
ACCORDING TO MEET MEDTECH INTERNATIONAL MARKET NEEDS (FDA, EU, ext)
Both EU MDR and FDA requires detailed information regarding test design, complete test or study protocols, methods of 

data analysis, in addition to data summaries and test conclusions regarding in particular biocompatibility of the device 

including the identification of all materials in direct or indirect contact with the patient or user;
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Materials mapping and checklist

Manufacturing and processing chemical risks

Chemical identification 

Chemical database search plan

Validation of testing houses GLP and protocols

Application of Risk evaluation ISO 10993 - Part 17

Toxicologist verification of plan

Adjustment for Body Weight for indicated population

Threshold of Toxicological Concern (TTC)

Clinical Exposure Duration / Duration of Use

Clinical Exposure Assessment and Target Health Based Endpoints

Chemical Literature Review findings

Testing lab validations (GLP) and qualification of personnel

Biological endpoints test protocols

Packaging Materials

Sterilisation Technique and Biocompatibility Impact

Risk Evaluation  ISO 14971 Confirmation for Biological Evaluation

Final Conclusion on Biological Safety Endpoints of the 

Product for its Intended Purpose

Biological endpoints Test Reports

Confirmation of Biological endpoints to confirm biological safety

Repeat-Dose Toxicity

Genotoxicity/Carcinogenicity

Reproductive/Developmental Toxicity

Acute Toxicity

Risk Characterisation of Chemical(s) Identified in [DEVICE]

Irritation

Sensitisation

Deriving a Permitted Concentration from TTC

Risk Benefit Analysis

Medical Tolerable Intake (TI), Tolerable Exposure (TE) 

and Margin of Safety (MOS)

Qualification of Personnel Performing Biological Evaluation

Product Description

Intended Use and Interaction/Contact with Body

Biological Endpoints summary

Overall Risk/Benefit Evaluation
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