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[1] 1ISO 10993-2 Biological evaluation of medical devices—Part 2; Animal welfare require-
ments

[2] 1ISO 10993-3 Biological evaluation of medical devices—Part 3; Tests for genotoxicity, car-
cinogenicity and reproductive toxicity

[3] ISO 10993-4 Biological evaluation of medical devices—Part 4 ;Selection of tests for interac-
tions with blood

[4] TISO 10993-5 Biological evaluation of medical devices—Part 5; Tests for in vitro cytotoxici-
ty

[5] 1ISO 10993-6 Biological evaluation of medical devices—Part 6;: Tests for local effects
after implantation

[6] ISO 10993-7 Biological evaluation of medical devices—Part 7 ;Ethylene oxide sterilization residu-
als

[7] 1SO 10993-9 Biological evaluation of medical devices—Part 9;Framework for identification
and quantification of potential degradation products

[8] 1ISO 10993-10 Biological evaluation of medical devices—Part 10; Tests for irritation and
skin sensitization

[9] ISO 10993-11 Biological evaluation of medical devices—Part 11: Tests for systemic toxici-
ty

[10] TISO 10993-12 Biological evaluation of medical devices—Part 12;Sample preparation and
reference materials

[11] 1ISO 10993-13 Biological evaluation of medical devices—Part 13;Identification and quanti-
fication of degradation products from polymeric medical devices

[12] 1SO 10993-14 Biological evaluation of medical devices—Part 14 :Identification and quanti-
fication of degradation products from ceramics

[13] IS0 10993-15 Biological evaluation of medical devices—Part 15:Identification and quanti-
fication of degradation products from metals and alloys

[14] 1ISO 10993-16 Biological evaluation of medical devices—Part 16; Toxicokinetic study
design for degradation products and leachables

[15] 1ISO 10993-17 Biological evaluation of medical devices—Part 17 ; Establishment of allowa-
ble limits for leachable substances

[16] 1ISO 10993-18 Biological evaluation of medical devices—Part 18;Chemical characterization of mate-
rials

[17] 1ISO 10993-19 Biological evaluation of medical devices—Part 19;Physico-chemical, mor-
phological and topographical characterization of materials

[18] ISO 10993-20 Biological evaluation of medical devices—Part 20; Principles and methods
for immunotoxicology testing of medical devices

[19] 1ISO 11135 (all parts) Sterilization of health-care products—Ethylene oxide—Require-
ments for the development, validation and routine control of a sterilization process for medical devices

[20] 1ISO 11137 (all parts) Sterilization of health care products-Radiation

[21] 1ISO 11737 (all parts) Sterilization of medical devices-Microbiological methods
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[227] 1ISO 13408-1 Aseptic processing of health care products—Part 1: General requirements

[23] 1ISO 13408-2 Aseptic processing of health care products—Part 2; Filtration

[247] 1ISO 13408-3 Aseptic processing of health care products—Part 3: Lyophilization

[25] 1ISO 13408-4 Aseptic processing of health care products—Part 4 :Clean-in-place technolo-
gies

[26] 1ISO 13408-5 Aseptic processing of health care products—Part 5: Sterilization in place

[277] 1SO 13408-6 Aseptic processing of health care products—Part 6: Isolator systems

[28] 1ISO 13408-7 Aseptic processing of health care products—Part 7: Alternative processes
for medical devices and combination products

[29] 1ISO 13485 Medical devices Quality management systems Requirements for regulatory purposes

[30] 1ISO 14160 Sterilization of health care products-Liquid chemical sterilizing agents for single-use
medical devices utilizing animal tissues and their derivatives-Requirements for characterization, development,
validation and routine control of a sterilization process for medical devices

[31] 1ISO 14937 Sterilization of health care products-General requirements for characterization of a steri-
lizing agent and the development, validation and routine control of a sterilization process for medical devices

[32] 1ISO 17664 Sterilization of medical devices-Information to be provided by the manufacturer for
the processing of resterilizable medical devices

[33] 1ISO 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

[34] FEuropean Pharmacopoeia, 2.6.8 Pyrogens

[35] European Pharmacopoeia, 2.6.14 Bacterial endotoxins

[36] European Pharmacopoeia, 5.2.8 Minimizing the risk of transmitting animal spongiform en-
cephalopathy agents via human and veterinary medicinal products

[37] US Pharmacopeia <<85> Bacterial Endotoxins Test

[38] US Pharmacopeia <<151> Pyrogen Test

[39] Supplement 1, Japanese Pharmacopoeia XIV, 17. Basic Requirements for Viral Safety of
Biotechnological/Biological Products, listed in Japanese pharmacopoeia, pp. 1618-1631, 2003

[40]  Global Harmonization Task Force (GHTF)-Study Group 1. (SG1) Document No.
NO029R13, Stage PD dated December 2003 C(http://www.ghtf.org)

[41] WHO Guidelines on Transmissible Spongiform Encephalopathies in relation to Biological
and Pharmaceutical Products, 2003 (www.who.int/bloodproducts/publications/en/WHO_TSE_2003.
pdf)

(427 WHO Guidelines on Tissue Infectivity Distribution in Transmissible Spongiform Encepha-
lopathies. 2006 (http://www.who.int/bloodproducts/ TSEPUBLISHEDREPORT.pdf)

[43] WHO Tables on Tissue Infectivity Distribution in Transmissible Spongiform Encephalopa-
thies. Updated 2010 (http://www.who.int/bloodproducts/tablestissueinfectivity.pdf)

[44] EMEA/410/01 Rev.3-June 2011, Note for guidance on minimising the risk of transmitting
animal spongiform encephalopathy agents via human and veterinary medicinal products adopted by the
Committee for Proprietary Medicinal Products (CPMP) and by the Committee

[45] EMEA/CPMP/571/02-February 2002, Public statement on Lactose prepared using calf
rennet of the European Agency for the Evaluation of Medicinal Products

[46] Terrestrial Animal Health Code from OIE—Office International des Epizooties/World Or-
ganisation for Animal Health. http://www.oie.int/
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[47] No N. 177 of the Ministry of Health, Labour and Welfare on the standard for biological in-
gredients, 31 March 2005 on Standards for Raw Materials Originating from Living Organisms Cht-
tp://www.nihs.go.jp/cgtp/cgtp/guidline/03052001.pdf) (in Japanese)

(48] MEDDEV 2.11/1, rev 2, January 2008, Guidelines on Medical Devices, Application of
Counci Directive 93/42/EEC taking into account the Commission Directive 2003/32/EC for medical
devices utilising tissues or derivatives originating from animals for which a TSE risk is suspected, A
guide for manufacturers and notified bodies Chttp://ec.europa.eu/health/medical-devices/files/med-
dev/2 11 1 rev2 bsetse january2008 en.pdl)

[49] Assessment of Risk of Bovine Spongiform Encephalopathy in Pharmaceutical Products,
Part 1 Pharmaceutical Research and Manufacturers of America (PhRMA) BSE Committee, BioP-
harm.,11, Number 1, pp 20-31, 56, January, 1998

[50] Assessment of Risk of Bovine Spongiform Encephalopathy in Pharmaceutical Products,
Part 2
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