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T.      nu^j^oF _PflMTJ_Y_PrAWTWO  TN J4P4N 

"Milita of a   aeries of surveys  narri ed  out by the Ifaininhi Newsoapers 
of Janan ñnrinfr thfl nafl+  +wo ^cadRR  concerninff nub]ic ooinione on family 

nlnnninp in Jinan are shown as  fol] own: 

( 1 '    ^2£!l«£j^JËl^^eM:i>_!Ljl_''What do you think about f^kpU^„ 

»« eummen.ed in the -able  1,  it was demonstrated that the percentage" 

of thp r^anonee,  "T think it  is pood",  was 6(tf in  1950.    This 

neroentage has gradually increased year after year and has maintained 
the level  of not or more since  1967. 

The increase in the percentage of nersons who answered that they 

thought family nlanning "good" seems to indicate a deeper under- 

standing by the Japanese people about family nlanning. 

Table 1.    'îesnonse to the question "What do you think about 
family planning?" 

(Unit in i) 

f 

Time of 
Survey 

Response 

i Survey 
Number Good neither 

pood nor 
bad 

Bad Non- 
committal 

Others and 
no 

response 

1 April  1950 60.7 - 15.0 13.5 10.8 

? 
Pay   195? 

i. 

65.0 - 11.6 14.? 9.? 

3 

4 

Way   1955 67.4 - 10.7 8.7 13.? 

May   19 57 7P.0 - 9.? 6.8 1?.0 

5 April 1959 74.° - 8.8 5.9 11.1 

fi April 1961 69.1 - 7.6 8.0 15.3 

7 Way   1963 88.0 1.9 0.6 6.1 3.4 

8 May   1965 87.5 '¡r 0.8 6.3 3.4 

9 Pay   1967 84.9 " ?.8 1.3 7.5 3.5 

10 June  1969 84.6 *.3 1.5 7.8 3.7 

11 
-, 

July  1971 
—— _. 

85.4 3.0 1.1 7.4 3.1 
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(?)    Response to the question -  "Why do you practise family plannir.^" 

AB shown in Figure  1  the majority of Japanese families practise 

family planning for the ourooBe of "giving better education to 

fewer children" or "keening the mother healthy". 

II.    CONTRAn^PTIVK HP^O^S OUTWENTI/V USW IN JAPAN 

In 19^9 the "ublic Relations Section of the Prime Minister's Office 

in ToVrvo 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 applications. 
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Fiffur* 1:    ReHoonne to the (mention - "Why do you nractise family planning" 

Survey report July 19/M 

(Unit in fut    The total percentage exceeds 
10CTÍ due to «ulti©le responses 
per nerson.) 

The Reanonei 

To five better education to fewer children 

To keep the mother healthy 

Because of bwirp- unahle to have children due to financial 

19.? 

To enjoy life without children 

11.5 

_Heoause other families are also practising it 

Dislike of children 

Because of avoiding lesser inheritance of the estate per ehi Id 

1.0 

47.1 

41.7 

i 
Because of avoiding possible transattane* of 
0.9 

0 10 ?0 30 

desease to the 
offspring 

40 
> -.,< 
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Table ?.    Hont recent i ve Method Currently I'sed  hy the 
Japanese n*ionle ** 

ri969> 

Contraint i v* Method« 4* 

Condom* r,r» 

Rhythm Method "9 

8 

  

%sal Body Temperature Sfitti od 

Foaming Tablets 6 

Withdrawal •> 

Jelly 15 

diaphragma 3 

Miacellaneoua 13 

•    (Total percentage excaed« 10of due to multiple 
reaoonaes ner person? N-1.'*1',i 

•* All the products, e.g. condoma, foaming tahlats and 
jelly préparations were produced in Japan. 
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nh^rmnflautini affaire «emulation* in .Tar>an are »triotlv enforced 

• o enrurA nmfpnsionf»!  "uality and pood oracHces in th« manufacture 

»nd di striditi on of drupa, auaai-dru**, cosmetics and medica]  devices. 

A+  the ou+i*t, the standards for the structure or ecuioment of 

the manufacturing establishments for dru/rs, quasi-drugs, medical devices 

or roiimetics ire enforced under the specific ordinances of the Ministry 

of Health nnd Welfare;    therefore if any structure or equioment is 

found net to confirm with such standards as mentioned, the license for 

runninp the shove mentioned manufacturing establishments is withheld. 

Tinder strlnrent control« and regulations all pharmaceutical 

manufacturing establishments are frequently checked in detail to 

maintain the manufacture and distribution of standard quality products. 

*V*eh item for production is scrutinized by the Ministry of Health 

and Helfare for the nomenclature, ingredients, quality, usage and< 4o«age, 

effect, efficacy and other relevant details prior to their manufacture 

or import. 

