Y Arithmia Compliance you can prove, from first approval to every batch.

TRACK A - MEDICAL DEVICES & DIGITAL APPS

Everything your device or app needs for approval,

in your own cloud

One system instead of a regulatory consultant, a QMS consultant, a security firm and a cloud
team. We find the rules your product must meet and give you the cloud and quality system to
meet them.

Compliant cloud and QMS Daily proof you're compliant

- ARITHMIA PLATFORM - ARITHMIA CHECK

v A quality system built for your product: only v Connects read-only to your cloud account;
the modules its rules require nothing to move

v A compliant cloud set-up: encryption, v UK GDPR, NHS DSPT, ISO 27001, Cyber
backups, access control, tamper-proof logs, Essentials and DTAC checked every day

UK or EU data residency v Sealed evidence an auditor can trust, and the

v In your own AWS or Azure account: your app fix for any failed check
and data never come to us

Arithmia piatiorm - QMS portal ILLUSTRATIVE - SYNTHETIC DATA

Compliance profile Modules Documents Records Audit export

WHAT DOES YOUR PRODUCT DO? 11 frameworks are the minimum your product needs
. Chosen from your answers - each one becomes modules and an audit pack in your portal

Supports diag d

Delivers or guides therapy IS0 13485 78% EU MDR - UK MDR 64% FDA QMSR 52%
Quality system for any medical device Diagnostic software: Rule 11, likely Class I1a Selling in the US
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Wellness only, no medical claim

IEC 62304 81% IS0 14971 709% IEC 62366-1 45%

WHERE WILL YOU SELL IT?
We pick the rules that apply: the minimum set for a diagnostic app sold in the UK, EU and US. Shown with sample data.

THE USUAL WAY WITH ARITHMIA
Which rules apply A regulatory consultant We work it out for your product
Cloud and security Cloud engineers and a security firm Ready-made, in your own cloud
Quality system A QMS consultant and a separate eQMS A QMS built for your product
Audit evidence Gathered by hand before each audit Recorded every day

Start with a readiness assessment, including your cloud architecture

£4,950 £8,500 £12,500
Health and wellness app - 3—4 weeks Software as a medical device - 4-6 Medical device, with or without software
weeks

Book a readiness assessment, from £4,950 + VAT Arithmia - Registered in Scotland SC826807

contact@arithmia.org - arithmia.org 48 West George Street, Glasgow G2 1BP




