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A few words about

Matrix Medika



Automation

Matrix Medika- Israel's leading provider of software 

development, regulation and cyber security services 

for the healthcare industry



iRen is the world's first all-in-one Digital Dialysis Clinic, 
allowing people treated for kidney disease to perform 
Peritoneal Dialysis anywhere, safely, simply and 
effectively!

IDA - Intelligent Dialysis 
Assistant

Remote Medical 
Team









FDA submissions

CE submissions

IEC 62304 compliance

Cyber Security & Compliance           

•Compliance assessment (per FDA and CE guidance)

•Penetration Testing

•FDA/CE Cyber Report

HIPAA, GDPR Compliance

•Compliance assessment and Gap analysis in product and 

company level

•Company adoption (procedures, terms & conditions, training)

ISO 27001 \ 27799 \ 27017

Regulation, Cybersecurity, Privacy



Prediction is very difficult, 

especially if it’s about the future

either

Niels Bohr, Nobel laureate in Physics and father of the 

atomic model

or

famous baseball player, Yogi Berra



Healthcare trends 2010 till today

• Electronic Health Records 

• Telehealth and Telemedicine

• Wearable Devices and Remote Monitoring

• Artificial Intelligence (AI) in Healthcare

• Precision Medicine

• Health Information Exchange (HIE)

• Robotics and Automation

• Blockchain in Healthcare

• 3D Printing in Healthcare



The Top 5 Healthcare Trends In 2023

Artificial 

Intelligence in 

Healthcare

Remote Healthcare - 

Virtual Hospitals, 

Healthcare 

Communities, and 

Telehealth

Wearable Medical 

Devices

Personalized 

Healthcare

Retail 

Healthcare





Top 100 medical and healthcare startups in Israel
Updated June 18 2023



So… Let’s take a look

https://pubmed.ncbi.nlm.nih.gov/33383160/







1. Medical Imaging: Generate synthetic medical images that closely resemble 

real patient data. This can be valuable for training and evaluating imaging 

algorithms

2. Data Augmentation: Augment existing medical datasets by generating new 

synthetic samples. This is particularly useful when the available data is 

limited or when privacy concerns restrict data sharing. 

3. Drug Discovery: Generation of new molecules with desired properties for 

drug discovery. 

4. Synthetic Patient Data: Generate synthetic patient data while preserving 

privacy and confidentiality. 

5. Personalized Medicine: Generating individualized treatment plans based on 

patient data and medical knowledge. Predicting disease progression, 

treatment response, and potential adverse events by generating synthetic 

patient trajectories or simulating interventions.

6. Medical Simulation and Training: Generate synthetic anatomical models, 

surgical simulations, or virtual patient scenarios that healthcare professionals 

can use for practice, training, and improving their skills. This can enhance 

surgical planning, decision-making, and patient outcomes.





Genomics, Proteomics, Metabolomics, Metagenomics, Phenomics and Transcriptomics. 

Omics aims at the collective characterization and quantification of pools of biological 

molecules that translate into the structure, function, and dynamics of an organism or 

organisms

https://en.wikipedia.org/wiki/Genomics
https://en.wikipedia.org/wiki/Proteomics
https://en.wikipedia.org/wiki/Metabolomics
https://en.wikipedia.org/wiki/Metagenomics
https://en.wikipedia.org/wiki/Phenomics
https://en.wikipedia.org/wiki/Transcriptomics
https://youtu.be/07LFtgoNYWg


Regulation



Machine Learning (ML)

ML GAMP and Regulation (FDA and CE)

•AI / ML Marketing Submission Recommendations for a 

Predetermined Change Control Plan for Artificial 

Intelligence/Machine Learning -Enabled Device Software 

Functions

•AAMI 34971:2023 Application of ISO 14971 to machine 

learning in artificial intelligence. Guide

•US Food and Drug Administration. “Good Machine 

Learning Practice for Medical Device Development: 

Guiding Principles”.

•Applying GAMP® Concepts to Machine Learning



Cybersecurity standards, FDA guidances

• FDA Guidance: Cybersecurity in Medical Devices: Quality System Considerations and 

Content of Premarket Submissions

• FDA Guidance: Postmarket Management of Cybersecurity in Medical Devices

• FDA Guidance: Cybersecurity for Networked Medical Devices Containing Off-the-Shelf 

(OTS) Software

• MDCG 2019-16 - Guidance on Cybersecurity for medical devices

• ANSI/AAMI TIR57:2016 – Principles for Medical device security – Risk Management will 

be employed

• NIST.SP.800-53r5

• ANSI/AAMI SW96:2023 Standard For Medical Device Security - Security Risk 

Management For Device Manufacturers



Cybersecurity Design and V&V in practice



• (Continuous) Machine Learning

• Genomics

• Omics

• Gen AI



Thank you

Moshe

054-6695800

moshe@medi-software.com
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