EVIDENTIQ

CLINICAL DATA SCIENCE GROUP

Safety Notifications
Made Easy

EVIDENTIQ SAFETY NOTIFICATION SOLUTION

E2B MAILER

Are you conducting a trial or non-interventional study Our new safety notification solution,
and need a reliable safety notification tool to monitor provides an auto forward functionality
adverse drug reactions (ADRs) outside of the scope of of (Serious) Adverse Events in E2B and
a full PV system? Look no further! Our safety archivable format. As it is EDC agnostic,
notification tool is designed specifically to bridge the it is the perfect notification tool for your
gap between a simple reporting and a PV system. studies.

Features

All EDC data can be referenced in the notification
E2B attachments to connect to PV Systems

PDF attachments include highlighting of changes
High reliability of 99,05%

Encryption at rest & in transit

Includes special use cases for non-interventional studies
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Global: Adverse Event and Special Situation Reporting Form

Key brouteomes:
Firden.
1.Fatal 3. Recovered/Resalved 5. ReaaveringResoling
Tdich Viedehergtel endierlolnd
2 N ith sequel 6. Unknown
Nihssiederhergtell Wideshergtel it Folgschiden. Unhelamnt
Key for seriousness:
bl i die Schvenviegrndhit.
1. Death(i yes provide dae) 5. Persistent or Significant Disability
Tod (Al j Todesdatum weeber) Blebederole g Schaden
2 - » 6. Medically Signi jeops
of death due
s usectwa)
3. Inits Hospital Ad missi 7.5 i
i i i Prookal
4. Congenital Anomaly/Birth Defect 8. Nowseriows

Global: Adverse Event and Special Situation Reporting Form
[Non-Interventional Study (NIS) /ss RiCHT AUS NICHT- LER STUDIE
NIS Protocol Number: | ML40914
15 Proteicel ummer
‘Site Number: (12
Hearenss b Zen
‘Patient Number: |12-001
P Nummer
L DETAILS ZUM BERICHTERSTATTER
Reporter Furst Name' Occupation:
Voname Bt
Reporter Sumame Phgician (specify speciality):
Nactume Arevhszin Fachaelves mgcher)
T Phyid
it
Address: | Grande Place 1
Advesac
Posial Zip Code: | Bruzelles
[~
Land
E-mail Address:
E-Mad Adveme
T ‘Number:
Telefon Nammer
Fas Nommer
(Has the Regulatory Authonity been notified of this report? OYes No DUnknown
Wiarde dic Bende (BIAIM / PET) Ober diesen Besicht isformst?
PATIENT DETAILS
|2 DETAILS ZUM PATIENTEN
Gender: @Male Weight: 85Kg
Gendiochs et
Year of Birth: 1965 Height 175 cm
Octuinan Grote
Ethmic Orign: DAsian
Biheische Zugevegbes DBlack
BCaucasian
CHispanic
DOther
(- SUSPECT PRODUCT ~ - I more than 4. conaie i AGGtora] Raievant [Eormaion. Secion
|3 VERDACHTIGES PRODUKT * - B mchs sl 4 bite weite Details i *Zusksfiche Relevasie informaticner. Alschait 7 srghzen
Product Name Indication’ condition  Dose and Umit Route Frequency Start Date
(report brand name if available)  for which the product  Desk und Elnbeit Applikation Froquen: Startdatus (or ongomg)
Produks Name 'has been prescribed
(Huselmarme sngeben, e verfbgler)  foihation | Zustand e anlacerse)
far Sehlen fan Prosiet
vebochan wanke
A Emicizumab ‘Hemophilia A without 250 mg/kg Subcutaneows 11 Week 20230103 2023-02-03
FVII imbibitors
A Emicizumab 'Hemophilia A without 100 mgkg Subcutaneows 11 Day 2023-02-06 Ongomg
FVII imhibitors
| Batch/Lot Namber (latest o ‘peior to th Bone
Chargea Nummsers (lctste Frruccpumas Desin & wr dem Focigeis versbreicht wure)
Was the suspect product discontimued due to the OYes Was the suspect product OYes
adverse event? 2No reintroduced” DONo
Wirde des verdiinipe Prshit s g i urerwasschien Wade i Therapie it dem
[Rm—ph—— i Prodall wisier
pm—
If 50, did the patient's condition resolve improve? OYes If 50, did the event reax? OYes
Fal ju st wch der Zusnd desile Putient ONo AR —— =
walshoyoe e tonst”

Global: Adverse Event and Special Situation Reporting Form

This A hasboen Seed
Delsticn Rescon: Deltad.

This AE hasbeen deleted
Deletion Resson: Delted.
AE - Mol shoulditbe sent

2230206 6 . v
Skt

This AE hasbeen deleted

Deletion Resson: Deleted.

before SAE Maler uns.

New AE Term entered - 20230306 6 s N
0 he deleted after maer

EvidentlQ offers highly available, reliable, and secure applications that scale elastically and

cost-effectively. Setup of attachments and notifications are based on templates.
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HOW DOES THE E2B MAILER MAKE SURE YOUR AE REPORTS ARE

ON TIME?

We bridge the gap between a full PV and a simple reporting system. Non-interventional studies are important in

assessing the safety and effectiveness of drugs in real-world settings. However, detecting and reporting ADRs

in NIS can be challenging due to the lack of control over the medication use and patient selection. Our safety

notification tool is tailored to address these challenges and provide a streamlined way to monitor ADRs.

Our tool uses automated algorithms to detect potential ADRs and sends notifications to investigators in real-

time. This ensures that potential safety issues are identified and reported promptly, reducing the risk of harm to

patients. By being EDC agnostic, our safety notification tool ensures that you can focus on conducting your NIS

without having to worry about the compatibility of the ADR monitoring and reporting system.

FLEXIBILITY

EDC agnostic with the comfort of
receiving the information the way you
want

High scalability for amount and type
of reports for any datapoint at any
pointin time

Cross-study reporting

Unified model of clinical data from
difference EDC Systems

Integration with other systems
Multi EDC to multi PV

Contact us today to learn more
about how our EDC agnostic safety

notification tool can benefit your
{Non-Interventional} studies.

SECURITY & AVAILABILITY

State-of-the-art technology provides a high
grade of reliability

High expertise on possible detection scenarios
for certain events

Support of industry standards (e.g. E2B R2/R3)
and CDISC ODM-XML

ISO 27001 certified data centers
HDS certification ready
Exclusively built with HIPAA eligible service

Advanced notification use (without PV system)
but custom layout reports

Hosted in Europe and 100% GDPR compliant

EvidentlQ Group GmbH
Grosse Johannisstr. 7
20457 Hamburg
Germany

Tel: +49 89 4522775-000
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