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NOTICE : A program ini tiative designed to lead to a 
funded proj ect on this topic also led to the development 
of this report . The ini tiative was approved by the 
Rational Research Council Funds Commi ttee , whose members 
are the Presidents of the Rational Acad� of Sciences , 
the Rational Acad� of Engineering , and the Insti tute 
of Medi cine . 

This report has been reviewed by a group other than 
the authors according to procedures approved by a Report 
Review Committee consisting of  members of  the Rational 
Acad� of Sciences , the Rational Acad� of Engineer­
ing , and the Institute of Medicine . 

The Rational Research Council was established by 
the Rational Acad� of Sciences in 1916 to associate 
the broad community o f  science and teChnology with the 
Acad� ' s  purposes of furthering knowledge and of  
advising the federal government . The Council operates 
in accordance with general policies determined by the 
Acad� under the authority of its congressional charter 
of  1863 , which establishes the Acad� as a private ,  
nonpro fi t ,  self-governing membership corporation . The 
Counci l has become the principal operat ing agency of  
both the Rat ional Acad� of Sciences and the Rational 
Acad� of Engineering in the conduct of  their services 
to the government , the publi c ,  and the scientific and 
engineering communities . I t  is administered jointly by 
both Academies and the Institute of Medicine . The 
Rat ional Acad� of Engineering and the Institute of  
Medicine were established in 1964 and 1970 , respec­
tively ,  'under the charter of the Rational Acad� o f  
Sciences . 

The research conducted by Rob Coppock, as a 1985 
Rational Research Counci l  Fellow associated wi th the 
Commission on Behavioral and Social Sciences and 
Education and the Board on Environmental S tudies and 
Toxicology ,  was supported by funds from the Andrew W .  
Mellon Foundation with additional support from Rational 
Research Council ' s  program initiation funds . Opinions , 
findings , conclusions , or recommendations expressed in 
this publication are those of  the author and do not 
necessari ly reflect the views of  the sponsors . 

Available from: 
·Rational Research Counci l  
Board o n  Envi ronmental Studies and Toxicology 
2101 Constitution Avenue , R .W.  
Washington , D . C .  20418 
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FOREWORD 

On May 22 , 1985 , the Rational Research Counci l  
conducted a workshop t o  identi fy the central issues i n  
environmental law ,  regulation ,  and management for 
assessments of current scient i fi c  understanding are 
needed . The workshop focussed on the extent of environ­
mental contamination by potentially hazardous chemi cals , 
whether introduced into the environment deliberately ,  
such a s  pesticides , o r  accidentally , as wi th leachate& 
from hazardous waste disposal sites . A number of topics 
were identified by the workshop participants for which 
the Rational Research Council could provide valuable and 
unique contributions to the development of  public policy 
on environmental affairs . 

One of  the conclusions emerging from the workshop 
was that there is much to be learned by examining the 
various roles that scienti fic  information has played in 
regulatory programs dealing with hazardous chemicals in 
di fferent countries . It was recommended that the 
Research Council undertake a study to catalog the means 
by which scient i fic information is acquired and inte­
grated into decision making for managing envi ronmental 
risks , to examine the factors that affect the efficacy 
and acceptance of  these procedures both here and abroad , 
and to assess the mechanisms in terms of thei r  potential 
for improving the process of  risk assessment and risk 
management in the Uni ted States . 

In response ,  the Research Council allocated program 
ini tiation funds for a cross-national comparison of  
approaches to  and regulation of  chemical hazards whi ch 
was conducted by Rob Coppock during his tenure as a 
Rational Research Council Fellow .  Dr . Coppock spent the 
previous eight years in West Germany at the Science 
Center Berlin conducting research on regulatory programs 
in various countries , and brought considerable experience 
and expertise to the proj ect . The comparison of 

- i i i  -
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approaches in di fferent countries is of  considerable 
interest , not only to the Board on Environmental Studi es 
and Toxicology , but also to other units of the Research 
Council , as well as governmental agencies and private 
organizations . 

This report is unusual in that i t  was authored by 
an individual not by an official study commi ttee whose 
members were selected by the Research Counci l  for their 
expertise in various fields . While the views expressed 
here do not necessarily reflect those of the Research 
Council  or any of its units , the report does reflect Dr . 
Coppock ' s  scholarly research and draws i ts conclusions 
and recommendations from it . 

