greenlight guru

Clini c al Wl th the stucy
Electronic
Data Capture
for MedTech Studies

The leading data collection toolbox
purposefully built for MedTech.

Greenlight Guru Clinical is the only electronic data capture
(EDC) system, purposefully built for MedTech. This SaaS Why Greenlight Guru Clinical?
offering allows users to collect and manage clinical data in
pre and post-market clinical studies, including registries,
cohorts, surveys, human factor testing, design validation,
and more.

Our Customers Appreciate - Made for MedTech = a modern, flexible platform
that accommodates the MedTech workflow and

operations and enables data collection

« Set up your first study in just 2 or 3 weeks vs. up
to 12 weeks in other systems or even more using
analogue methods.

Outstanding Pricing throughout the whole life-cycle of a device.
Support Team Subscription
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(5 out of 5 Stars) - We meet the regulatory requirements of the FDA,

EU, and most other countries.
User-Friendly Easy to Understand
Interface and Use Software « We ensure compliance out-of-the-bo with GCP,
|ﬁ ISO 14155:2020, FDA cfr 21 part 11.
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Get  You need to run a clinical trial for CE marking, or PMA approval and you
GG Clinical need to collect participants data in a compliant, secure way.

When? » You need to run post-market operations (vigilance, performance or PMCF)

greenlight guru
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‘%, eCRF iili, ePRO and eCOA [# Surveys
Avoid transcription errors, data Increase subject experience Collect vigilance and safety data,
entry costs, or data loss with our and fill out rates with clinical experience and feedback
electronic Case Report Forms Bring-Your-Own-Device (BYOD) with our pre-validated surveys
(eCRF). Design highly customized electronic Patient Reported specifically designed for
eCRFs in 3 easy steps. Outcomes (ePRO) via E-mail/SMS. PMCF and PMPF.

Add Ons

Concomitant Medication | Register and track subject medication and link it to Adverse Event reports
Randomization | Randomize subjects using variated block size randomization, with or without stratification
AE/SAE Reporting | Comply with ISO14155 AE/SAE reporting requirements with ready-to-use GCP based templates
eConsent | Obtain electronic signatures on informed consents with remote signing options
Translations | Create forms and send questionnaires in 35+ languages
API access | Accelerates workflows, minimizes data inconsistency, increased cross system connectivity
SMS & notifications | Send questionnaires or subject events via SMS/email
Connected devices | Collect continuous data from wearables such as smart watches
White labeling | Add your company logo and name to SMS and emails you send to subjects
File Vault | Upload large files or images, up to a total storage space limit of 4TB

€€ We’ve managed to cut weeks of work out of clinical tests simply by being more efficient in
the way that we collect and manage data, with additional benefits of data being of a higher
quality and error-free which will help us drive our products faster to market.”

Karen Elise Karlsmose Boel,
Head of Clinical Audiology and Usability, SIV - Oticon

Experience the
Difference.

Greenlight Guru Clinical offers a modern, flexible

SEE THE DEMO —»
approach that accommodates the fact that clinical activities
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for MedTech are as different as the devices are many. _> CI I n |Ca|



