
The Virtx Regulated Product Sub-

mission (RPS) solution is designed 

to meet the upcoming RPS Stan-

dard developed at HL7 (Health 

Level 7). Companies can use Virtx 

RPS to review RPS Drug and De-

vice Messages. Virtx RPS features 

include: 

♦ Facilitate the processing and 

review of submissions 

♦ A single model that can be 

used for the submission of any 

regulated product 

♦ Worldwide use for all product 

types and different controlled 

lists for each product type  

♦ One click auto conversion be-

tween RPS and eCTD 

♦ Support for Drug, Device and 

Combination RPS Messages 

   Emerging Standards 

RPS 

Virtify’s Product Stability Solution, 

Virtx eStability can help organiza-

tions manage product stability 

information including test specifi-

cations, time points, and test re-

sults in a collaborative environ-

ment.  

 

It is designed to both comply with 

the eStability standard as well as 

help organizations internally man-

age product stability information. 

It supports the capability to man-

age and re-use facilities, spon-

sors, packaging and testing infor-

mation across products and sub-

missions. Features include: 

♦ Web-based collaborative envi-

ronment to manage product 

stability information. 

♦ Support for multi-level test 

eStability 

Why Virtify? 

• First to submit a SPL demo 

label to the Food and Drug 

Administration (FDA)  

• First company to submit a 

Regulated Product Submission 

(RPS) drug device and combi-

nation drug submission to the 

FDA.  

• First RPS Viewer was intro-

duced by Virtify. 

• First to submit messages in 

emerging standards such as 

eStability and ICSR.  

Such leadership on standards 

has enabled us to work closely 

with clients in effectively plan-

ning for emerging standards 

while addressing current man-

dates and standards for clinical 

and regulatory submissions.  

♦ Compliance with eStability 

standard in terms of genera-

tion of standardized XML per 

the rules in the implementa-

tion guide. 

♦ In-built validation engine to 

check data accuracy, consis-

tency and errors. 

♦ Import/Export capability from/

to data sources including XML 

format. 



 

Virtify is the market leader in Enterprise Content 

Compliance solutions for life sciences. Organizations 

rely on Virtify to reduce time-to-market, risk, and 

costs by managing and automating the complex 

regulatory compliance and content exchange require-

ments throughout the product life cycle.    

 

Virtify’s easy-to-use Virtx software suite is the indus-

try’s only solution to provide a secure, collaborative 

web-based environment for managing regulated con-

tent throughout the entire continuum – from pre-

clinical through product registration to commercializa-

tion. The company plays a leadership role in the de-

velopment of global regulatory standards and is an 

active participant in a variety of standards commit-

tees. Virtify’s software products combined with com-

prehensive professional services and deep domain 

expertise enhance quality and compliance for some of 

the world’s leading life sciences companies.  

 
The Virtx software suite automates a variety of leg-

acy, paper-based processes and is pre-configured to 

comply with different global standards and regulatory 

mandates such as Clinical Trial Disclosure, eCTD, 

SPL/PLR, and other electronic submissions standards. 

The workflow design of the Virtx software suite en-

ables collaborative content authoring, reviewing, ar-

chiving, and re-use – virtually eliminating inconsis-

tencies and redundancy enterprise-wide.  

 
Virtify offers comprehensive professional services for 

planning, developing, implementing, and supporting 

Enterprise Content Compliance solutions.  Our team 

has deep domain knowledge in life sciences and ex-

tensive experience with all drug development and 

regulatory processes. Combined with Virtx technol-

ogy, this enables us to deliver highly effective solu-

tions and ensure the success of client implementa-

tions.  

 

 

 

Virtify, Inc. is headquartered in Cambridge, 

Massachusetts (USA), 55 Cambridge Parkway, 

Suite 410, Cambridge, MA 02142 and has ad-

ditional facilities throughout North America, 

Europe and Asia. For sales or services informa-

tion call 617-252-0770 or visit www.virtify.com 

 

The Virtx Software Suite 

 Regulatory eCompliance  
♦ VIRTX SPL – Labeling application that complies 

with US FDA SPL R4 and PLR formats 

♦ VIRTX eCTD – eCTD builder, viewer and pub-

lisher supporting ICH as well as regional stan-

dards 

♦ VIRTX CTRR – Clinical Trial Disclosure System 

for compliance automation and management 

♦ The Virtx platform has the following applications 

to support upcoming standards: 

♦ VIRTX  PIM – Labeling supporting EU EMEA 

Product Information Management standards 

♦ VIRTX RPS – Product supporting HL7 (Health 

Level 7) Regulated Product Submission stan-

dards 

♦ VIRTX  eStability – Product supporting HL7 

Electronic Drug Stability standards  

 

Enterprise eCompliance  
♦ VIRTX SCM – Workflow enabled structured con-

tent management for collaborative document au-

thoring, reviewing, assembly, publishing, and de-

livery  

♦ VIRTX CDS – Product for managing a company’s 

Core Data Sheet including change notifications 

and response tracking 

♦ VIRTX RIS – Regulatory Information Solution 

Platform combining process, methodology and a 

modular, componentized platform for organiza-

tional-specific regulatory operations information 

♦ VIRTX RMA – Web-based Resource Management 

and tracking 

♦ VIRTX ST – Submissions Tracking and planning  

♦ VIRTX IDM – Investigator clinical trials manage-

ment  

♦ VIRTX PRS – Patient Registry/clinical trial man-

agement  

   VIRTX Solutions 
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