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1ISO 10993-1:2018 Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk management system

1ISO 14971:2019 Medical devices - Application of risk management to medical devices

ISO 10993-3:2014 Biological evaluation of medical devices Part 3: Tests for genotoxicity, carcinogenicity and reproductive toxicity

1ISO 10993-4:2017 Biological evaluation of medical devices Part 4: Selection of tests for interactions with blood

1SO10993-18:2020 Biological evaluation of medical devices - Part 18: Chemical characterization of materials

EN I1SO 10993-17:2009 Biological evaluation of medical devices — Part 17: Establishment of allowable limits for leachable substances

EN I1SO 10993-5:2009 Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity

EN ISO 10993-10:2013 Biological evaluation of medical devices - Part 10: Tests for irritation and skin sensitization

EN ISO 10993-11:2017 Biological evaluation of medical devices - Part 11: Tests for systemic toxicity

1ISO 10993-12:2012 Biological evaluation of medical devices Part 12: Sample preparation and reference materials

EN ISO 10993-6:2016 Biological evaluation of medical devices — Part 6: Tests for local effects after implantation

ICH M7. (2014). Assessment and Control of DNA Reactive (Mutagenic) Impurities in Pharmaceuticals to Limit Potential Carcinogenic Risk.
Creating a Holistic Extractables and Leachables (E&L) Program for Biotechnology Products Kim Li, Gary Rogers, Yasser Nashed-Samuel, et al. PDA J Pharm Sci and Tech 2015, 69 590-619
CDRH Scientific perspective on Chemical analysis and Toxicological Risk assessment for Medical devices, SOT, FDA Presentation, 2019.
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