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Guidance For Preclinical Testing of Non-implanted Blood Access
Devices and Accessoris for Hemodialysis
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(7) % & ¥ (Suture wing)
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(Biocompatility test)
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(2) AT (Sensitization)
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Intracutaneous reactivity)

(4) &4 225 % (Acute
systemic toxicity)

(5) £ %4 % 1= (Hemocompatibility)

(6) L& 1Es Hlltd sk
(Subacute and Subchronic toxicity)

(7) A %14 H#5% (Genotoxicity)

(8) & » 7#% (Implantation)

+ 1SO 10993-1(2009)
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(4) 41 p|zE(Tensile testing)
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(6) % %8 ;% F &2 (Liquid leakage test)
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(10) A ™ % ¢ (Subcutaneous catheters)
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4. & i) (Sterility)

J it 17 ¢ FFE »x(Sterilization
validation) » #z i%SAL(Sterility assurance
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- 1SO11135-1 (2007)
- 1S011137-1(2007)
- 1S011137-2(2006)
- 1S011137-3(2006)
- 1S017665-1(2006)
- 1SO 11607-1 (2006)
- USP <71>
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(Pyrogen test)
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7= % (FDA Guidance Documents)

(1) Code of Federal Regulations Title 21, sec. 876.5540 Blood access device and accessories.
(2) Guidance for Industry and Food and Drug Administration Staff: Implanted Blood Access
Devices for Hemodialysis Document issued on Jan 21, 2016.
2. FIgiEE 3_&'_%\ #- % (1SO Standards)
(1) 1SO 7864 (1993) Sterile hypodermic needles for single use.
(2) 1S0O 9629 (1991: Amd 1:2001) Stainless steel needle tubing for the manufacture of medical
devices. (Amd 1:2001)
(3) 1SO 10993-1 (2003) Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management system.
(4) 1SO 10993-1 (2009) Biological evaluation of medical devices -- Part 1: Evaluation and
testing within a risk management system.
(5) 1SO 10993-4 (2002) Biological evaluation of medical devices - Part 4: Selection of tests for
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interactions with blood.

(6) 1SO 10993-5 (2009) Biological evaluation of medical devices - Part 5: Tests for in vitro
cytotoxicity.

(7) 1S0O 10993-7 (2008) Biological evaluation of medical devices -- Part 7: Ethylene oxide
sterilization residuals.

(8) 1SO 10993-10 (2010) Biological evaluation of medical devices - Part 10: Tests for irritation
and skin sensitization.

(9) 1SO 10993-11 (2006) Biological evaluation of medical devices - Part 11: Tests for systemic
toxicity.

(10) 1SO 11607-1 (2006) Packaging for terminally sterilized medical devices.

(11) 1SO11135-1 (2007) Sterilization of health care products - Ethylene oxide - Part 1:
Requirements for development, validation.

(12) 1S0O11137-1 (2006) Sterilization of health care products -- Radiation -- Part 1: Requirements
for development, validation and routine control of a sterilization process for medical devices.

(13) 1SO 11137-2 (2013) Sterilization of health care products -- Radiation -- Part 2: Establishing
the sterilization dose.

(14) 1SO 11137-3 (2006) Sterilization of health care products -- Radiation -- Part 3: Guidance on
dosimetric aspects.

(15) I1SO 10555-1 (2004) Sterile, Single-use intravascular catheters - Part 1: General requirements
(except for minimum force at break recommendation should be 10 pounds for polyurethane
catheters due to the more frequent handling of hemodialysis catheters compared to general
catheters, the great prevalence of polyurethane as the main material, and that polyurethane
typically can support 50 Ibs or more.)

(16) 1SO 10555-1 (2013) Intravascular catheters -- Sterile and single-use catheters -- Part 1:
General requirements.

(17) 1SO 17665-1:2006 Sterilization of health care products -- Moist heat -- Part 1: Requirements
for the development, validation and routine control of a sterilization process for medical
devices.

3. £ W& L (USP)
(1) <85> Bacterial Endotoxins
(2) <71> Sterility
4. % RHH % € % (ASTM Standards)
(1) ASTM F1830-97 (2013) Standard Practice for Selection of Blood for In Vitro Evaluation of
Blood Pumps
(2) ASTM F1841-97(2013) Standard Practice for Assessment of Hemolysis in Continuous Flow
Blood Pumps


http://www.iso.org/iso/home/store/catalogue_tc/catalogue_detail.htm?csnumber=62442
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http://www.iso.org/iso/home/store/catalogue_tc/catalogue_detail.htm?csnumber=43187

