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To  QUTIINT OF RAMTIY TLANNING IN TAPAN
Pasulte of a meries of survevs carried out by the Mainichi Newsvapers

of Tanman during the nast two decades concerning nublic ovinions on family

nlanning in "anan are shown as follonwsn:

(1) Resnonse to the auestion - '"What do you think about family planning>"

Ar pummarizad in the Mable 1, it was demonstrated that the nercentage
of the rrgnonse, "1 think it i=s pood", was 60¢ in 1950. This
narcentage has gradually increased vear after year and has maintained
the level of 807 or more since 1967,

The inrrease in the rercentage of nersons who answered that they
thought family nlanning "good" seeme to indicate a deeper under-

standing by the Tapanese people about family nlanning,

Table 1, TReanonse to the question - '"What do you think about
family pianning?"

(Unit in )

Response

Others and
neither md Non-

no
g::d nor Committal response

13.5 1008

14,7 9.7

8.7 13.2

6.8 12.0

11.1




(2)

11,

Response to the question — 'Why do you practise family olannir 22"

As shown in Figure 1 the majority of Japanese families practise
family olanning for the ouroose of "giving better educa*ion to
fewer children” or "keening the mother healthy".

CONTRACFPTIVE MWPHONS CURRENTLY 1SED IN JAPAN
In 19£9 the Public Relations Section of the Prime Minister's Nffice

in Tokvo released a report on the contraceptive methods currently

used in .Japan (Table ?).

As is evident from (Table ?), the condom is the dominant contraceptive
method, followed by the rhythm method, foaming tablets and jelly in

the percentage of their apnlications.




Figure 1: Resnonse to the quemtion - "Why do you nractise familv nlanning?"

Survey report July 1971
(Unit in 7: The total percentage exceeds

1007 due to multinle responses
per nerson.)

The Reanons:

To give better education to fewer ~hildren
e L I e 47.1

———

B b meem s e e B S gy

To keep the mother healthy

M—
e ———————— T~

Bacause of being unahle to have children due to financial reasons

M 19.2

To enjoy life without children
11.5

Recause other families are also prectising it
1.2

Dislike of children
2.5

Because of avoiding lesser inheritance of the estate per ohild

1.0
Because of avoiding possible transmittance of a desease to the
F 0.9 offepring
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Table 7. (ontracentive Methodr Currently !'sed hy the

Tananene neonle **

11969)
fontracentive FMethodns Ta }
Condome 6o

J
Rhythm Method 9

ot - —— . ————— A A I & - SN~ e A Wl Y =t A T o i i e —
Jgal Bodv Temnerature FMethod 8
Foaming Tablets 6
Withdrawal S
Jelly 15
Nanhragms 3
Miscellaneous 13

* (Total percentage exceeds 1007 due to multiple

resoonses ner person; Na=

1,917}

#% A1l the products, e.g. condoms, foaming tablets and
jelly preparations were produced in Japan,




TTT, CONTRACTPTT™® AVATLATLF IN TAPAN
Pharmiceutical Affairs Repulations in Janan are atrictlv enforced
to enrure nrafesrional ruality and pood oractices in the manufacture

and distritution of drups, cuasi-drugs, cosmetics and medical devices,

At tha atqet, the standards for the structure or equipment of
the manufacturing establishments for drugs, quasi-drugs, medical devices
or cosmetica are enforced undar the specific ordinances of the Ministry
of Health and Welfare; therefore if any structure or equioment is
found nnt to confirm with such standards as mentioned, the 1icense for

runnings +he above mentioned manufacturing eatablishments is withheld.

'Inder strinpent controls and resulations all pharmaceutical
manufacturing entablishments are frecuently checked in detail to
maintain the mnufacture and distribution of standard quality products.,

Pach item for production is scrutinirzed by the Ministry of Health
and Yelfare for the nomenclature, ingredients, quality, usage andcioeage,
effect, afficacy and other relewant details prior to their manufacture
or imvort,

Purthermore, the Central Pharmaceutical Affairs Council, one of the
auxiliarv orgns of the ¥inistry of Health and Welfare, carries out
inventigations ani deliberations in response to the request of the
Finistry of Health and Welfare, connerning important pharmaceutiocal
affairs including manufacture or import of new drugs or new medioal
devices.

