
Clinical Trial Disclosure 
Management: Build vs. Buy

© 2019 TrialScope, Inc. All rights reserved          |          trialscope.com



Contents

Executive Summary ................................................................................................................................................................ 

Global Compliance ................................................................................................................................................................... 

 Changing Disclosure Requirements ........................................................................................................................ 

 Compliance Focus ........................................................................................................................................................ 

 TrialScope Disclose Time Savings by Task ............................................................................................................. 

Maintaining and Enhancing the Platform ........................................................................................................................ 

 Software Updates ......................................................................................................................................................... 

 System Improvements and Best Practices ............................................................................................................ 

Quality Factors .......................................................................................................................................................................... 

 Documentation and Quality ....................................................................................................................................... 

 Computer System Validation ..................................................................................................................................... 

Resourcing Considerations .................................................................................................................................................. 

 Encoded and Retained Knowledge .......................................................................................................................... 

 Training ............................................................................................................................................................................. 

 User Experience ............................................................................................................................................................ 

Conclusion .................................................................................................................................................................................. 

3

4

4

4

4

5

5

5

6

6

6

7

7

7

7

8



Clinical Trial Disclosure Management: Build vs. Buy          |          © 2019 TrialScope, Inc. All rights reserved          |          trialscope.com 3

Executive Summary

Because software development is our core 
competency, TrialScope continues to make a 
significant investment in our technology. We employ 
agile methodologies to ensure that we can maintain 
a continuing level of responsiveness as disclosure 
requirements evolve across registries and regions.

Several top clinical trial sponsors initially had chosen 
to develop their own disclosure management 
solution. However, five of our existing customers 
abandoned that approach and ultimately selected 
TrialScope DiscloseTM as their disclosure platform. 

These organizations understand the ongoing 
investment required to support an internal  
platform and chose to refocus their resources on 
core competencies and lower the overall cost of 
ownership.

The big challenge for trial sponsors is that  
trial transparency remains a “volatile” area 
with continuously evolving requirements and 
expectations. Unlike other areas of clinical R&D, 
where change is more gradual and it is possible to 
update applications only on an annual or even less 
frequent basis, clinical trial transparency is expected 
to continue to change rapidly for at least another 
five to six years.

Following is a rundown of the numerous reasons 
why top life sciences organizations have turned to 
TrialScope for their disclosure solutions rather than 
embarking on an internal development effort.

Trial transparency 
remains a “volatile” 

area with continuously 
evolving requirements 

and expectations
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Global Compliance

Changing Disclosure Requirements

Evolving disclosure requirements – for studies in 
200-plus countries, 90 of which have disclosure 
regulations, falling under the auspices of more 
than 30 key global registries – require extensive 
monitoring, analysis and translation of the 
requirements into a robust solution. In addition to 
these regulatory changes, there are pressures to 
increase the scope of disclosure, including binding 
agreements such as the Helsinki Accords, and other 
market-driven factors such as the World Health 
Organization, AllTrials, journal articles, etc.  
TrialScope estimates that at least one FTE is 
required to maintain a solid understanding of 
current regulatory and registry requirements, to 
assess the impact of evolving legislation on future 
requirements, and to translate these into user and 
functional requirements documentation for the 
development group.

Compliance Focus

Most life sciences companies don’t have the time, 
money or resources to develop a compliance 
solution. TrialScope Disclose (formerly PharmaCM) 
has a long, proven history of supporting compliance 
efforts since the introduction of ClinicalTrials.gov in 
2007. Clinical trial sponsors realizing that time is of 
the essence may choose to evaluate and implement 
a commercial off-the-shelf solution in order to 
maintain compliance quickly and efficiently.

According to the National Library of Medicine, 
TrialScope is the heaviest user of the ClinicalTrials.
gov test system. Our customers are responsible 
for over 40% of all trials submitted by commercial 
sponsors to ClinicalTrials.gov. We boast over 
12,000+ users, which puts TrialScope in a position to 
monitor and respond to changes continuously. While 
the work we do to keep our system up to date is a 
primary focus of our organization, it is an investment 
that is shared across many organizations, rather 
than being a significant cost to a single company, 
as is case with homegrown and highly customized 
systems.

Clinical trials.gov Access

EudraCT Access

Determination of study  
details for posting

Entry into Clinicaltrials.gov

Team review of Initial posting

Updates to study postings

Team review of updates

Study Results posting

Team review of Results

Approval of Results posting

1-2 weeks

2 days

3 days

3-4 days

1-2 days

4-8 hours

2 days - 
1 week

4 days - 
1 week

2 hours

1-2 weeks

1-2 weeks

1-2 weeks

1-2 weeks

1-2 weeks

1 week

1-2 days

3-5 days

1 day

1-3 days 0 days

Typical 
Timeframe

Timeframe 
Using TrialScope 

Disclose Platform
Tasks

TrialScope Disclose Time Savings by Task

Most life sciences 
companies don’t have 

the time, money or 
resources to develop a 

compliance solution
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Maintaining and Enhancing the Platform

Software Updates

Once the emerging requirements are identified, 
they must be interpreted within the context of the 
software development lifecycle. Responsiveness, 
the addition of new features and support for new 
registry requirements are key to maintaining a 
relevant solution. This type of development requires 
an ongoing commitment including an investment 
in technical resources to keep the solution 
pertinent to current requirements and prepare it 
for future requirements. TrialScope estimates that 
the continuously evolving regulatory and registry 
requirements necessitate three to four system 
updates per year to avoid end users having to 
develop a series of inefficient work-arounds that 
result in incomplete audit trails and frustrated users.