Furthermore, the Central Pharmaceutical Affairs Council, on« of the 

auxiliary organs of the Ministry of Health and Welfare, carri•• out 

investigations and deliberations in response to the request of the 

Ministry of Health and Welfare, concerning important pharmaceutical 

affairs including manufacture or import of new drugs or new msdioal 

devices. 

The following are some of the examples involving the regulation« 

by the Ministry of Health audi Wei fai« concerning oontraotptive product«. 

(1)    Condoms 

i        The quality ii prescribed by Japanese Industrial Standard« anaaxad 

at the end of this papar.    It is prohibited to manufactura ani ««11 

the products if the quality does not comply with these standard«• 

In addition, it must conform with the standards stipulated by tha 

Ministry of Health and Welfare under the provision« of the 

ceutical Affairs Law. 

Furthermore, the manufacturers sake effort to «navre that high 

quality is maintained by establishing their own standard«. 
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Table ?.    Hontrarentive Methods Currently tTe:ed by the 
Japanese oeonle ** 

M969) 

Hontraientiv« Method« > i 

Condoms r,f» 

ïïhythm Method "9 
  

Basal  Body Tenmerature Method fi 

Foaming Tablets 6 

Wi *hdrawal •5 

Jelly 15 

"»Uaphragnis 3 
  

Miscellaneous 13 

* (Total percentage exceeds 100f due to multiple 
resoonses o«r person; N-1.?1'>i 

•* All the products, e.g. condoms, foaming tablets and 
jelly preparations were produced in Japan. 



-   s   - 

TTI.  ÇOWTPAÇJ^r^ JWTU 3LF_IN /J£AN 
pharmnopirHoal affairs Pe/^ulatioriR in Japan are strictly enforced 

to ennur* nrofPBf*ionf»l  fualit;' and ^ood practices in the manufacture 

and distribution of drupa, cruani-drufr«, cosmetic« and «»dica!  devices. 

A+ the nutnet, the standard« for the structure or equipment of 

the manufacturing establishments for dru/rs, quasi-drugs, medical device« 

or cosmetics nre enforced under the specific ordinances of the Ministry 

of Health and Welfare;    therefore if any structure or «rruiostent is 

found not to confirm with such standards as mentioned,  the linense for 

running the above mentioned manufacturing establishments is withheld. 

Hnder stringent controls and regulations all pharmaceutical 

manufacturing establishments are frequently checked in detail to 

maintain the manufacture and distribution of standard quality products. 

ffach item for production is scrutini fed by the Ministry of Health 

and Welfare for the nomenclature, ingredients, quality, usage endfioeege, 

effect, efficacy and other relevant details prior to their manufacture 

or import. 

Furthermore, the Central Pharmaceutical Affairs Council, one of the 

auxiliary organs of the Ministry of Health and Welfare, carries out 

investigations and deliberations in response to the request of the 

Ministry of Health and Welfare, concerning important pharmaceutical 

affairs including manufacture or import of new drugs or nett «eelosi 

devices. 

The following are some of the examples involving the regulation« 

by the Ministry of Health and Welfare conoerning oontmoeptive 

(1)    Condoms 

i       The quality it prescribed by Japanese Industrial Standards 

at the end of this paper.    It is prohibited to manufacture and Mil 

the products if the quality doe« not comply with these standards. 

In addition, it must conform with the standard« et i pul a ted by the 

Ministry of Health and Welfare under the provision« of the Pharma- 

ceutical Affairs Law. 

Furthermore, the manufacturers make effort to ensure that high 

quality is maintained by establishing their own standards. 
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i i      The manufacturera are as follows: 

Okamoto Rubber Industries Co. Ltd.    ?071,   4-chome, Hirai 
iïdogawa-ku   Tokyo 

Sagami Rubber Industries Co. Ltd. 

Fuji Latex Industries Co. Ltd. 

9-8,,   3-chome, Uchikanda 

Chiyoda-ku   Tokyo 

??-1,   ?-chome, Higashi- 

Tateishioho, Katsuuhika-ku 

Tokyo 

These manufacturers mentioned above account for i«$ of the total 

production.    The remaining 5¿ are produced by a few manufacturers. 

(?)    •Diaphragm 

i        It is prescribed that the quality shall accord with the standards 

specified by the Ministry of Health and Welfare under the provisions 

of the Pharmaceutical Affairs Law. 

