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JAPANESE INDUSTRIAL STANDARD JIS T 9233 1997 

Testing methods for ostomy aids 

1 Scope This Japanese Industrial Standard d e h e s  test methods for ostomy appliance, skin 
barrier disk (wafer, sheet, ring, roll) (hereafter referred to as “skin barrier”), and irrigation set 
among ostomy aids. 

Remarks 1 The normative references of this Standard are shown below. 

JIS B 7503 

JIS B 7516 

JIS K 6250 

JIS K 6253 

JIS K 6258 

JIS K 6718 

JIS K 6735 

JIS K 7100 

JIS K 7126 

JIS T 9232 

JIS Z 0237 

JIS Z 8102 

JIS Z 8401 

JIS Z 8802 

Dial gauges 

Metal rules 

General d e s  for physical testing methmk for rubber vulcanized or 

Harhess testing method for rubber, vulcanized or thermoplastic 

Testing methods of the efect of liqutds for vulcanizedrubber 

Polymethyl methmyIate sheets 

Polycarbonate sheets 

Standmd atmospheres for conditioning and testing ofplastics 

Testing method for gar tp.rmsmission rate tlpoughpIartic$Im andsheeting 

Glossmy of t e m  used in ostomy aids 

Testing methods ofpressure sensitive adhesive tapes andsheets 

Names of non-luminous object colow-s 

Rules for rounding ofof numerical values 

Methoh for determination ofpHof aqueous solutions 

thermoplastic 

2 The units and numerical values given in 
the traditional unit system and are appended for information. 

} in this Standard are based on 

2 Dehilions For the purposes of this Standard, the dehitions given in JIS T 9232 and the 
following defhitions apply. 

test volume the maximum volume obtained in a specifíed test 

static durability the durability under the situation where the increase of load or the 
deformation velocity of a sample is extremity slow and the deformity progresses as the 
equilibrium between an external force and a stress are always kept 

engagement type bag junction portion the part at which a bag and fáce plate engage by 
an engagement method 

adhesion a temporal adhesion, one type adhesion (a term generally used for permanent 
adhesion) 

adhesive property three basic physical properties expressed as adhesive power, tuck, 
and holding power 
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adhesive power a power produced by contact between an adhesive face and adherend 

peel adhesion a power needed to peal after a test fragment is pasted on a test plate and 
crimped of which measurement, a peel angle is 90 or 180 degrees 

tuck a adhesive power to an adherend in a short time by a very light power 

holding power a tolerable power of an adhesive against slippage when a static load is 
imposed to a longitudinal direction of an adherend and generally expressed as a distance 
which shifts in a certain time or a time which shifts with a certain distance 

deodorization of ostomy bag a nature which prevents to permeate gas as a odor source 
produced b m  feces or urine collected in a ostomy bag and those changes (hydrogen 
suEde, mercaptan, scatol, ammonia, or others) 

test plate a plate having a certain quality, size, and surface condition used for 
measurement of adhesive power and holding power, made of stainless steels and also 
phenol resin laminates and acryl resin coating plate 

surhœ pH hydrogen ion concentration at a skin side contacting with the surface of a 
skin barrier 

3 Test method for ostomy aids 

Test items 

Measurement of test volume of ostomy bag 

Measurement and observation of thickness, form size, colour name, and transparency of 
ostomy bag 

Non-load static durability test of ostomy bag 

Load static durability test of ostomy bag 

Load static durability test of engagement type bag junction portion of two-piece ostomy 
appliance 

General adhesive propem test of skin contact side 

Deodorization test of ostomy bag 

3.2 General conditions of the test 

3.2.1 Standard conditions of test place The test shall be conducted under the standard 
temperature condition second grade (23IZ"C) specified in 2.2 (standard temperature condition 
in difference grades) of JIS K 7100. 

3.2.2 Standard conditions of a sample A sample shall be left for three hours or more under 
the standard conditions of 3.2.1 before being provided for study. 

3.2.3 
rounded as shown in JIS 2 8401 and expressed in number of digits shown in table 1. 