For example, the ClinicalTrials.gov PRS has averaged 
around 70 changes per year, not all of which are 
announced in the “what’s new” notifications. This 
means protocols or results submissions that have 
been reviewed and approved for release by senior 
executives may fail submission to ClinicalTrials.gov 
since the data requirements have changed in the 
interim. Unless the disclosure system is updated 
very regularly to address these changes, sponsors 
may miss compliance deadlines whenever they 
don’t have enough time to remediate and re-
approve submissions. TrialScope, however, tracks 
updates and uncovers undocumented changes 
through continuous and extensive use of the 
ClinicalTrials.gov test system. TrialScope Disclose 
is designed to keep these messages up to date, 
which includes responding rapidly to unannounced 
updates.

System Improvements and Best Practices

While the TrialScope Disclose team includes 
subject matter experts in clinical trial transparency, 
innovative user interface and design specialists, 
and experienced product managers, the system 
evolves in collaboration with recognized leaders 
in trial disclosure in our customer community. Our 
TrialScope Labs program enables sponsors of all 
sized trial portfolios to test and refine TrialScope 
innovations. Based on their feedback and 
suggestions, the system reflects the best thinking 
across many trial sponsors, as well as proven 
disclosure best practices. Systems developed within 
a company, or by vendors with a modest number of 
customers, are not able to incorporate this broader 
perspective.
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Quality Factors

Documentation and Quality

For trial sponsors, trial transparency systems fall 
under 21 CFR Part 11 in the U.S. and the Annex 11 
in the EU, because submissions to ClinicalTrials.
gov and EudraCT are subject to inspections by 
regulatory agencies. This means development 
and maintenance of the systems require all 
the documentation typically associated with 
validated applications, including user requirements 
specifications (URS), functional requirements 
specifications (FRS), technical requirements 
specifications, configuration management 
and change-control documentation, design 
specifications, traceability matrix, not to mention 
the testing documentation, disaster recovery, 
backup and restoration plans, etc. TrialScope 
maintains these documents for TrialScope Disclose, 
making them available to our customers during 
on-site audits. Homegrown or highly customized 
systems will require development and maintenance 
of this documentation by the sponsor.

Computer System Validation

Homegrown or custom-developed systems are 
validated as a GAMP Category 5 application, which 
means, even with a risk-based approach, more 
extensive tests are required for performance 
qualification (PQ. ). Additionally, the sponsor team 
is executing the installation qualification (IQ )
a nd operational qualification (OQ )f or the initial 
implementation and subsequent upgrades.

TrialScope Disclose is developed as a GAMP 
Category 3 application, where the PQ requirements 
are much lighter, and the IQ and OQ tests are 
performed by TrialScope. To further minimize 
the testing effort for customers, TrialScope also 
provides PQ scripts relevant to each release and 
offers optional third-party validation services for 
further efficiencies.

Development and maintenance 
of the systems require all the 

documentation typically associated 
with validated applications
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Resourcing Considerations

Encoded and Retained Knowledge

One struggle for clinical trial sponsors is keeping up 
with continuously evolving requirements, assessing 
impacts of changes and then incorporating these 
into systems, work instructions and SOPs. Even 
when this is done well by an in-house expert, the 
challenge becomes retaining that expertise through 
changes in personnel. TrialScope Disclose encodes 
this expertise directly into the application, and has 
a team dedicated to monitoring and anticipating 
disclosure requirements, which means the system 
relieves the sponsor from having to maintain deep 
expertise or expend effort in translating regulatory 
and business requirements into functional 
documentation or system enhancements.

Training

The implementation of TrialScope Disclose includes 
system training, training documentation required 
to onboard new users or refresher training for 
less-frequent users. This training documentation is 
updated with each release as needed. Developing 
a system in-house necessitates creating and 
maintaining the training materials, which require 
updates along with the system at least three to 
four times per year. Additionally, TrialScope offers 
SCROMcompliant training modules that can be 
inserted in the company’s learning management, 
further saving time and ensuring that users are 
properly qualified.

User Experience

Homegrown systems often evolve slowly over 
time and are usually subject to budget cuts and 
resource constraints, especially related to the 
ongoing investment required to keep the system up 
to date with the constantly evolving requirements. 
This usually means the system offers the “bare 
essentials” where the user experience is quite 
difficult and unwieldy.

Because in-house systems are rarely updated 
often enough to keep up with the constantly 
evolving disclosure requirements, work-arounds 
become standard operating procedures and, over 
time, defeat the initial purpose of implementing 
a system in the first place. The degraded user 
experience impacts efficiency and can take a toll on 
user adoption rates, data integrity and, eventually, 
compliance.

Because in-house systems are 
rarely updated often enough to keep 

up with the constantly evolving 
disclosure requirements, work-

arounds become standard operating 
procedures 



About Trialscope

Conclusion

TrialScope is the global leader in clinical trial 
disclosure and transparency management 
technology, supporting 13 of the top 15 industry 
clinical trial sponsors worldwide. TrialScope 
provides proven solutions that optimize the 
efficiency of disclosure activities, maximize trial 
data transparency, and foster more informed, 
engaged patients through open research sharing. 

When evaluating total cost of ownership, sponsors 
must consider each of these critical components 
as part of their assessment as well as the ongoing 
costs of operation. Initial costs of developing a 
system represent the beginning of a long-term 
investment in time, money and resources. 

Competitive life sciences organizations 
understand the investment behind a valuable  
disclosure  solution. They  focus  on  their  core  
competencies  of  researching  and  developing 
new therapies, and leverage the investments that 
solution providers like TrialScope have made in 
combining regulatory, technology, and process 
expertise to support their compliance programs 
and goals.

To learn more about TrialScope, visit  trialscope.com
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