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b. Administrative Law 

1 . The Drugs. Cosmetics & Medical Instruments (Amendment) 

Act 1979 
(Adopted, Sept. 7, 1979. Promulgated on Oct. I , 1979. Ch. 

56, 1979. Twelve articles amended.) 

[Background of Amendment] 

Damage and disasters resulting from nuisances and medical and 

chemical products in Japan are known the world over today. In 

particular, injuries caused by medicines and chemicals, coupled 

with damage resulting from water and air pollution, have developed 

into a problem of utmost urgency calling for immediate attention. 

Against such a background, the current amendment is aimed at 

preventing damage and disasters due to medical and chemical 
products. 
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Soon after the implementation of the original Act pertaining 

to the Drugs, Cosmetics & Medical. Instruments Act 1 960 (herein-

after called the Medical Affairs Act 1 960) (Ch. 145, 1 960), the 

outbreak of so-called SMON diseases accompanying quinoform 

poisoning was reported at various places across the country. 

(SMON stands for Subacute Myelo Optico Neuropathy). SMON 
symptoms lead to loss of eyesight, partial or total paralysis, and at 

times death. The Welfare Ministry alarmed over the outbreak of 

SMON introduced various steps including administrative guidelines, 

but, failed to achieve sufficient results. This was because the phar-

maceutical companies, although well aware of the harmful effects 

of quinoform, kept on handling quinoform as before, while there 

were no means of relief but to file civil action for damages, and it 

was difficult to put civil liability on pharmaceutical companies 

under the prevailing fault principle of liability. Great amounts 

of time and money were required before settlement. In the mean-

time, "SMON suits" were lodged at various places. Victims, Iaw-

yers, scholars and sympathizers together developed vigorous cam-

paigns. Then they won a case at the district court level and the 

state was then pressed hard to deal with the issue drastically, 

resulting in the current amendment of the Medical Affairs Act. 

[Outline ofAmendment] 

1 ) The purpose of the law 

Aricle I of the Medical Affairs Act, stating that "the purpose 

of this Act is to control and regulate matters concerning drugs, 

quasi-drugs, cosmetics and medical appliances, and to promote 

the effectiveness thereof," was amended to "the purpose of this 

Act is to control and regulate matters concerning drugs, quasi-

drugs, cosmetics and medical appliances, and to ensure the quality, 

effectiveness and safety thereof " With this the major purpose 

of the current amendment, that is, to ensure the effectiveness 

and safety of drugs and others, was made quite cleaf. 

2) Approval of imports and production of drugs, etc. 

Hitherto, no approval of the Welfare Ministry was required 

for imports and production of drugs, etc., but with the revision 
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of the Act, approval became a prerequisite. Listed as standards 

of examination for approval are ingredients, quantity, merits, 

effectiveness, etc. of the said drug as well as its side effects. No 

approval is given in case the said dirug has no merits or effect 

as applied, or in case it is extremely harrnful and is of no use 

whatsoever notwithstanding its merits and effects, or in case it 

falls into the category termed improper by the Order of the Wel-

fare Ministry. (Hitherto, there had been no standards, and ap-

proval was left up to the expert discretion of the Welfare Mini-

ster). The provision stating "extremely harmful" is likely to 

cause problems in the future, however. 

3) Supervisionary authority of the Welfare Minister 

Firstly, the Welfare Minister is authorized to take emergency 

steps such as temporarily suspending sales and presentation of 

medical and pharmaceutical products if necessary to prevent 
danger and injury to health and sanitation by such products and 

their spread. Secondly, the Welfare Minister is authorized to 

take steps calling for dumping or retrieving medical and pharma-

ceutical products whose approval has been cancelled. Thirdly, 

if the already approved medical and pharmaceutical products 

fall within the purview of the standards denying approval, the 

approval in question has to be cancelled. See 2). 

4) Others 

Rescreening, reevaluation and presentation of the terrn of 

validity of medical and pharmaceutical products have been legal-
ized . 

[Significance and Future Problems of Amendment] 

The current amendment is significant in that the government 

is granted a series of means to ensure the effectiveness and safety 

of medical and pharmaceutical products, etc. and that it is obli-

gated to exercise such means under certain conditions. Problems, 

however, remain in that the state obligation to the nation con-

cerning harmful drug effects that have already broken out or 

are expected to occur in the future is felt ambiguous, and that 
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the government side (the Welfare Ministry) is not yet fully pre-

pared to promote science and technology for the development 

and use of effective and safe medical and pharmaceutical pro-

ducts. These are problems requiring settlement in the future. 

2. The Drug Victims Relief Fund Act 1979. 

(Adopted September 7, 1 979 and put into force October I , 

1 979. Ch. 55, 1 979. Made up of eight chapters, 59 articles plus 

1 1 supplementary provisions.) 

The above Act was adopted and promulgated simultaneously 

with the Drugs, Cosmetics & Medical Instruments (Amendment) 

Act 1979. 

The Act stipulates the creation of a fund for the relief of 

victims of damage accruing from the side effects of medical and 

pharmaceutical products by collecting contributions from manu-

facturers and importers of medical and pharmaceutical products. 

Certain points are incomplete, however, especially in determining 

the damage as such. It is also pointed out that depending upon its 

management, the fund may turn out to be relief for the very 

enterprises which have committed the harrnful act concerned. 
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