Rounding method of test results The test results obtained in each test shall be 
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Test items 

Test volume ml 
Thickness P m 
Fom size cm 
ColOur name / transparency (sensory observation) 
Non-load static durability of ostomy bag (cencory observation) 

Table 1 Rounding method of test results 

Test results obtained 

Integer number position 
Integer number position 
Integer number position 
Colou name, transp arency 
Presence or absence of water leak, time, 

Load static durabjiity of ostomy bag (sensory observation) 
Load static durability of twopiece type (sensory observation) 

place 
Presence or absence of water leak 
Presence or absence of water leak, time, 

General adhesive propem of contact slnn side 
180-degree peel adhesion N/cm(gacd 

Tilting ball tack 
Mibashi method N M  

Decdorizing condition 
Permeability moUm2sPa {an3/cmz24h.atm} 
Permeabfity mfñcient moIm/m%PaIcmWcm~sdgl  

Holding power Uength of shppage) 
cfallingtime) 

Integer number position 
one digit after decimal point hteger 
number i@ position) 

three digits afkr deamal point 
three digits after decimal point 

mm 
min 

place 

double - dipt &r decimal point b t e e r  
number) 
one &t after deumai point 
Integer number position 

3.2.4 Records In test results, conditions used shall be recorded. 

3.3 Measurement method of test volume of ostomy bag 

3.3.1 Device An example of test equipment is shown in figurel. Making a set plate and 
cleansing method of the surface shall be conducted as follows: 

(1) A set plate used shall be one with 5mm in thickness, 25cm in width, and 40cm in length 
specified in JIS K 6718 for general use or JIS K 6735 for general use. 

(2) A set plate has a n  inflow hole of 1 O m m  in diameter at the position of 13cm &om the top 
edge and the centre of the width direction. A flexible tube of 10 mm in internal diameter is 
connected through a three-directional valve. The set plate is held vertically and a fine line 
is drawn through the centre of the innow hole horizontally [see figure 1(2>1. 

(3) Ethanol (1) is applied to the surface of the set plate and the surface is wiped off by a new 
gauze or others (2). After drymg the surface, ethanol is applied to it again and then it is 
wiped off by a new gauze or others till its drying completely. This procedure is repeated 
three times or more until the surface is evaluated to become clean. 

In addition, precautions must be taken against the following matters on use. 

(a> When dirt on the surface of the set plate doesn’t disappear, it should not be used. 

(b) Cleansing procedures of the surface of the set plate should be conducted at each test. 

Notes (1) 

(2) 

Use one for test 

Use one in which fibres wil l  not cut, or short fibres wil l  not be eliminated and 
additives being soluble in ethanol (l> are not contained. 
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(U Device o Set plate 

Test water 
I Flexibie tube 

I4 I \ T h i e e - ~ o I l a l v a l v e  

U 

@ :Testwater 

Figure 1 A test volume measurement device of ostomy bag 

3.3.2 Preparation 

(1) Preparation of samples The preparation of samples shall be conducted as follows. 

(d As for an ostomy appliance in which an ostomy hole of 10mm or more in diameter is not 
made at skin side, an ostomy hole of 10mm in diameter is made at the centre of skin 
side. 

(b) A two-piece ostomy appliance is connected and installed by a method recommended by 
the manufacturer or distributor. 

(cl In the case of non-adhesive ostomy appliance, to prevent fluid leak by inflow of test 
water coloured with methylene blue, an adhesive or both-side adhesive tape is used. 

(d In the case of an ostomy appliance having a bottom open-ended ostomy bag, the 
appliance is closed by a method recommended by the manufacturer or distributor. 
However, the closed position must be at 3I0.5cm from the lower edge of the appliance. 

(e) All air contained in an ostomy appliance is exhausted However, an air retained for 
usual use such as molded article part doesn't need to be exhausted. 

In the case of presence of flatus vent, the part is closed to prevent leak of test water with 
an adhesive tape or others. 

(0 

(2) Installation of a sample In an ostomy appliance, a fine line is drawn horizontally through 
the centre of an ostomy hole at skin side. A sample is installed in such a manner that this 
fine line and the fuie line of the set plate come in succession and the ostomy hole of skin 
side and the inflow hole of the set plate become concentric circular. 

3.3.3 Procedures 

(1) The plate set an ostomy appliance is weighed with the accuracy of i l  g. 

(2) A test fluid is infused fiom a flexible tube at the flow velocity of 25k5 d s .  
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