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Foreword

This Japanese Industrial Standard has been revised by the Minister of
Health, Labour and Welfare through deliberations at the Japanese In-
dustrial Standards Committee as the result of proposal for revision of
Japanese Industrial Standard submitted by Medical Technology Associa-
tion of Japan (MTJAPAN)/Japanese Standards Association (JSA) with a
draft being attached, based on the provision of Article 12, paragraph (1)
of the Industrial Standardization Act applied mutatis mutandis pursuant
to the provision of Article 16 of the said Act. This edition replaces the
previous edition (JIS T 8248 : 2012), which has been technically revised.

However, JIS T 3248 : 2012 remains valid for three years from the date of
public notice of the revision of this Standard.

This JIS document is protected by the Copyright Act.

Attention is drawn to the possibility that some parts of this Standard
may conflict with patent rights, published patent application or utility
model rights. The relevant Minister and the Japanese Industrial Stand-
ards Committee are not responsible for identifying any of such patent
rights, published patent application or utility model rights.

(ii) Documents
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JAPANESE INDUSTRIAL STANDARD JIS T 3248 : 2022

Extracorporeal blood circuit

Introduction

This Japanese Industrial Standard has been prepared based on ISO 8637-2 : 2018,
Edition 1, with some modifications of the technical contents for reflecting the local
needs and situations in Japan.

The dotted underlines indicate changes from the corresponding International Stand-
ard. A list of modifications with the explanations is given in Annex JA.

1 Scope

This Standard specifies requirements for extracorporeal blood circuits (hereafter re-
ferred to as circuits), which are intended to be used for extracorporeal blood circulation
connected to haemodialysers, haemodiafilters and haemofilters.

This Standard applies to the following devices constructing the circuit :

— transducer protector;

This Standard does not apply to :
— haemodialysers, haemodiafilters or haemofilters;
— plasmafilters;
— haemoperfusion devices;
— vascular access devices;
—  blood pumps;
— pressure monitors for the extracorporeal blood circuit;
— air detection devices;
— systems to prepare, maintain or monitor dialysis fluid;

— systems or equipment intended to perform haemofiltration or haemoconcentration.

NOTE 2 The International Standard corresponding to this Standard and the
symbol of degree of correspondence are as follows.

ISO 8637-2 : 2018 Extracorporeal systems for blood purification —
Part 2 : Extracorporeal blood circuit for haemodialysers, haemodiafil-
ters and haemofilters (MOD)
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In addition, symbols which denote the degree of correspondence in the
contents between the relevant International Standard and JIS are IDT
(identical), MOD (modified), and NEQ (not equivalent) according to
ISO/IEC Guide 21-1.

2 Normative references

Part or all of the provisions of the following standards, through reference in this text,
constitute provisions of this Standard. For standards with the year indication, only the
editions of the indicated year shall be applied and the revisions (including amend-
ments) made thereafter shall not be applied. For those without the indication of the
year, the most recent editions (including amendments) shall be applied.

JIS T 0993-1 Biological evaluation of medical devices — Part 1 ° Evaluation and
testing within a risk management process

NOTE Normative reference in the corresponding International Standard : ISO
10993-1 Biological evaluation of medical devices — Part 1 - Evaluation
and testing within a risk management process

JIS T 0993-7 Biological evaluation of medical devices — Part 7 © Ethylene oxide
sterilization residuals

NOTE Normative reference in the corresponding International Standard : ISO
10993-7 Biological evaluation of medical devices — Part 7 - Ethylene
oxide sterilization residuals

JIS T 3209 : 2022 Sterile injection needles

NOTE Normative reference in the corresponding International Standard : ISO
7864 Sterile hypodermic needles for single use — Requirements and
test methods

JIS T 3211-5: 2019 Sterile infusion administration set — Part 5 - Sterile burette

ISO 10993-4  Biological evaluation of medical devices — Part 4 - Selection of tests
for interactions with blood

ISO 10993-11 Biological evaluation of medical devices — Part 11 - Tests for sys-
temic toxicity

ISO 80369-7 Small-bore connectors for liquids and gases in healthcare applica-
tions — Part 7 : Connectors for intravascular or hypodermic applica-
tions

3 Terms and definitions

For the purpose of this Standard, the following terms and definitions apply.
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3.1
air capture chamber

component similar to a drip cylinder that is designed to remove air bubble from fluid

Note 1 to entry Air capture chambers are also known as drip chambers, bubble
traps or venous and arterial blood chambers.

3.2
extracorporeal blood circuit

blood tubing, tubing for attaching and connecting the extracorporeal blood circuit, to
pressure monitors in the circuit and integral components necessary for haemodial}’%sis
(e.g. air capture chambers and transducer protectors), and tubing for substitution ﬂuld
lines

3.3

fluid pathway

part for passage of blood

3.4

labelling

written, printed, graphic or electronic matter that

— 1is affixed to or printed on a medical device itself or any of its containers or wrap-
pers, or

— accompanies a medical device and which is related to identification, attached
document, technical description and use of the medical device

But shipping documents are excluded.
3.5
pump segment
portion of the circuit that is acted upon by the blood pump
3.6
transducer protector

component of the circuit that is intended to provide an interconnection between the
circuit and the haemodialysis machine while allowing the pressure within the circuit to
be measured by the machine
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