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1.

2.

3.

Council Directive 93/42/EEC Concerning Medical Devices, Last Amended by Directive 2007/47/EC of the
European Parliament and of the Council.

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).

Committee for Medicinal Products for Human Use (CHMP) : Guideline on the Non-Clinical Development of

Fixed Combinations of Medicinal Products (2008).

() W8 5% ¢12h 2R (FDA Guidance Documents)

1.
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11.
12.
13.
14.

15.
16.
17.
18.
19.
20.
21,
22,

Supplement Definitions, Bundling Multiple Devices in a Single Application, and Fees for Combination
Products.

. Combination Products: Submission and Resolution of Formal Disputes Regarding the Timeliness of

Premarket Review of a Combination Product (Dispute Resolution Guidance).

. Content and Format of Investigational New Drug Applications (INDs) for Phase 1 Studies of Drugs, Including

Well-Characterized, Therapeutic, Biotechnology-derived Products.

. Current Good Manufacturing Practice for Combination Products.

. Dissolution Testing of Immediate Release Solid Oral Dosage Forms.

. Drug Master Files.

. Drug Metabolism/Drug Interaction Studies in the Drug Development Process: Studies in Vitro.
. Environmental Assessment of Human Drug and Biologics Applications.

. Estimating the Safe Starting Dose in Clinical Trials for Therapeutics in Adult Healthy Volunteers.

. Extended Release Oral Dosage Forms: Development, Evaluation, and Application of In Vitro/In Vivo
Correlations.

Format and Content of the Human Pharmacokinetics and Bioavailability Section of an Application.

Format and Content of the Nonclinical Pharmacology/Toxicology Section of an Application.

How to Write a Request for Designation.

Immunotoxicology Evaluation of Investigational New Drugs INDs for Phase 2 and Phase 3 Studies:
Chemistry, Manufacturing, and Controls Information.

Master Files: Part 111 — Guidance on Scientific and Technical Information.

Nonclinical Studies for Development of Pharmaceutical Excipients.

PAT — A Framework for Innovative Pharmaceutical Development, Manufacturing, and Quality Assurance.
Premarket Approval Application Modular Review.
Single Dose Acute Toxicology Testing for Pharmaceuticals.
Submitting Supporting Documentation in Drug Applications for the Manufacture of Drug Substances.
Submitting Documentation for the Manufacturing of and Controls for Drug Products.

Non-Clinical Engineering Tests and Recommended Labeling for Intravascular Stents and Associated

Delivery Systems.



23. Use of International Standard 1SO 10993-1, "Biological Evaluation of Medical Devices - Part 1: Evaluation
and Testing within A Risk Management Process" (2016)

24. Class Il Special Controls Guidance Document: Polymethylmethacrylate (PMMA) Bone Cement; Guidance
for Industry and FDA (2002).

(2)~ % B4 3%5% 1 ¢ 1 (ASTM Standards)
1. ASTM D638 Standard Test Method for Tensile Properties of Plastics (2010).
2. ASTM D732 Standard Test Method for Shear Strength of Plastics by Punch Tool (2017).
3. ASTM D790 Standard Test Method for Flexural Properties of Unreinforced and Reinforced Plastics and
Electrical Insulating Materials (2017).
4. ASTM D2990 Standard Tensile, Compressive, and Flexural Creep and Creep Rupture of Plastics (2017).
5. ASTM E399 Standard Test Method for Plane-Strain Fracture Toughness of Metallic Materials (2017).
6. ASTM E647 Standard Test Method for Measurement of Fatigue Crack Growth Rates (2011).
7. ASTM F451 Standard Specification for Acrylic Bone Cement (2016).
8. ASTM F1980 Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices (2007).

()~ R #F S42{c it ¢ &% . (ICH Guidance Documents)
1. Q1A (R2) Stability Testing of New Drug Substances and Products.
2. Q1B Photostability Testing of New Drug Substances and Products.
3. Q1D Bracketing and Matrixing Designs for Stability Testing of New Drug Substances and Products.
4. Q2B Validation of Analytical Procedures: Methodology.
5. Q3A (R) Impurities in New Drug Substances.
6. Q3B (R) Impurities in New Drug Products.
7. Q3C Impurities: Residual Solvents, December.
8. Q6A Specifications: Test Procedures and Acceptance Criteria for New Drug Substances and New Drug
Products: Chemical Substances.
9. S2B Genotoxicity: A Standard Battery for Genotoxicity Testing of Pharmaceuticals.
10. S7A Safety Pharmacology Studies for Human Pharmaceuticals.
11. S2A Specific Aspects of Regulatory Genotoxicity Tests for Pharmaceuticals.

()~ BPEAR A i = 4R 2 (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. ISO 10993-7 Biological Evaluation of Medical Devices -- Part 7: Ethylene Oxide Sterilization Residuals
(2008).



6. 1ISO 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. 1SO 10993-12 Biological Evaluation of Medical Devices - Part 12: Sample Preparation and Reference (2012).

9. 1SO 11607 Packaging for Terminally Sterilized Medical Devices (2000).

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

11. ISO 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. I1SO 11137-2 Sterilization of Health Care Products - Radiation - Part 2: Establishing the Sterilization Dose
(2015).

14. 1SO 11137-3 Sterilization of health Care Products - Radiation - Part 3: Guidance on Dosimetric Aspects of
Development, Validation and Routine Control (2006).

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 ISO
17665-1 (2009).

17. 1SO 2248 Packaging - Complete, Filled Transport Packages - Vertical Impact Test by Dropping (1985).

18. ISO 8318 Packaging - Complete, Filled Transport Packages and Unit Loads - Sinusoidal Vibration Tests
Using A Variable Frequency (2000).

19. 1SO 5833 Implants for Surgery - Acrylic Resin Cements (2002).

(<)~ # W# 2 (USP)

1. <71> Sterility
2. <724> Drug Release
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