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2 EC Innovations

Executive
Introduction

The Science of Global Reach

Clinical Research Organizations (CROs) today face a dual challenge: the exploding volume of clinical
data and the imperative for speed. For one of the world’s top 5 CROs, managing this balance across

100+ language pairs was becoming a major challenge.

This is the story of how a Top 5 Global CRO partnered with EC Innovations to move beyond standard
translation toward a technology-enabled workflow, internally developed platforms used to support
delivery and Operational frameworks embedded into service delivery, achieving 24-hour

turnarounds through Al-assisted data integrity and specialized eCOA SSR solution across a 100+

language portfolio.
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At a Glance:

The Impact (2023-2025)

- EE

Project volume surged from 38 for the first year (2023) to over 2,500 this year (2025) with zero service

interruption.

Based on formal client feedback, 99.03% Submission-Ready Rate: Despite scaling to over 2,500 clinical
deliverables in 2025, formal feedback was received on fewer than 1% of completed projects. This
ultra-low incident rate was maintained under a 100% client-side review cycle, proving our 'First-Pass'
reliability at scale.

Across reported projects, speed: 22.6% of all requests delivered within 24 hours, ranging from
hundreds of words to over 10,000.

Specialized Scope: Full-cycle support for M5 Clinical Dossiers, pharmacovigilance, and eCOA transla-

tion and migration.

The Client

A premier global leader in clinical research, providing Phase |-V clinical trial services to the biotechnolo-
gy and pharmaceutical industries. With a significant presence around the globe, the organization

manages a diverse portfolio of global trials that require a consistent approach to both quality and

timelines.
. Industry . Scale
Contract Research Organization (CRO) Global Operations in 40+ countries
‘ Language Needs . Key Documents
100+ Language Pairs CSRs, eCOA, Pharmacovigilance, Regulatory

Correspondence

EC Innovations (ECI) began collaborating with the client via referral from a top global sponsor.
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To meet increasingly complex regulatory demands, the Client required a
specialized solution that transcended the standard vendor model,
targeting the specific operational and technical friction points that often

hinder clinical timelines.
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Client’s
Challenge

Managing High-Volume,
Minimal Error Tolerance Data

Regulatory and clinical documents often contain large volumes of
numeric data, many embedded in scanned tables or figures. Even
with careful translation and several rounds of review, some errors
may still exist in the deliverables, requiring the Client to perform
labor-intensive, manual verification after receiving vendor

deliverables.

This creates additional operational burden, slows downstream

review, and increases the risk of submission delays.
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Our
Solution
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Al-Assisted Accuracyina
Compliance-First Platform

@ ECILinkis ECI's proprietary, in-house developed
platform designed specifically for clinical and regulatory
translation workflows. ECI Link isn't justa TMS; it's a
Compliance-First Ecosystem. Built with compliance at
its core, it integrates project management, linguistic
production, and quality control into a single, controlled

environment.

Clinical Research Organization Success Case Study

During document processing, ECI Link automatically reviews
recreated editable files and applies context-aware checks to

flag potentially incorrect content.

For example, it can identify numeric inconsistencies such as
whether an “initial dose of 8 g/kg” should more appropriately
be “8 mg/kg”, or “0 74-1.09” should probably be “0.74-1.09”",

allowing potential errors to be detected early in the workflow.

In addition, we developed tailored rules and embed applica-
ble requirements directly into ECI Link based on the Client’s
style guides. For example, date formats can be automatically
standardized to DDMMYYYY or YYYY-MM-DD, and capital-
ization rules can be applied to ensure each word in profes-
sional titles or roles is consistently capitalized. This approach
significantly improves efficiency while eliminating errors

commonly introduced through manual formatting changes.

Upon completion of translation, a final, comprehensive QA
pass is performed within ECI Link, covering formatting,
terminology, numeric accuracy, and style guide compliance.
his multi-layered approach ensures deliverables fully meet
regulatory and client compliance expectations before

reaching the client.

o This hybrid model is the
1 /o primary reason we maintain
® a project feedback rate of less

than 0.1%.

