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EDC and Paper CRF can be combined into One Database:
RealWorld Hybrid System

The RealWorld Data Solution has a Hybrid system which provides the choice between a
paper CRF or an EDC study or both. There is a Double Data Entry (DDE) feature to ensure
optimum data accuracy. Furthermore the Hybrid system’s seamless interface significantly
reduces study costs.

2 Speedy Set-Up:
2 stage system release

The study can be set-up speedily because the 2 stage system (case registration system &
CRF system) release enables patient enrolment to commence while the CRF is being
developed. This means that data collection from registered patients can commence as soon
as the CRF is released (~ 1 month post registration release).

3 Powerful tool for enhancing Data Quality:
RealWorld Query Management System (QMS)

A comprehensive Query MS enables frontend edit checks (eCRF only) and complex backend
checks (paper and eCRF). Complex backend checks are written and deployed via RealWorld
Rulewriter to ensure optimum data accuracy throughout the study. As a result monitoring

visits and helpdesk calls are significantly reduced, shortening the time to study completion.

’ Flexible study monitoring system supports MRs:
RealWorld Tracker Management System (TMS)

The Medical Representatives (MR) can monitor study progress in realtime. The MR
can rapidly identify metrics such as the number of patients enrolled and number of
adverse events reported.

5 Most Cost Effective Solution

The RealWorld PMS study solution makes data collection and management simple and
affordable. For PMS studies it’s seamlessly integrated interface saves time for busy
doctors & MRs and reduces study cost.



Trust RealWorld Data Solutions

MRs can monitor study
progress in real time.

RealWorld Tracker MS

They can manage:
- Number of patients per doctor
- Study milestone dates

- Number of AE’s reported
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Overview of the RealWorld Data Solution

Stage 1 of 2: Earlier
enroliment to shorten
the time to go-live.

Main information
is displayed on
Top Page.
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Why choose RealWorld solutions for PMS studies?

Proven track record with leading pharma

For over a decade we have established a global reputation as a preferred vendor of an
Electronic Data Capture system for Post Marketing Surveillance (PMS) studies to world
leading pharmaceutical companies. Our software has been deployed successfully across
Europe including Ireland, UK, France, Netherlands, Germany, Austria, Slovakia and
Slovenia. We continue to expand our global outreach - our largest study to date was
conducted in Russia by a leading Japanese Pharma company. This study involved over
700 doctors and 21,000 patient visits across 6000km and 6 time zones.

Developed specifically for the Japanese market
We have spent over 3 years tailoring our software specifically for PMS studies in the

Japanese market. This has led to the development of the ‘RealWorld PMS Study
Solution’ - exclusively licensed to CMIC in 2017.

Eases Burden on Medical Representatives
The RealWorld PMS study solution’s seamlessly integrated interface eases the workload

on Medical representatives through increased access to the doctor population,
enhanced study oversight, shortened study completion times and reduced study costs.

CDISC certified and 21 CFR part 11 compliant

We recognize the importance of complying with the global gold standard for medical
research as well as Japanese ER/ES Guidelines.



RealWorld Data Solutions offer a flexible
pricing model.

This economical pricing model makes RealWorld Data
Solutions suitable for both small and large studies.

CMIC PMS will be happy to provide pricing for individual
studies. Please contact us as detailed below.

L] L] |

Meet with us Arrange a Demo Prepare cost proposal

Contact Details : CMIC PMS co., Ltd
E-mail : realworld-edc@cmic.co.jp
Tel : + 81-3-6779-8153 oe/2017




