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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 8214 : 2011), which has been technically revised.

However, JIS T 3214 : 2011 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.

(iii) Documents

PROTECTED BY COPYRIGHT Document Sharing Hub

Full document details: JIS T 3214-2021


http://www.avadocuments.com/doc/jis-t-3214-2021
http://www.avadocuments.com/doc/jis-t-3214-2021

Full document details: JIS T 3214-2021

Blank

Documents

Document Sharing Hub


http://www.avadocuments.com/doc/jis-t-3214-2021
http://www.avadocuments.com/doc/jis-t-3214-2021

JAPANESE INDUSTRIAL STANDARD JIS T 3214 : 2021

Urethral catheters

Introduction

This Japanese Industrial Standard has been prepared based on ISO 20696 : 2018,
Edition 1, with some modifications of the technical contents in order to reflect the ac-
tual situation 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

nephrostomy catheters and cystostomy catheters to be placed through a stoma covered
by ISO 20697.

NOTE 1 Requirements for ureteral stents are specified in JIS T 3270.

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

ISO 20696 : 2018 Sterile urethral catheters for single use (MOD)

In addition, symbols which denote the degree of correspondence in the
contents between the relevant International Standards and JIS are IDT
(identical), MOD (modified), and NEQ (not equivalent) according to
ISO/IEC Guide 21-1.

2 Normative references

The following standards contain provisions which, through reference in this text,
constitute provisions of this Standard. The most recent editions of the standards (in-
cluding amendments) indicated below shall be applied.

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

NOTE Corresponding International Standard : ISO 10993-1 Biological evalua-
tion of medical devices — Part 1 © Evaluation and testing within a risk
management process

3 Terms and definitions

For the purpose of this Standard, the following terms and definitions apply.
3.1
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urethral catheter

tubular device which is placed in bladder by way of urethra for the purpose of urethral

3.2
balloon capacity

quantity of liquid which is injected into a balloon lumen and a balloon to expand a bal-
loon appropriately

3.3

3.6

effective length

length (L)) of the catheter that can be inserted into the body
3.7

effective shaft length

length of non-perforated portion of the catheter excluding the tip, balloon(s), funnel(s),
protective sleeves and/or access port(s)

3.8

funnel

proximal portion of the catheter, which may be connected to a drainage system
3.9

intermittent

intended to be removed immediately after emptying the bladder

3.10

overall length
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total length from the tip of the catheter to the end of the funnel (L,)

The typical configuration and names of parts of catheters with or without a balloon
are illustrated in Figure 1. Figure 1 is an example of configuration and name of parts
of catheters with or without a balloon.

= ! 2
a) fo———{L}——
®

=3

1 drainage funnel L, effective length

2 inflation access port L, overall length

3 valve L; effective shaft length
4 irrigation access port

Figure 1 Example of urethral catheters with or without balloon

5 Requirements
5.1 Appearance and cleanliness

When examined by normal or corrected to normal vision, the external surface of the
effective length of the catheter shall appear free from extraneous matter or process de-
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fects (flaws, burrs, etc.). If deemed necessary, inspection shall be conducted under a
minimum 2.5 X magnification.

5.2 Dimensions
5.2.1 Outer diameter

The outer diameter of catheters shall be expressed as the nominal outer diameter in
millimetres rounded to the nearest 0.1 mm.

gauge may also be indicated in addition to the indication of outer diameter diameter in
millimetres.

NOTE French (Charriere) may be expressed in, e.g. Fr (Ch). English type gauge

5.2.2 Designation of balloon capacity

The balloon capacity shows the capacity of a balloon. The balloon injection rate
shows the volume of water (distilled or deionized) to be injected to expand the balloon
appropriately. Both of them shall be expressed in millilitre.

5.2.3 Length

The minimum effective shaft lengths (Ls;) shall be as given in Table 1. The nominal
effective shaft length (L;) shall be expressed in millimetres, rounded to the nearest 0.1
mm.

Table 1 Effective shaft length

Catheter type Ly (minimum) mm
Paediatric male 150
Paediatric female 45
Female 60
Male 275

NOTE Effective shaft length : Shorter sizes can be
produced using appropriate risk based clinical
justification.

5.3 Strength

When tested according to Annex A, the drainage funnel shall not come off from the
shaft,

and the shaft shall not be damaged.

5.4 Safety of drainage funnel
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When tested according to Annex B, the connector for test shall not come off from the
drainage funnel.

5.5 Balloon safety

When tested according to Annex C, the balloon shall not leak and shall not occlude
the lateral drainage holes.

The change in profile at each end of the uninflated balloon should have a smooth
transition to the shaft. The balloon should be capable of approximately symmetrical

pacity.

When the test is performed according to Annex D, the percentage of water recovered
shall not be lower than the value given in Table 2.

Table 2 Balloon test volume percentage recovery

Balloon capacity Minimum percentage of volume
ml recovered
%

Silicone Other than silicone
1.5 or under 30 55
3.0 50 55
5.0 55 55
10.0 75 75
20.0 80 80
30.0 or gver 80 80

Intermediate cases are recommended to comply with the

next higher value.

5.7 Detectability

The catheter or at least its effective length shall be detectable by X-ray or by other
means (ultra-sound, etc.).

5.8 Corrosion resistance

If the catheter and its components use metallic materials which directly or indirectly
come into contact with chemical or body fluid, the test shall be performed according to
Annex E. If the metallic parts show signs of corrosion, the extent of corrosion shall be
evaluated in use and risk assessment to confirm the absence of effect on the perfor-
mance and safety of products.
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5.9 Kink stability
Catheter kink stability shall be assessed and confirmed in accordance with Annex F.
NOTE Test methods other than that in Annex F may be used.
5.10 Peak tensile force

When tested according to Annex G, the minimum peak tensile force of the urethral
catheter tubular portion, each junction between catheter component and tubing, and
each junction between tubular portions shall be as given in Table 3. This Standard
does not specify requirements for peak tensile force for tubing of less than 2 mm outer

risk assessment.

Table 3 Peak tensile force of catheters

Smallest outer diameter of tubular Minimum peak tensile force
portion of test piece N
mm
>2 and <4 10
>4 20

5.11 Inflated balloon resistance to traction

The test shall be performed in accordance with Annex H. For 4.66 mm to 8.66 mm
(14 French to 26 French) urethral catheters, the balloon shall not pass into or through
a funnel-like apparatus, with a size 9.24 mm (28 French) lumen, representing the
bladder outlet and urethra. This Standard does not specify requirements for catheter

6 Biological safety
The catheter shall be assessed for biological safety according to JIS T 0993-1.

7 Sterility assurance

8 Packaging
8.1 Primary packaging
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8.2 Secondary packaging

9 Marking
9.1 Primary packaging

a) Outer diameter (mm) and length (mm or cm) of the catheter. However, French

a) Name or trade name, and address of manufacturer/supplier

b) Certification number of medical equipment

¢) Product’s trade name

d) Outer diameter (mm) and length (mm or cm) of catheter. However, French (Char-

e) Quantity (number per package)

f) Indication of “STERILE”, if sterilized

g) Indication of “DO NOT RE-USE” (The term “disposable” shall not be used.)

h) Indication of the use of natural rubber, if applicable

1) Lot number or manufacturing symbol

k) Use-by date

j)  Year and month of sterilization, if sterilized
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