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1. IS0 9000: 2000, Quality management systems — Fundamentats and vocabulary.

2. 150 9001: 2000, Quality management systems - Requirements.

3. 150 9004: 2000, Quality management systems — Guidelines for performance
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10.

11,

12.

13.

14.

15.

16.

S 17

18.

19.

improvements.

IS0 10993 ~ 1: 2003 Biological evaluation of medical devices — Part i:

Evaluation and testing

IS0 10993 - 2@ 1998, Biological evaluation of medical devices - Part

2 Animal welfare requirements

IS0 10993 - 3: 2003, Biological evaluation of medical devices — Part 3:

Tests for genotoxicity, carcinogenicity, and reproductive toxicity

IS0 10993 - 4! 2002, Biological evaluation of medical devices — Part 4:

Selection of tests for interactiop with blood

IS0 10993 — Br 1999, Biological evaluation of medical devices — Part 5:

Tests for in vitre cvtotoxicity

IS0 10993 - 6 1994, Biological evaluation of medical devices — Part 6:

Tests for local effects after implantation
IS0 10993 - 7: 1996, Biological evaluation of medical devices — Part 7:

Ethylene oxide sterilization residuals

IS0 10993 — 91 1999, Biological evaluation of medical devices — Part 9:
Framework for identification and quantification of potential degradation
products

IS0 10993 - 10: 2002, Biological evaluationrof medical devices — Part 10:
Tests for irritation and delayed - type hypersensitivity |

IS0 10993: 11: 1996, Biological svaluation of medical deyices - Part 11:
Tests for systemic toxicity _

IS0 10993 - 12: 1996, Biological evaluation of medical devices — Part 12:
Sample preparation and reference materials

IS0 10993: ~ 13: 1998, Biological evaluation of medical devices — Part 13:

Identification and quantification of degradation products from polymeric

‘materials

IS0 10993 - 14: 2004, Biological evaluation of medical devices — Part 14:
Identification and quantification of degradation from products from
ceramics. .

IS0 10993 - 15: 2000, Biolegical evaluation of medical devices - Part 15:
Identification and quantification of degradation products from metals and
alloys

1SO 10993 - 16: 1997, Biological evaluation of medical devices - Part 16,
Toxicokinetic study design for degradation products and 1eachabies

IS0 10993 - 17 2003, Biological efaluation of medical devices — Part 17,
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23.

24.

25,

26.

27

28,

29.

30.

31.

32Z.

33.

34.

35.
36.

Methods for the establishment of allowable limits for leachable substances,
150 10993 - 1g: 2004, Biological evaluation of medical devices - Part 18:
Chemical characterization of materials,

IS0 10993 ~ 1g - 2005, Physico~chemica1, morphological and topographical
characterization of materials

IS0 TS 10993 - 9¢: 2003, Biological evaluation of medical devices - Part
207 Principles and methods for immunotoxicology testing of medical devices
IS0 14415-1, Clinical investigation of medical devices for human subjects
— Part 1: General requirements

I50 14415-2. Clinical investigation of medical devices for human subjects
— Part 2! Clinical investigation plants

130 13485: 2003, Medical devices - Quality Management systems ~
Requirements for regulatory purposes.

IS0 13448: 1996, Quality systems - Medical devices - Particular
requirements for the application of IS0 9002.

150 14971: 2000, Medical Devices - Application of risk hanagement to medical
devices.

IS0/DIS 22449-1 Application of risk management, Medical devices utilizing
animal tissues and their derivatives

ISO/DIS 22442-2 Control on sourcing, collection and handling, Medical

devices utilizing animal tissues and their derivatives.

and transmissible spongiform encephalopathy (TSE) agents, Medical devices
utilizing animal tissues and their derivatives

IS0 11134 Sterilization of health care products—Requirements for validation
and routine contre] ~ industrial moist heat sterilization

IS0 11135:1994 Medical devices; validation and routine control of ethylene
oxide sterilization

IS0 11137; 1995, Sterilization of health care products ~ Requirements for
validation and routine control - Radiation sterilization

IS0 117371 1995, Sterilization(ﬂ’medical devices—‘Microbiological methods
= Part 13 Estimation of pepulation of microorganisms on products

IS0 13408 series, Aseptic proceeding of health care products

IS0 13638; 1997, Sterilization of health care products - Requirements for
Validation and routine control of moist heat sterilization in health care

facilities
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37.

38.

39.

40,

41.

42,
43.
44,

45,
46.

150 14160; 1998, Sterilization of single-use medical devices incorporating
materialsofanimalorigin— Validationandroutinecbntrolofsterilization
by liquid sterilants

1S0 14937, Sterilization of health care products — General requirements for
characterization of a sterilizing agent and the development, validation and
routine control of 4 sterilization process for medical devices

IS0 17664, Sterilization of medical devices ~ Information to be provided
by manufacture for the processing of resterilizable medical devices
ISO/DIS 17665; 2004, Sterilization of health care products — Moist heat —
Development, Validation and routiﬂe control of a sterilization process for
medical devices

150 14708-1;2000, Implants for surgery — Active Imﬁlantable medical devices
= Part 1: General requirements for safety, marking and for information to
be provided by the manufacturer

ISO—14708“51-2005,Implants for surgery - Acfive implantable medical devices
~ Part 5: Particular Trequirements for circulatory support devices (2005)
150 5198, Centrifugal, mixed flow axial flow pumps ~  Code for hydraulic
performance tests - Precision grade

IS0 4409, Hydraulic fluid power - Positive displacement pumps, motos and
integral transmissions — Determination of steady-state performance

150 5840, Cardiovascular Implants ~ Cardiac valve prostheses

ISO 7198, Cardiovascular implants ~ Tubular vascular prostheses

(TEC)

1.

IEC 60300-3-2, Dependability management ~ Part 3 ~ 2: Application guide

- = Collection of essential performance

6.

- IEC 606011, Medical electrical equipment - Part 1: General requirement for

safety and essential performance

- IEC 60601-1-2, Medical electrical equipment -~ Part 1: Genera] requirement

for safety - Collateral standard: Electromagnetic compatibility -

Requirements and tests

- IEC 60601-1-6, Medical electrical equipment — Part 1: General requirement

for safety - Collateral standard: Usability

. TEC 60601-1-8, Medical electrical equipment - Part 1 - 8! Genera)l

requirement for safety - Collateral Standard: Aiarms
IEC = CISPR-11, Industrial scientific and medical (TSM) radio—frequency
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equipment - Electromagnetic disturbance characteristics — Limits and
methods of measurement
7. IEC/TR 60878, Graphical symbols for electrical equipment in medical practice

BTIEC 62304, Medical device software ~ Software 1ife - cvcle processes

(F o)

and total artificial hearts, FDA No. F89-33838 (1987) ,

2.NIH : Phased readiness testing of implantable total artificial hearts,
request for proposal, NHLBI-HV-92-28 (1992} '

3. ASATO-STS - Long~Term Mechanical Circulatory Support System Reliability
Recommendation (1998)

4 AAMI: TTR26:2000 DSMBAS X OX D Bt s < 7 A (2000)
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(2003) '
7. ASTM F1841-97, Standard practice for Assessment of hemolysis in continuous

flow blood pumps
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