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13. How to Write a Request for Designation.

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

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

16. Nonclinical Studies for Development of Pharmaceutical Excipients.

17. PAT - A Framework for Innovative Pharmaceutical Development, Manufacturing, and Quality Assurance.

18. Premarket Approval Application Modular Review.

19. Single Dose Acute Toxicology Testing for Pharmaceuticals.

20. Submitting Supporting Documentation in Drug Applications for the Manufacture of Drug Substances.

21. Submitting Documentation for the Manufacturing of and Controls for Drug Products.

22.Class Il Special Controls Guidance Document for Certain Percutaneous Transluminal Coronary Angioplasty
(PTCA) Catheters

23. Coronary Drug-Eluting Stents - Nonclinical and Clinical Studies (draft). 2008/03/26.

24. Coronary Drug-Eluting Stents - Nonclinical and Clinical Studies -Companion Document (draft). 2008/04/07

25. Non-Clinical Engineering Tests and Recommended Labeling for Intravascular Stents and Associated
Delivery Systems.

26. General Considerations for Animal Studies for Cardiovascular Devices.

(=)~ 2 AR ¢ %% (ASTM Standards)

1. ASTM F1984-99 Whole Complement Activation in Serum by Solid Materials.

2. ASTM F2065-00el Alternative Pathway Complement Activation in Serum by Solid Materials.

3. ASTM F2119-07 Standard Test Method for Evaluation of MR Image Artifacts from Passive Implants


http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM072196.pdf
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm071863.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm071863.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm220760.htm
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12.

13.
14.

15.

ASTM F1980 (2007) Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices
F'% # %14 § 372 % (ICH Guidance Documents)
Q1A(R2) Stability Testing of New Drug Substances and Products.
Q1B Photostability Testing of New Drug Substances and Products.
Q1D Bracketing and Matrixing Designs for Stability Testing of New Drug Substances and Products.
Q2B Validation of Analytical Procedures: Methodology.
Q3A(R) Impurities in New Drug Substances.
Q3B(R) Impurities in New Drug Products.
Q3C Impurities: Residual Solvents, December.
Q6A Specifications: Test Procedures and Acceptance Criteria for New Drug Substances and New Drug
Products: Chemical Substances.
S2B Genotoxicity: A Standard Battery for Genotoxicity Testing of Pharmaceuticals.
ST7A Safety Pharmacology Studies for Human Pharmaceuticals.
S2A Specific Aspects of Regulatory Genotoxicity Tests for Pharmaceuticals.
-5 K 3_&'_%\ #- % (1SO Standards)
I1ISO 10993-1 (2009) Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk
management system.
ISO 10993-2 (2006) Biological evaluation of medical devices — Part 2: Animal welfare requirements.
1ISO 10993-3 (2009) Biological evaluation of medical devices - Part 3: Tests for genotoxicity, carcinogenicity
and reproductive toxicity.
1ISO 10993-4 (2002) Biological evaluation of medical devices - Part 4: Selection of tests for interactions with
blood.
ISO 10993-5 (2009) Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity.
1ISO 10993-7 (2008) Biological evaluation of medical devices -- Part 7: Ethylene oxide sterilization residuals.
1ISO 10993-10 (2010) Biological evaluation of medical devices - Part 10: Tests for irritation and skin
sensitization.
1ISO 10993-11 (2009) Biological evaluation of medical devices - Part 11: Tests for systemic toxicity.
1SO 10993-12 (2009) Biological evaluation of medical devices — Part 12: Sample preparation and reference.
ISO 11607 (2000) Packaging for Terminally Sterilized Medical Devices.
1SO 11607-1 (2006) Packaging for terminally sterilized medical devices - Part 1:Requirements for materials,
sterile barrier systems and packaging systems.
1SO 11607-2 (2006) Packaging for terminally sterilized medical devices - Part 2:Validation requirements for
forming, sealing and assembly processes.
1SO 2248 (1985) Packaging — Complete, filled transport packages — Vertical impact test by dropping.
ISO 8318 (2000) Packaging — Complete, filled transport packages and unit loads — Sinusoidal vibration tests
using a variable frequency.
1ISO11135-1 (2014) Sterilization of health care products - Ethylene oxide - Part 1: Requirements for

development, validation.



16.1S011137-1 (2006) Sterilization of health care products — Radiation- Part 1: Requirements for development,
validation and routine control of a sterilization process for medical devices.

17.1S0 25539-1 (2003) Cardiovascular implants - Endovascular devices -Part 1: Endovascular prostheses.
(=)~ ¥ A¥F (USP)

1. <788> Particulate Matter in Injections (Small VVolume)
2. <85> Bacterial Endotoxins

3. <71> Sterility

4. <151> Rabbit Pyrogen Test

5. <724> Drug Release

6. <905> Content Uniformity
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