
PROTECTED BY COPYRIGHT 10 S 

Sterile blood collection needles 
 

ICS 11.040.25 
Reference number : JIS T 3220 : 2023 (E) 

JAPANESE 
INDUSTRIAL 
STANDARD 

Translated  and  Published  by 
Japanese Standards Association 

JIS T 3220 : 2023 

(MTJAPAN/JSA) 
 

 



 
T 3220 : 2023 

PROTECTED BY COPYRIGHT 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
Date of Establishment:  2005-03-25 

Date of Revision:  2023-06-01 

Date of Public Notice in Official Gazette:  2023-06-01 

Investigated by: Japanese Industrial Standards Committee 

 Standards Board for ISO area 

 Technical Committee on Medical Equipment 

JIS T 3220 : 2023, First English edition published in 2024-04 
 

Translated and published by: Japanese Standards Association 
Mita MT Building, 3-13-12, Mita, Minato-ku, Tokyo, 108-0073  JAPAN 

 
In the event of any doubts arising as to the contents, 

the original JIS is to be the final authority. 

 JSA 2024 
All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized 
in any form or by any means, electronic or mechanical, including photocopying and microfilm, without 
permission in writing from the publisher. 

Printed in Japan HN 



 
T 3220 : 2023 

(i) 

PROTECTED BY COPYRIGHT 

Contents 

 

Page 
 

1 Scope ································································································ 1 

2 Normative references ··········································································· 1 

3 Terms and definitions ·········································································· 1 

4 Configuration and name of each part ······················································ 4 

5 Materials ··························································································· 6 

6 Physical requirements ········································································· 6 
6.1 Needle tube, puncture needle tube and plug thrusting needle tube ·············· 6 
6.2 Appearance and cleanliness ·································································· 6 
6.3 Taper fittings of connector and Luer adapter needle hub ···························· 6 
6.4 Needle point ······················································································ 7 
6.5 Performance ······················································································ 7 

7 Chemical requirements ········································································ 9 
7.1 Dissolved matter ················································································ 9 

8 Biological safety ················································································11 

9 Sterility assurance ·············································································11 

10 Packaging ·························································································11 
10.1 Primary container ··············································································11 
10.2 Secondary container ···········································································11 

11 Labelling ··························································································11 
11.1 Primary container ··············································································11 
11.2 Secondary container ···········································································11 
11.3 Use of symbols ··················································································12 

Annex A (normative)  Test method 2 for dissolved matter ·································13 

 



 
T 3220 : 2023 

(ii) 

PROTECTED BY COPYRIGHT 

 

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 (MT JAPAN)/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 3220 : 2011), which has been technically revised. 

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. 
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1  Scope 

  This Standard specifies requirements for single-use sterile blood collection needles 
(hereafter referred to as blood collection needles), which are used in combination with 
evacuated blood collection containers and capable of immediate blood collection by 
multiple evacuated containers in succession. 

  However, JIS T 3220 : 2011 remains valid for three years from the date of public no-
tice of the revision of this Standard. 

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 G 4305 : 2021  Cold-rolled stainless steel plate, sheet and strip 

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

JIS T 3209  Sterile injection needles 

ISO 9626 : 2016 Stainless steel needle tubing for the manufacture of medical de-
vices — Requirements and test methods 

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. 

3.1 

double-ended needle type 

blood collection needle used exclusively for an evacuated blood collection container, 
which consists of needle tube, needle hub and rubber sleeve 

Note 1 to entry See Figure 1. 

3.2 

winged needle type 

blood collection needle with a winged needle, which consists of puncture needle, wing, 