Donald Hornig , Chairman 
Board on Environmental 
S tudies and Toxicology 

- iv -

Copyright © National Academy of Sciences. All rights reserved.

Regulating Chemical Hazards in Japan, West Germany, France, the United Kingdom and the European Community:  A Comparative Examination
http://www.nap.edu/catalog.php?record_id=19251

http://www.nap.edu/catalog.php?record_id=19251


.ACKNOWLEDGMENTS 

In conducting this examination of approaches to 
chemical regulations in several countri es and the 
European Community ,  I have benefited from the support 
and advice of  JDaDY individuals and organizations . The 
report is based on interviews conducted and materials 
collected during my tenure as a Rational Research Counci l  
Fellow ,  working with the Board o n  Environmental Studies 
and Toxicology . Special thanks go to Susan W.  Sherman, 
coordinator of  that fellowship program, and to Devra Lee 
Davis ,  .Acting Director of  the Board on Environmental 
Studiea and Toxicology , for the opportunity to pursue 
thia topic .  Financial aupport was provided by the 
Andrew W. Mellon Foundation , which funded the fellowahip 
progr-am, and by the National Research Council ' • program 
initiation funda , without whose combined aupport thia 
proj ect would not have been undertaken . 

The report benefi ted greatly from comment• provided 
by several reviewers . Chria McShane performed the 
invaluable service of  editing the report . Finally , I 
would also like to thank my colleagues , especially John 
Schultz and Mike McGeary , for their time and comments 
throughout the process . 

Rob Coppock 

- v -

C o p y r i g h t  ©  N a t i o n a l  A c a d e m y  o f  S c i e n c e s .  A l l  r i g h t s  r e s e r v e d .

R e g u l a t i n g  C h e m i c a l  H a z a r d s  i n  J a p a n ,  W e s t  G e r m a n y ,  F r a n c e ,  t h e  U n i t e d  K i n g d o m  a n d  t h e  E u r o p e a n  C o m m u n i t y :   A  C o m p a r a t i v e  E x a m i n a t i o n
h t t p : / / w w w . n a p . e d u / c a t a l o g . p h p ? r e c o r d _ i d = 1 9 2 5 1

http://www.nap.edu/catalog.php?record_id=19251


1 

INTRODUCTION 

The 1984 tragedy in Bhopal ,  India ,  in whiCh more 
than 2 , 000 people died as a result of  an accidental 
release of industrial chemicals into the atmosphere , and 
the subsequent releases in the Kanawha Valley in West 
Virginia have given a sense of  urgency to  the effort to  
examine the adequacy of controls on hazards associated 
with Chemical production in this country. But even 
before these events occurred , many have been concerned 
that some of our regulations of tozic chemicals are 
ineffective in that they do not achieve the degree of  
safety they are intended to  bring about , at the same 
time that they unnecessarily interfere with commercial 
activi ty .  

Interest in improving the regulation of  chemicals i s  
not limited t o  this country . In West Germany , a maj or 
new administrative ordinance has been proposed that 
combines under one statutory instrument many aspects of  
the control o f  dangerous chemicals . In addition ,  a new 
bill has been proposed covering pesticide and herbicide 
use that would mandate more extensive consideration o f  
human health and environmental impact in the authoriza­
tion of new agricultural products . In the United 
Kingdom , maj or 

·
revisions are being made in the way 

exposure levels to workplace Chemicals are determined , 
and the existing voluntary scheme for pesticide regis­
tration is being replaced by legislation . 

The growth of governmental involvement in the 
regulation of  hazardous chemicals in most industrialized 
countries can be traced to three factors . Firat , tens 
of thousands of chemicals are now in use and have become 
indispensable components of modern manufacturing , agri­
culture , and commerce ,  and hundreds of  new chemical 

1 
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products are being added to commerce each year . Second , 
matching this rapid expansion of chemical techno lou , 
especially s ince World War I I , have been improvements in 
the ability to detect chemicals at lower and lower con­
centrations . These improvements in detectio� capability 
have been accompanied by the development of  new methods 
to evaluate the potential consequences for human health 
of  exposure to chemicals . Third , there has been an 
increase in public concern about what is often called 
the qual ity of life ,  especially (but not limited to ) 
health hazards and environmental quality .  The public 
appears to exhibit something like a lower tolerance for 
such hazards than in the past . The confluence of these 
developments has resulted in tremendous expansion in 
government regulation of chemical hazards in most indus­
trialized countries . 

