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ISO 10993-1 (2009)

- 1SO 10993-3 (2009)

ISO 10993-5 (2009)
ISO 10993-6 (2007)

+ 1SO 10993-10 (2010)

1SO 10993-11 (2009)

+ 1SO 10993-12 (2009)
- MEDDEV 2.1/3 rev 3

(2007) Borderline
Products, Drug Delivery
Products and Medical
Devices Incorporating,
as An Integral Part, An
Ancillary Medicinal
Substance or Ancillary
Human Blood
Derivative.

+ Committee for

Medicinal Products for
Human Use (CHMP) :
Guideline on the
Non-Clinical
Development of Fixed
Combinations of
Medicinal Products
(2008).
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() "EHRFLR §(EC)R %R #¥ & ¢ 2k (EMEA) £ (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. EMEA/CHMP/EWP/110540/2007: Guideline on the Clinical and Non Clinical Evaluation During the
Consultation Procedure on Medicinal Substances Contained in Drug-Eluting (Medicinal Substance-Eluting)
Coronary Stents.

3. MEDDEV 2.1/3 rev 3 (2007) Borderline Products, Drug Delivery Products and Medical Devices
Incorporating, as An Integral Part, An Ancillary Medicinal Substance or Ancillary Human Blood Derivative.

4. Committee for Medicinal Products for Human Use (CHMP) : Guideline on the Non-Clinical Development of
Fixed Combinations of Medicinal Products (2008).

(2) ¥R s ¥FH ¢ 2 k24 (FDA Guidance Documents)

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

2. Combination Products: Submission and Resolution of Formal Disputes Regarding the Timeliness of
Premarket Review of a Combination Product (Dispute Resolution Guidance).

3. 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.

© ©®© N o g b

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

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

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

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

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.

23.

US Food and Drug Administration (FDA) Guidance for Industry and FDA Staff Class Il Special Controls
Guidance Document: Wound Dressing with Poly(diallyl dimethyl ammonium chloride) (h)DADMAC)
Additive (Document issued on: October 16, 2009)

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.

)\
1
2
3
4,
5
6
7
8

9.

10.
11.

Non-Clinical Engineering Tests and Recommended Labeling for Intravascular Stents and Associated
Delivery Systems.
W% & 5 {e it § &2 2 (ICH Guidance Documents)

. QLA(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.

. QB6A 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.
S7A Safety Pharmacology Studies for Human Pharmaceuticals.

S2A Specific Aspects of Regulatory Genotoxicity Tests for Pharmaceuticals.

(T)~ ¥ AH#E%E € % (ASTM Standards)

1.
(#)~
1.

9.

10.

ASTM F1980 (2007) Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices
AL-E R 3&%‘%&080 Standards)

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

ISO 10993-3 (2009) Biological Evaluation of Medical Devices - Part 3: Test for Genotoxicity,
Carcinogenicity and Reproductive Toxicity.

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

1SO 10993-6 (2007) Biological Evaluation of Medical Devices -- Part 6: Tests for Local Effects after
Implantation.

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.

ISO 11607-1 (2006) Packaging for Terminally Sterilized Medical Devices — Part 1 : Requirements for


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

Materials, Sterile Barrier Systems and Packaging System.
11.1S011135-1 (2014) Sterilization of Health Care Products - Ethylene Oxide - Part 1: Requirement for
Development, Validation.
12.1S011137-1 (2006) Sterilization of Health Care Products - Radiation - Part 1: Requirements for m
Development, Validation and Routine Control of a Sterilization Process for Medical Devices.
13.EN 13726-1 (2002) Test Method for Primary Wound Dressing — Aspects of Absorbency.
14.EN 13726-2 (2002) Test Method for Primary Wound Dressing —Moisture Vapour Transmission Rate of
Permeable Film Dressing.
15.EN 13726-3 (2003) Test Method for Primary Wound Dressing —Waterproofness.
16.EN 13726-4 (2003) Test Method for Primary Wound Dressing —Conformability.
17.EN 13726-5 (2000) Test Method for Primary Wound Dressing — Bacterial Barrier Properties.
18.EN 13726-6 (2003) Test Method for Primary Wound Dressing —Odour Control.
19.1S0 2248 (1985) Packaging — Complete, filled transport packages — Vertical impact test by dropping.
20.1S0 8318 (2000) Packaging — Complete, filled transport packages and unit loads — Sinusoidal vibration tests
using a variable frequency.
(=)~ ¥ R¥FL (USP)
1. <788> Particulate Matter in Injections (Small VVolume)
2. <85> Bacterial Endotoxins
. <71> Sterility
. <151> Rabbit Pyrogen Test

o B~ W

. <724> Drug Release