O Moreover, we significantly
O /o reduce downstream rework.
Based on internal analysis and
client feedback, this approach

typically reduces client review

time by over 50%.
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Client’s
Challenge
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Licensing &
SSR Services
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Average timelines and workstreams for eCOA implementation

Source: eCOA digitisation: how to optimise licensing & screenshot review for faster turnaround times, Mapi Research Trust.

Multiple Rounds of
eCOA Screenshot Review

wording.” --Quoted from a leading authority in the COA field.

rounds, extending approval timelines by a week or more with each additional cycle.

fatigue and elevating the risk of overlooked issues across successive versions.

“In our experience, a first round of screenshot review can average 9-10 errors per COA, and 32% of projects
required 3 rounds or more of review. Reducing the number of reviews by one round can reduce the
timeline for approval by one week or more. The most frequent comments relate to wording, spelling, and
formatting. During a six-month period, these comments took up nearly 3,000 of the errors we found, which

was around 95% of total errors. Approximately 50% of errors are attributed to typos and changes in

In eCOA screenshot review (SSR) processes, a significant proportion of projects require multiple review

These repetitive, low-level discrepancies place a heavy burden on the Client’s team, increasing review
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Our
Solution
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Structured, Traceable
Quality Control for eCOA
Migration and SSR

To address the high volume of repetitive wording, typos,
formatting, and consistency issues that dominate e COA
review cycles, ECl developed Lint, a dedicated localization
quality management platform designed for e COA

migration and SSR workflows.

Within eCOA projects, ECI Lint supports structured
screen-by-screen comparison by aligning source and
target content and leveraging legacy files as reference
assets for wording validation, enabling thorough checks of
content accuracy and format consistency in line with the

Client’s eCOA requirements.

The platform uses OCR to process screenshots and
automatically align source and target screens, identifying
and recording inconsistencies in wording, typos, format-
ting, and layout—precisely the categories that account for
the majority of SSR comments—and tracking them across

versions.
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After the source/target screenshots imported, ECI Lint uses OCR to process

screenshots and automatically align source and target screens

The client’s annotations, if any, will be displayed in the middle.

Both linguists and QA reviewers can access ECI Lint to report
issues, monitor existing discrepancies, and identify new errors

throughout each review cycle. ECI Lint also supports full-text

search and editing of technical files once an error is found in the

screenshots.

By providing full visibility into issue status and quality trends, ECI
Lint reduces manual comparison effort, shortens review cycles,
and improves overall control and consistency throughout the

eCOA lifecycle.




Client’s
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Challenge

Complacency from
Existing Language Service
Provider

As one of the top CROs, the Client manages multiple vendors
across regions. Delayed responses, unclear points of contact, and
reactive communication was creating an increasing level of

anxiety among tight deadlines.

Without a service partner that takes clear ownership and
anticipates issues early, the Client’s team is forced to spend
valuable time on follow-ups and coordinate backup plans
internally. This lack of service predictability increases operational

friction and distracts the team from higher-value work.
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Our
Solution
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A Follow-the-Sun
Model with Full Service
Coverage

At EC Innovations, we understand that we aren'’t just processing documents; we are
supporting professionals who carry the immense weight of global clinical trials. We

view our team as an embedded extension of the Client’s own.

Across our life sciences operations, the following principles guide how our teams

work every day.
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Reducing Uncertainty
Through Responsive and
Accountable Service

All client inquiries were acknowledged within 30 minutes by a
dedicated global project management team, with clear ownership and

defined next steps.

To support time-critical needs, our team members remained on
standby during weekends and public holidays, ensuring the Client’s
requests were addressed promptly regardless of time zone or calendar

constraints.