The following are some of the examples inwvolving the regulations
by the Ministry of Health and Welfa.. conoerning contreceptive products.

(1) Condoms

1  The quality is presoribed by Japanese Industrial Standards annexed
at the end of this paper. It is prohibited to manufacture and sell
the products if the quality does not comply with these standards,
In addition, it must conform with the standards stipulated by the
Ministry of Health and Welfare under the provisions of the Pharma-
ceutical Affairs Law.

Furthermore, the manufacturers make effort to ensure that high
quality is maintained by establishing their own standards.




Table 7. Contracentive Methods Currently U'sed by the
Jananese neonle **

(1969)

. ———— - ——— - an &

l’ .
Contracentive Fethode 7w ‘
- — - - - - ——-o—d-.--l
Condoms 6o
Rhythm Method ' )
. - ———— — - - M W S Pa-.. - - N o - -R——
agal Bodv Temnerature VMethod 8
Foaming Tablets 6
Wi *hdrawal 5
Jelly 15
Nianhragms 3
Miscellaneous 13

» (Total percentage exceeds 100" due to multiple
resoonses ner person; N=1,717]

## A1l the products, e.g. condoms, foaming tablets and
jelly preparations were produced in Japan.




ITI, CONTRACTOMTWTS AVATLABLE IN TAPAN
Pharmneeutical Affairs Repulations in Japan are atrictlyv enforced
to ensure nrofesaional cuality and pood oractices in the manufacture

and distribution of drups, auasi-drugs, cosmetics and medical devices,

A+ the outset, the standards for the structure or equinment of
the manufacturing establishments for drupgs, quasi-drugs, medical devices
or comsmetica are enforced under the specific ordinances of the Ministry
of Health and “elfare; therefore if any structure or equioment is
found not to ~onfirm with such standards as mentioned, the liiense for

running the above mentioned mamufacturing ertablishments is withheld,

Inder strinpent controls and repulations all pharmmceutical
manufacturing eastablishments are frecuently checked in detail to
maintain the manufacture and distribution of standard quality products,

Fach item for production is scrutinized by the ¥inistry of Health
and Helfare for the nomenclature, ingredients, quality, usage andciosage,

effect, affiracy and other relevant details prior to their msnufacture
or imnort,

Purthermore, the Central Pharmaceutical Af'fairs Council, one of the
auxiliarv organs of the Ministry of Health and Welfare, carries out
investigations and deliberations in response to the request of the
¥inistry of Health and Welfare, concerning important pharmmceutioal
affairs including manufacture or import of new drugs or nev medical
devines,

The following are some of the examples involving the regulations
by the Pinistry of Health and Welfare concerning ocontreceptive products,

(1) Condoms

i  The quality is prescribed by Japanese Industrial Standards annezed
at the end of this paper. It is prohidited to mamufacture and sell
the products it the quality does not comply with thess standards.
In addition, it must conform with the standards stipulated by the
Ministry of Health and Welfare under the provisions of the Pharme~
ceutical Affairs Law,

Furthermore, the manufacturers make effort to ensure that high
quality is maintained by establishing their own standards,
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The manufacturers are as follows:

Okamoto Rubber Industries Co. Ltd. 2071, 4-chome, Hirai
Rdogawa-ku Tokyo

Sagami Rubber Industries Co. Ltd. 9-8,, 3-chome, Uchikanda
Chiyoda-ku Tokyo

Puji Latex Industries Co. Ltd. =~ ?2-1, ?-chome, Higashi-
Tateishicho, Katsushika-ku
Tokyo

These manufacturers mentioned above account for n5% of the total

production. The remaining 5/ are produced by a few manufacturers,

Diaphragm
T+ is prescribed that the quality shall accord with the standards
gpecified by the Ministry of Health and Welfare under the provisions

of the Pharmaceutical Affairs law.

A few manufacturers are angaged in this production.