A few manufacturers are angaged in this production. ii 

(3) Intra-Uterine Devices 
ITO« s are not legally permitted to be manufactured and sold in 

Japan.   This is due to the fact that data on aide effects auch 

as irregular haemorrhage, haemorrhagio lsukorrhaa or prolongad 

menstrmtion etc. has not yet been obtained.    However, Tha 

Japanese Society of Obstetrics and Gynaecology has been performing 

clinical teats and studies of influance on tisaue in ?2 univarsities 

in order to raupend     o an inquiry mad. by tha Ministry of Haalth 

and Welfare. 

Upon obtaining the results of this investigation, ths Central 

Pharmaceutical Affair« Council will deliberata the pros and 

oons of its marketability. 
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(4Ì    Jelly ard Foaming Tablets 

i        duality standards: 

"nder the stipulation provided in the Article 43 of the Pharmaceutical 

Affair, W of Japan,  any and all   contraceptive jelly or foamin* 

tablet, shall  not.  be sold nor distributed unless they have passed 

the tMtlB nade by the person or Buch independent and competent, 

corporation as the National Hygienic Institute which is desisted 
bv the f/inis+ry of Health and Welfare. 

At orient two kinds of surfactants are permitted a« active compound. 

for contraceptives in Japan. Crinoline sulfate and phenyl mercuric 
*,.*•.„•„ nr9 now mrkñted for thm mttarkot}iT9 of cont^c<|ptlve8# 

(a)    Foaming Tablets 

A  foaming tablet containing menfegol is on« of it« activa ingr«di«nt., 

is a new contraceptive marketed in Japan «ine« 1969.   Manufacturing 

and renin* license« were issued by the Government on th. basi e of 

-re-clinical and clinical data, including control!«* studi«, on Mr« 
than ^ mrplftd coupl„ ^0 UB0d ih% rotming tabl«ts for a y«ar 

or mor*». 

f^nfe^ol, -, surfactant, possesses so potont a H perni ci dal activity 

that «nermatoíoa cosreletely lose th.ir f«rtili«ing ability within 

a minute even at such a low conc«ntration a. 0.06$.    In »pit« of th« 

ootent spermicidal activity of iwnfegol, th« number of living 

bacteK-l  count sue* useful vaginal bacteria a« Bo«d«rl«in bacilli, 

is not decreased after incubation with Sg of iMnfagol for 60 

minutes.    Th« foaming tablet, containing m«nf«gol, is rapidly 

dissolved to effervesce in normal vaginal secretionsj   this 

phenomenon, besides the notent »permicidal activity of **nf«gol 

•n«ur«s the nr«v«ntion of mobility of spermstosoa in th« ut«rw. 

It wae confirmed by clinical «mulination« that th« foaming tabl«t 

did not cause *ny «igni fi cant loss of natural feeling- nor any 

««riOUR side-effects.    Moreover, «nv «ignifioant changes in th« 

pff value of vaginal secretions were absent foil owing th« 

administration of th« foaming tablât s.    Pragnancy rat«« during the 

use of foaming tablet« have been reoorted to range between ?.3 - 

6.8,  (according to the Stix-Hotostein method.)  based on the result« 

of well-controlled studies with fn couple« at five hospital« and 

13 medicai institute in Japan. 
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(hi     .Telly 
Thê'âctive ingredient ^olyoryethvlene nonylnhwrt  ethfr is « Und 

of surfactant,  with no influent on the human  body and  ir, available 

for continual  use. 

It mixes well  with the semen and .hows sufficient spermicidal effect 

immediately because it is  nupnlied in dissolved form. 

It also hau thr: characteristic of easy after-use nrocedure because 

it is composed of an acrueous substance with a nroner viscosity. 

This is nermitted because there is sufficient  data over a lonr term 

and the product has been marketed since  19^6. 

ii      The manufacturers in Janan are as follows: 

Foaming Tablet: 

*Iisai  Co. Ltd. 6-10, d-ohome 
Koiahikawa,  Bunkyo-ki 
Tokyo 

Jelly? 
Ttaiiohi Takuhin Ran/rvo Co. Ltd. 

Yamanouchi Pharmaceutical c0. Ltd, 

},   9-chôme 
Sihombashi-fldobashi 
Chuo   Tokyo 

S,  ?-chome 
Nihombasni-TTonoho 
Chuo-ku    Tokyo 

Oral niH 
Thisis under deliberation in the Central  Pharmaceutical Affairs 

Council.    No product has been permitted in Japan because there is 

an academic matter concerning side effects in cases where it is 

administered for a lonff time. 

Vf.   pponwriow Aim PTOTHKTTABILITY 

The production of contraceptives in Japan is as indicated in the 

table on oa*e 9.    The production of every item is increasing in accordance 

with the diffusion of nroper knowl*d*e of contraception and with the 

demand for exnort.    These products are being manufactured by modernized 

facilities and advanced techniques, which make it possible to produce an 

increased volume by as much as  TO* over the level  of 1970, providing 

production is operated at  its  full  canacity. 

t'nder these circumstances,   anv nossible additional   demand  comió* 

from developing countries could  easily be met. 
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1.       ^ron* 
rrhi« ntnnd.T-d  nnp^ifi««  oondomB of latex,  hereinafter referred 

to ns  th*>  "^ondoma". 