As the collaboration expanded, the dedicated in-house delivery team

supporting the Client grew from 11 to 35 members, reflecting both

increasing project scope and our long-term commitment to the

program.
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Flexibility Under
Compressed and Changing
Timelines

Clinical Research Organization Success Case Study

The clinical trial environment is inherently dynamic, with timelines
frequently shifting as trial requirements evolve. On some
occasions, the sponsor requested accelerated delivery mid-proj-
ect, further compressing already aggressive schedules. When the
Client approached us with these urgent needs, our team consis-
tently prioritized finding a viable path forward, exploring every
operational option to meet the new milestones without compro-

mising quality or compliance.

over 33,000 words for
’ mainstream languages (FIGS)
words for APAC markets during
’ peak phases
5 business days

Moreover, by utilizing parallelized workflows and pre-qualified
clinical teams, we maintain a sustained daily throughput of over
33,000 words for mainstream languages (FIGS) and up to 50,000
words for APAC markets during peak phases. This massive scale
was effectively beating industry benchmarks—such as completing
full Protocol translations in 5 business days compared to the

standard 10-day commitment.

To date and measured against defined acceptance criteria, we

have maintained a 0% project rejection rate and a 0% delivery

delay rate, even under the most demanding circumstances.
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Uncompromising
Quality in High-Risk,
High-Effort Workflow

@ OCR + Manual Verification

Dual Review by Linguists

Initiated in Parallel for Urgent Projects

:} Dev Team
....................... 0

five-step
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Take the file recreation as an example. Because many source files are scanned copies with extensive
handwritten content, achieving exact consistency between the source and the recreated file is both
essential and challenging. To ensure absolute source-to-target integrity, we invested significant
time and specialized resources into the recreation process alone. Given the complexity of scanned

documents, each engineer was able to process only four to five pages per hour.

Gather the errors to fine-tune ECI Link

Translation and Review Pre-Delivery Check

Final comparison between source and
target files, with focused checks on numeric
accuracy and formatting

Source files are continuously
cross-checked to identify errors introduced
during recreation

If issues are identified

Each recreated file underwent a five-step verification process involving engineers, linguists,
translators, proofreaders, and a final pre-delivery check by the project manager. Despite the
substantial effort required, we never considered compromising quality for efficiency or cost. This
disciplined approach ensured a reliable foundation for downstream translation and safeguarded

overall submission quality.

This detailed focus on file recreation is representative of the rigor applied across every stage of our
service model. The same disciplined standards are integrated into each phase of the project—from

the linguistic and formatting stages to the final quality assurance pass.

By integrating this high-output capacity with a disciplined quality-control workflow and Al-assisted
oversight, we ensure that even the most technically demanding clinical programs move forward

without delay.
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Why the Global Life
Science Leader Chooses

EC Innovations

Empathy & Dedication

We act as an embedded extension of the Client’ team, with a deep
understanding of regulatory and clinical pressures.
This mindset drives responsive communication, accountability, and

unwavering commitment to critical timelines.

Innovation

Our proprietary platforms—ECI Link and ECI Lint—form a compli-
ance-first ecosystem that embeds regulatory, linguistic, and quality
controls directly into the workflow. This integrated approach reduces

risk, shortens review cycles, and enables confident global execution.

Agility at Scale

Our global infrastructure supports both urgent, short-turnaround
requests and large-scale, multi-language programs.
From hours to months, we scale delivery speed and capacity without

compromising control or consistency.

Strategic Commercial Leadership Driving
CRO Partnership Growth

Strategic commercial leadership and proactive operations support
enabled EC Innovations to evolve from a transactional vendor into a
trusted long-term partner for the CRO. The integrated model of Sales,
Operations, and Technology drove sustained growth and strength-

ened the partnership year over year.
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| would like to thank you for the remarkable service on this critical delivery. Delivering over
100,000 words in just three days was an incredible achievement. While | have always
known your team to be reliable and swift, | was truly impressed by your ability to maintain
that pace on such a large-scale project. It provided a great sense of relief to our team and
made our client very happy. Please extend our best regards and sincere thanks to

everyone who made this success possible.

Team Lead,
Clinical and Medical Translations
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About EC
Innovations

EC Innovations Life sciences has been working with many of today’s leading companies in
life sciences Industry for over 28 years. We comply with high quality standards to ensure
accuracy and consistency in providing language services to our clients while meeting tight

deadlines.
We specialize in providing translation and localization solutions in biotechnology, clinical
trials and medical devices, as well as eCTD publishing and international regulatory

consulting services.

For further information, please visit: www.ecinnovations.com
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