Intra-Uterine Devices

IUD's are not legally permitted to be manufactured and sold in
Japan, This is due to the fact that data on side effects such
asirregular haemorrhage, haemorrhagio leukorrhea or prolonged
menstruation etc. has not yet been obtained. However, The

Japancse Society of Obstetrics and Cynaecology has been performing
clinical tests and studies of influence on tissue in 72 universities
in order to respond o an inquiry made by the Ministry of Health

anrd Welfare,

Upon obtaining the results of this investigation, the Central
Pharmaceutical Affairs Council will deliberate the pros and

cons of its marketabdbility.




(1)

(a)

Jelly ard Foaming Tahlets

Miality Standardg:

'nder the stinnlation provided in the Article 43 of the Fharmaceutical
Affairs law of TJapan, anv and al] contraceotive jelly or foaming
tableta shall not be sold nor distributed unlesrs they have passed

the tests made bv the person or such indenendent and competent
cornoration as the National Hvpienic Institute which is desigmnated

hv the Viniatry of Health and Welfare, )

At oresent two kindas of surfactants are permitted as active comnounds
for contracentives in Janan, Oxyquinoline sulfate and phenyimerruric

aretate nre now marketed for the manufacture of contraceptives,

Foamine Tahlets

A foaming tablet containing menfegol is one of its active ingredients,
im a new contraceptive marketed in Japan since 1969, Manufacturing
and relline licenses were issued by the Government on the basis of
nre-nlinical and clinieal data, including controlled studies on more
than 50" married couples who used the foaming tablets for a year

or mnre,

Yenfepnl, n surfactant, nossesmss so potent a wpermicidal activity
that snermatozoa completely lose their fertilizing ability within
2 minute even at such a low concentration as 0.06%, In spite of the
notent snermicidal activity of menfegol, the number of living
hactarial nount such umeful vaginal bacteria as Doederlein bacilli,
im not decreased after incubation with 8% of menfegol for 60
minutes, The foaming tablet, containing menfegol, is rapidly
dissolved to effervesce in normal wginal secretions; this
rhenomenon, besides the notent epermicidal activity of menfegol
ensurer the nrevention of mobility of spermatoszoa in the uterus.

Tt wae confirmed by clinical emaminations that the foaming tablet
did not ~anse any significant loss of natural feeling nor any
serioun side-effects. Moraover, any significant changes in the

pH value of vaginal secretions were absent following the
administration of the foaming tablets, Pregnancy rates during the
use of foaming tablets have been revorted to range between °,3 -
6.8, (according to the Stix-Notestein methods) based on the results
of well-controlled studies with 587 couples at five hospitals and
13 medical institute in .Japan,




(b)Y Telly

——

The aactive ingredient Pplvoxvethvlene nonylinhenvl ether ia 2 kind

of =surfactant, with no influence on the human hodv and is available

for continual use,

It mixes well with the semen and shows gufficient anermicidal effect

immediately because it is supnlied in dissolved form,

1t also has the characteristic of easy after-use nrocedure herause

it is comnosed of an acqueous guhstance with a nroner viscosity.

This is nermitted because there ig gufficient data over a long term

and the product has been marketed since 1966,
ii The manufacturers in Tanan are as follows:

Foaming Tablet:

imai Co, Ltd. 6-10, A-chome
¥Yoishikawa, Runkyo-ka
Tokvyo

Jelly:

Naiichi Yakuhin Sangvo Co. ltd. 3, 2-chome
Nihombashi-Tdobashi
fhuo Tokyo

Yamanouchi "harmaceutical Co. 'td, 5, ?-chome
Nihombashi-~lloncho

thuo-ku Tokyo

Oral 7411
This is under deliberation in the Central Pharmaceutical Affairs
Council., No product has been nearmitted in Tapan because there is

an academic matter concerning sride effects in cases where it ir

administerad for a long time,

1V, PRODUCTION AN PRODUQEABILITW
The nroduction of contraceptives in Japan in as indicated in the

table on nage 9. The production of every item is increasing in accordance
with the diffusion of oroner knowledge of contracention and with the
demand for exnort. These products are being manufactured by modernized
facilitiea and advanced techniques, which make it possible to produce an
increased volume by as much as 507 over the level of 1970, providing

nroduction is operated at its full canacity.