Tbp mirili   for oondoma nhpli  b* of natural  rubber latex as 

sner.ifie'i in   TTP  v ^1  - Nntuml  Rubber Latex.    When non-adhesiv» 

nub«tnnoP",   lubricants or rol nuri r\p a^ent* are used,  such shall  not 

be barmf'ii   \r   >--mnn beine«. 

"\.      dimena i or¡ 
fhe fun   !enr»Vi of fondrai», in nrinriple,  «hall not be less than 17 cm.) 

A,       ^u«Htv 

A.I  »nnenrance    ""he rondoma ehall be of uniform thickness fra« fro« such j 

afecte an flaws,  pinhole*,  bubbiee and inclusion of impurities.    When ft 

nr<*vent1ve devine n¿min*t detachment is nrovidad, such shall bs for this 

^neriftr nurpose. ' 

A.* elongation, Taneile Strength and elongation after Ageing I 

fli    feat shall be carried out according to  the Methods sosci fiad in 

^.^ (1> and 5.4, and satisfy the reouiraments of Table 1. 

Table 1. 

Conflation               ' Tensile Strength       elongation after ageing 
'I  kg/om %  

Mot less than 600     Not less than ?00 Not less than 540 

(?i   Test  by method of 5.^ (?) shall show no irregularities. 

4.^ Pinhole    Tastsby method 5.5 shall show that the resistane« value 

i e not le:<a than  f>00 kf\. 

5.      Te_st 

%1 Teet Items The test items for condoms shall be as follows: 

(O dimension and appearance. 
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(^    ^onfiion tent 

fV     *r*iriF tent 

(A)    ninhole tent, 

*>,"> ^jpionwion and Appearance   Matters specified in 3. and 4.1 shall 

he examined. 

S-* Tension Test   The tension test shall be made as follows« 

f 1) Test for nlon^ation and tensile strength by using Ho. ? test 

M«re in accordanre with method specified in 3. Tension Test 

of .TÏS Y ^Ol-rhysical Testing Methods for Vulcanised Rubber, 

(n)    T^ut  r> marks (10 cm anart) in the middle of the test sample. 

Hold both ends of the test sample under normal tempsmture, 

stretching it until  the distance between the ? marks become« 50 cm. 

After holding it under these conditions for 5 minutes, examine if 

any irregularities appear in the area between the two marking«. 

5.4 *ff*ing Test   Take test piece similar to (1) of %3 »na after 7? 

continuous hours of air heating ageing test as specified in 6.3 of 

.TI" Y. 6301,  conduct test (1) of 5.3 and measure elongation. 

e;,s T!ínVl?1f. Te',t   *B indicated in fig, 1, fix electrode shown in fig, P 

to the container filled with A 1,Í sodium chloride solution and insert the 

other electrode in the test sample.   Next, submerge the test sample while 

fili in* q'iothe of it with the same solution (height of the solution level 

in the test sample ehould be about PO am above the height of the surrounding 

soluti on\ nnd about 30 seconds later measure the resistance between the 

electrodes. 

Measuring instrument« used shall conform to .TIS C 1?0?-T««ter«, aaá 

the temnerature of the solution shall be maintained at PO   - 30 C, 

fig.  1 Sketch of Pinhole Te«t Container 

%/y* f • 
us. u 

^-> — - - !;-® 

Unit j 
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A«.  S r>1 eotrorier 

cork   for nnnrinr  in   1 '  no^ium chi ori dp  r.ol u+i on 

)fir<^   Fn.mnl f  )'n1 flor   fnnl vthvl pn*>  or  /»linn 

container 

test  FiMiml« 

insulator (nar^ffin nlate) 

i" sodium chloride solution 

circuit meter 

full   length of test  snmnle 

anrroxi matelv 9^10+hs of full  1*»nr+>i 

""ip.   ?    View of TI tetrode 

-»$• 
"nit;  mm 

a:   cork or rubber 

bi   zinc electrode 

c;   natura ted zinc sulfate solution 

dì  riwr ( ^ p npnr find  "* c notassi um 
chloride dissolved in 100 ml  of 
water^ 

yarkinjf 

The following nartinulars must be indicated on each condom nackaget 

(•0    ^si^nation 

(*»>    Ouantity 

("0    Name of manufacturer 

(4^    ^ate of manufacture or oth«»r code mnrkinpr, 






