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The benefits of quick access to submission documents are 

tangible; the ability to access the right document during an audit 

can make the difference between compliance and a finding from 

the inspector. An up-to-date archive can facilitate business 

development through enabling the due diligence associated with 

the purchase or sale of individual products or entire companies.  

 

Health Authorities mandate tightly controlled and “evergreen” 

documentation for drug submissions. Soon medical device 

submission documentation will also fall under increasing 

regulation forcing companies to set new standards and 

processes for their archives. 

 

How can you transform a mixed 
collection of paper, hybrid and 
electronic documents, stored in 
multiple locations, into a strategic 
asset? 

Problem 

White Paper 

Drivers for Change 
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It is far too common for companies to have large volumes of 

Dispersed, Disorganized…. Dangerous submission 

archives and this puts them at risk. Many companies have 

not seen their submission archives as an asset; rather they 

are viewed as a necessary cost of doing business. How can a 

mixed collection of paper, hybrid and electronic documents, 

stored in multiple locations be seen as an asset? It 

can’t….not until a company decides that their submission 

archive is actually a vital element of the organization’s most 

precious asset; its intellectual property.   

Solving the challenge of converting a messy “3D” archive into 

a useful, easy and strategic asset requires only that a 

company follows a methodology that accounts for not only 

the unstructured document content but also leverages 

metadata to describe each element. The right methodology 

will make it possible for a company to improve their entire 

submission dossier of every product they own. Then the 

vision of immediately retrieving any submission record in a 

product’s lifecycle can be realized.  

v Prioritize Portfolio: Base prioritization on impact to 
business and/or compliance risk 

v Design Archive Structure: Ensure the new archive and 
data model meets all needs 

v Locate, Standardize Content: Ensure all records are 
included, and convert each record into the electronic 
standard and name consistently  

v Migrate and Index: Move and catalog the content in the 
secure, central location  

v Measure: Collect and report progress to illustrate success 

 

The Solution 

Ultimately the goal is to provide in 
one location, the entire series of 
back and forth communications 
between a Regulator and the 
Sponsor about a specific product 
and/or topic. When this is achieved, 
each topic forms a “product story” 
that can be followed from start to 
finish.  

  
The Dilemma 

 

The Solution 
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The Methodology – An Easy Visual 
 

    

 

  

  

  

 Prioritize Portfolio 

While it may seem ideal to convert all submission archives at 

the same time, in reality it is best to determine a prioritized list 

of products to ensure the biggest return on the conversion 

process. Choose the most active, most high risk or most 

profitable product(s) so the company can immediately start 

seeing benefits. 

 Design Archive Structure 

This step shouldn’t be rushed. A key element of the archive 

conversion is not just the organization of files, but the 

agreement of what documents should be retained in the 

archives. The last thing you want is to re-think a decision 

requiring the team to go back to fix all the completed work. 

During this step it is vital to gain agreement from the entire 

stakeholder community on the archive design before any 

work begins. Consider this when making design decisions. 

When documents are requested by a regulatory 

agency/inspector, it’s not only important to produce the files 

quickly, it’s also important to produce the correct files, and to 

provide only the information that should be shared. 
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Now let’s break this graphic down so you can 

understand the value and outcomes of each 

step. 
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Unofficial correspondence, such as hand-written notes, and 

incomplete files are examples of what would be Dangerous 
to have in the official archives. Determining and applying the 

correct retention rules for files is critical to the quality of the 

finished project. Obtaining and understanding Corporate 

Retention Records and Policies is essential for compliance.   

Locate, Standardize Content 

This is where the fun begins – understanding the locations of 

files can be complex, especially for companies that have been 

bought/sold, or have transferred products into and out of their 

portfolio. Paper files may be located in multiple physical 

locations; electronic files can be on shared drives, servers, or 

employee hard drives. Regardless of the variety of physical 

file locations, each document needs to be pulled from its 

current location, scanned or converted to a searchable 

electronic format and standard naming conventions must be 

applied. 

Migrate and Index 

This may sound tedious but it’s vital! This step separates the 

organized archive from a Dispersed, Disorganized collection 

of files. While anyone can find a single document, it’s far more 

valuable to have the archive organized in a manner that will 

return the complete “product story.” By first identifying each 

document’s type (e.g. submission type, Health Authority 

contact report, acknowledgement letter, approval letter, etc.) 

and its relationship to other documents pertaining to a specific 

topic, connections can be established in the archiving 
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 database. During this step, potential gaps in the “product 

story” such as missing submissions or approval letters are 

captured on a gap assessment with an action plan to close all 

confirmed gaps.  

Pulling together the pieces of submissions and 

communications and tying them together produces a 

complete, organized file collection. Ultimately the goal is to 

provide in one location, the entire series of back and forth 

communications between a Regulator and the Sponsor about 

a specific product and/or topic. When this is achieved, each 

topic forms a “product story” that can be followed from start to 

finish.  

Measure  

Don’t forget that an important component of any large project 

is to track and report on overall progress. It’s not uncommon 

for companies to have hundreds of applications in need of an 

archive conversion project. Projects of this magnitude require 

the processing of tremendous amounts of documentation, 

understanding the content and creating “product stories.” To 

have continued support and a robust solution you must 

collect and report metrics on a regular basis and periodically 

assess overall progress to goals. Revisit the quality checks, 

gap assessments and action plans and make this part of the 

measures of success. 
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Key Considerations and Reminders 

Communication  

Communicate clearly and often - This will 

level set expectations and ensure 

progress to goal. 

Quality Checks 

Important and frequent – Looking at piles 
of data and organizing a disorganized 
process takes rigor and dedication. It’s 
not uncommon to find that you have 
made mistakes going through these 
laborious tasks. Check your own work, 
and have your colleagues check your 
work. Check and recheck your progress 
to make sure you’re minimizing the risks 
and not adding to them by introducing 
new mistakes. 

Gap Assessment 
Capture and illuminate gaps that may put 
the organization at risk. The gap 
assessment should be well organized, 
clear and concise. You can use this as a 
tool to measure project goals. 

Action Plan 
Create an action plan to resolve issues 
documented in the gap assessment. The 
action plan should have names and dates 
to ensure closure. Realize that some 
gaps can be closed quickly while others 
may take significantly longer; but all must 
be tracked to ensure closure. 
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One client has said, “My 

regulatory employees can 

spend up to 1/3 of their time 

searching for information in 

the archive rather than 

forming Regulatory Strategy 

and making Regulatory 

Decisions.” 

 

 

Archiving is often seen as a compliance burden rather than a 

strategic asset. It is an activity that must be done but rarely is 

thought given to the advantages. The benefits of having a 

centralized, organized electronic archival and retrieval structure 

are numerous and include organizational and financial benefits. 

Companies who invest in the creation of an organized archive 

observe increased productivity with benefits reaching outside of 

Regulatory Affairs. During an inspection, employees can 

produce the right document within the expected timeframe, 

enabling the organization to maintain a cohesive legal and 

regulatory position.  

Our team has enabled customers to tell their “product story” 

with confidence, every time. We drove down their compliance 

risks and helped them stop wasting time searching a “3D” 

archive!   

Contact us at www.raosolutions.net for more information. 

 

Final Thoughts 
 

Enjoy the Benefits 