'nder thase circumstances, anv nossible additional demand cominog

from develoning countries could ensily be met,
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TATANTQT TNTMIOTNRTAT STANTART
far

Mfandomn

1. Srone

Thie ntandard anerifies rondoms of latex, hereinafter referred

to as the "~ondomsa'",

", Faterial

The mateprial for condoms rhall he of natural rubber latex as
anecified in 'T¢ ¥ A3R1 - Natural Rubber Latex. When non-adhesive
subsrtancer, luhricante or colnuring agente are usred, such shall not
he harpmful +- homan beiues,

i
3, Mimension !

The full ‘enpth of rondoms, in nrinciple, shall not be less than 17 cm,

4, Muality i
A.1 Annanrance The rondome shall be of uniform thickness free from auch%

Arfacts ar flawe, ninholer, hubh'es and inclusion of impurities. When a

nreventive device arajinmt detachment is nrovided, such shall be for this

anact f{c nurpose, ;f

A.” Mongation, Tenrile Strength and Wlongation after Ageing
(1) Test shall he carried out according to ihe methods svecified in
5,3 {1) and 5.4, and satisfy the recuiremen*s of Table 1,

Table 1.
Yongation " Tensile Sirength Tiongation after ageing
¢ kg/om’ 1

-~ —

Not less than 60C Not less than 200 Not less than 540

(?) Test by method of 5.3 (”) shall show no irregularities.

4,3 Pinhole TastBby method 5.5 shall show that the resistance wvalue
i® not lexss than 700 k.

S Test i

5.1 Test Ttems The test items for condoms shall be as follows:

{1} M™mension and appearance.




(" Tension test
3V Apmaing test

fAY ™inhole test

5.7 Nimension and Aopearance Vatters snecified in 3. and 4.1 shall

he examined,

5.1 Tension Test The tension test shall be made as follows:

(1) Teat for eclonration and tensile strength by using No. 7 test
niere in accordance with method specified in 3. Tension Test
of JIS ¥ A301-Physical Testing Methods for Vulcanized Rubber,

{~Y ™ut ” marks (10 cm anart) in the middle of the test sample.
old bhoth ends of the test sample under normal temperature,
atretching it until the distance between the ” marks becomes 50 om.
After holding it under these conditions for 5 minutes, examine if
any irrepularities aopear in the area between the two markings.

5.4 Apaing Test Take test niece similar to (1) of 5.3 and after 72
continuous hours of air heating ageing test as spacified in 6.3 of
JI® ¥ 6301, conduct teat (1) of 5.3 and measure elongation.

5.5 Pinhole Tert As indicated in Pig. 1, fix elactrode shown in Pig. ?
to the containar filled with a 17 sodium chloride solution and insert the
other elactrode in the test sample, WNext, submerge the test sample while
f{lling 9/10ths of it with the same solution (height of the solution level
in tha test sample should be about 70 mm above the height of the surrounding
nolution), and about 30 seconds later measure the resistance between the
electrodes,

Measurings instruments used shall conform to JIS € 1207-Testers, and
the temmerature of the solution shall be maintained st 20° - 30°C.

Pig. 1 Sketch of Pinhole Test Coptainer

Unit: am




A A2 erlentroder
Re ecack for nouringe in 17" gadium chloride solutinn
Ne tant samnle bnlder {nnlvrthvlene or g]qgg\

Ny aunnnrt

T: container

®: test s=amnie

f: insulator {nar ffin nlate)

e 17 sodium chloride nolution

T: ecircuit meter

1+ full lenpth of test aamnle

1 ¢ annroximately 0/10+ha of full lensth

Pig, 2 View of Rlectrode

- 15%s a Tnit: mm
-l
H ]
J?:H .b.
.‘“:; !l-i
i Rl ' a: cork or ruhber
: LR
' ?”—?lfi;i ¢ | h: zine elnctrode
‘ R ii fﬂﬁ c: saturated zine sulfate solution
Bl »
' 3[;J3 ‘. d: neer (3 g apar and 1 g notassium
o T chloride dissalved in 100 ml of
g ;r-fri water)
! b ‘
. Lot
m,-c-,—,«'
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¥arkings

The following narticulars must be indicated on each condom nackage:
(1) Mesignation

(" CQuantity

(3} Name of manufacturer

{4) Tate of manufacture or other code mrrkings









