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Guidance for Pre-clinical Testing of Dental Bone Grafting Material / Resorbable Calcium Salt
Bone Void Filler Device Containing Materials Derived from Animal Sources
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(1) ¥ 3 |+ 325 (Cytotoxicity) - 1SO 10993-1 (2009)

+ 1S0O 10993-3 (2014)

(2) iE a7 (Sensitization) - + 1S0 10093-5 (2000)

(3) st A P T 3s& 5% (Irritaion / Intracutaneous reactivity) . 1SO 10993-6 (2016)
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(=) ®HERFLR §(EC)E R 5 ¢ 2k (EMEA)2 2. (Documents)
1. Council Directive 93/42/EEC Concerning Medical Devices, Last Amended by Directive 2007/47/EC of the

European Parliament and of the Council.

2. MEDDEYV 2.1/3 rev 3 Borderline Products, Drug Delivery Products and Medical Devices Incorporating, as An

Integral Part, An Ancillary Medicinal Substance or Ancillary Human Blood Derivative (2007).
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() W8 5%F ¢ 12k 22 (FDA Guidance Documents)
1. FDA Guidance - Class Il Special Controls Guidance Document: Dental Bone Grafting Material Devices (2005).
2. Medical Devices Containing Materials Derived from Animal Sources (2019)
3. Use of International Standard 1SO 10993-1, "Biological Evaluation of Medical Devices - Part 1: Evaluation and
Testing within A Risk Management Process" (2016)
4. Guidance for Industry: Pyrogen and Endotoxins Testing: Questions and Answers (2012)
(2)~ % B4 3%5% 1 & 1 (ASTM Standards)
1. ASTM F1088 - 04a Standard Specification for Beta-Tricalcium Phosphate for Surgical Implantation (2010).
2. ASTM F1980 Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices (2007).
()~ F% % 5 qcit ¢ &2 R (ICH Guidance Documents)
1. ICH Q5A (R1) Quality of Biotechnological Products: Viral Safety Evaluation of Biotechnology Products
Derived from Cell Lines of Human or Animal Origin.
()~ BIPEAR A i e 4R 28 (1SO Standards)

1. ISO 10993-1 Biological Evaluation of Medical Devices - Part 1: Evaluation and Testing within A Risk
Management System (2009).

2. 1SO 10993-3 Biological Evaluation of Medical Devices - Part 3: Test for Genotoxicity, Carcinogenicity and
Reproductive Toxicity (2014).

3. 1SO 10993-5 Biological Evaluation of Medical Devices - Part 5: Tests for In Vitro Cytotoxicity (2009).

4. 1SO 10993-6 Biological Evaluation of Medical Devices -- Part 6: Tests for Local Effects after Implantation

(2016).

5. 1SO 10993-7 Biological Evaluation of Medical Devices -- Part 7: Ethylene Oxide Sterilization Residuals
(2008).

6. 1SO 10993-10 Biological Evaluation of Medical Devices - Part 10: Tests for Irritation and Skin Sensitization
(2010).

7.1S0 10993-11 Biological Evaluation of Medical Devices - Part 11: Tests for Systemic Toxicity (2018).

8. ISO 10993-12 Biological Evaluation of Medical Devices - Part 12: Sample Preparation and Reference (2012).

9. ISO 11607 Packaging for Terminally Sterilized Medical Devices (2000).

10. ISO 11607-1 Packaging for Terminally Sterilized Medical Devices - Part 1: Requirements for Materials, Sterile
Barrier Systems and Packaging System (2009).

11. 1SO 11135-1 Sterilization of Health Care Products - Ethylene Oxide - Part 1: Requirement for Development,
Validation (2014).

12. ISO 11137-1 Sterilization of Health Care Products - Radiation - Part 1: Requirements for Development,
Validation and Routine Control of A Sterilization Process for Medical Devices (2015).

13. 1S011137-2 Sterilization of Health Care Products - Radiation - Part 2: Establishing the Sterilization Dose
(2015).

14. 1SO11137-3 Sterilization of health Care Products - Radiation - Part 3: Guidance on Dosimetric Aspects of
Development, Validation and Routine Control (2006).
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15. 1SO 17665-1 Sterilization of Health Care Products - Moist Heat - Part 1: Requirements for the Development,
Validation and Routine Control of A Sterilization Process for Medical Devices (2006).

16. 1SO 17665-2 Sterilization of Health Care Products - Moist heat - Part 2: Guidance on the Application of 1SO
17665-1 (2009).

17. 1SO 22442-1 Medical Devices Utilizing Animal Tissues and Their Derivatives - Part 1: Application of Risk
Management (2015).

18. 1SO 22442-2 Medical Devices Utilizing Animal Tissues and Their Derivatives - Part 2: Controls on Sourcing,
Collection and Handling (2015).

19. I1SO 22442-3 Medical Devices Utilizing Animal Tissues and Their Derivatives - Part 3: Validation of the
Elimination and/or Inactivation of Viruses and Transmissible Spongiform Encephalopathy (TSE) Agents
(2007).

20. ISO 22442-4 Medical Devices Utilizing Animal Tissues and Their Derivatives - Part 4: Principles for
Elimination and/or Inactivation of Transmissible Spongiform Encephalopathy (TSE) Agents and Validation
Assays for Those Processes (2010).

21. 1SO 13175-3 Implants for Surgery - Calcium Phosphates - Part 3: Hydroxyapatite and Beta-Tricalcium
Phosphate Bone Substitutes (2012).

(=)~ % B#EL (USP)
1. <71> Sterility
2. <151 > Pyrogen Test



