approval process. This means a delay in patients’ and 
physicians’ access to new drugs as well as higher costs for the sponsor organization. Recognizing this need, Datafarm 
developed eCTDGateKeeper to validate all eCTD submissions created by any software application.
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ABOUT DATAFARM 

Established in 1997, Datafarm  
is a world leader in high 
performance electronic 
regulatory submission solutions 
for the Life Sciences industry.  
Datafarm’s open, modular 
technologies and professional 
services experts enable Life 
Sciences companies to meet the 
strict standards of regulatory 
authorities across the world, 
helping them achieve quality, 
accuracy, and compliance to 
efficiently deliver regulatory 
reports and submissions.
Datafarm has helped hundreds 
of sponsor companies compress 
the regulatory submissions 
approval process, improving 
speed to market, cost control 
and productivity in order to 
achieve their ultimate goal  
of ensuring patients’ and 
physicians’ timely access to  
new drugs.

As a total solutions provider, 
Datafarm employs some of the 
industry’s pioneers in docu-
ment-based software develop-
ment as well as world re-
nowned life sciences regulatory 
specialists who proactively 
work with customers and 
business partners to drive new 
initiatives and maintain a 
market lead approach to 
development and services.  

GLOBAL LOCATIONS:

Corporate office:
Marlborough, MA, USA 
+1 508 624 6454 
info@datafarminc.com

North America:
San Diego, CA, USA 
+1 858 453 5256 
wc@datafarminc.com

Philadelphia, PA, USA 
+1 610 914 2146 
pa@datafarminc.com

Europe:
Slough, England 
+44 (0) 870 774 4298 
uk@datafarminc.com

Paris, France 
+33 (0) 1 56 60 50 22 
eu@datafarminc.com

Asia:
Bangalore, India 
+91 (0) 80 3290 3619 
in@datafarminc.com

Japan:
Tokyo, Japan 
+81 (3) 4580 1744 
jp@datafarminc.com

An example of eCTDGateKeeper Validation Sequences

TRUST IN A PARTNER THAT DELIVERS – eSUBMISSIONS MADE EASY

Datafarm approaches each client as a partner to create the optimum solution  
for each specific business challenge. With more than a decade of experience in 
eSubmissions software and services, Datafarm has partnered with hundreds of  
life science companies to help ensure compliant eSubmissions. Whether the organiza-
tion needs software, services or a combination of the two, Datafarm  
will help design a comprehensive, cost-effective solution.

An example of eCTDGateKeeper Validation Criteria