Faced with common problems involving the identi fi­
cation and assessment of potent ial chemical hazards , 
governments in industrialized countries have developed 
control programs that draw on the procedural and regu­
latory tools available to them . Without doubt , there 
has been a certain amount of interaction among coun­
tries : those formulat ing laws and regulat ions look 
abroad to see what problems others are confront ing and 
how other countries are dealing with those problems . 
For example , the so-called S ixth Amendment , which estab­
lished testing procedures for chemicals prior to market­
ing within the European Community ,  was clearly formu­
lated in response to the u.s. Toxic Substances Control 
Act . l The selection of a di fferent , step-wise 
approach to the same problem by the European Community ,  
however , is  an example of  the many di fferences found in 
various regulatory programs and suggests that each 
country ' s  choices are conditioned by preexisting pol i­
tical institutions , administrat ive pract ices , legal 
traditions , relat ionships between science and govern­
ment , interest group politics , and other factors . 

Both s imilarit ies and di fferences can be observed in 
chemical regulatory programs among countries . For 
example , one study found that , despite pronounced d i f­
ferences in the strength o f  business and labor in the 
United States and Sweden, agency regulatory decisions 
about labor safety in the two countries were quite simi lar.2 
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A study o f  the regulation of  carcinogens in the United 
States , West Germany , France , and the United Kingdom 
found that all four countries had regulated virtually 
the same chemicals , and that there was no consistent 
pattern of variation in the stringency of the regulatory 
actions taken . 3 An earlier study describes how in the 
United States two pesti cides , aldrin and dieldrin, were 
judged to be carcinogenic and banned , but in Britain 
were evaluated di fferently and allowed continued commer­
cial use . 4 

Even though there is an obvious transfer of  knowl­
edge and concern among countries , it  is  clearly naive to 
expect the laws and regulations o f  one country to be of 
direct applicability to the political system o f  anoth­
er . Another way of  saying this is that the approaches 
and mechanisms of regulation are neither dictated by the 
nature o f  the regulatory task nor randomly determined . 
Even though given regulatory programs are conditioned by 
preexisting political , administrative , legal , and other 
relationships , it is possible to suggest insights about 
a given system by comparing and contrasting it with the 
approaches and methods used in other poli t i cal and 
administrative systems . The principal working hypoth­
esis o f  this report is that the political and adminis­
trative traditions of a country are important in the 
approach taken to the control o f  chemical hazard . 

This report examines the varying approaches o f  
selected countries t o  the regulation of  chemical 
hazards . However , the mat erial presented includes 
nei ther a systematic characterization of relevant 
procedures nor sufficient detail to enable conclusions 
to be drawn concerning the value o f  any part i cular 
approach for policy concerns in this count ry .  This is 
principally because information about program defini­
tion,  implementation,  and enforcement were beyond the 
scope o f  this report . 

A broad range of  approaches to the control o f  chemi­
cal hazards are described . Although the principal focus 
is on governmental regulatory programs , voluntary indus­
try programs are included where appropriate . I t  de­
scribes the approaches used by each country, in part so 
as to explicitly reveal the coverage of part i cular 
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claaaea of  hazards b7 the Yarioua proar... . The focua 
of the ezaaination ia ca.plex and beat described in 
terma of three separate but interactiYe eleaenta : func­
tional coYerage , regulatory instruments , and hiatorical 
context . 

The firat eleaent ia called the " functional coYer­
age" of the progr.. . I t  ia reflected in the progr .. 
categoriea deacribed for eaCh country: fr .. ework legia­
lation ,  industrial plant , emiaaiona and diachargea , 
worker protection,  induatrial aubatancea , poisons , 
agricultural chemicala , food additiYea and contaminants ,  
consumer products , transport , chemical waatea , and 
Yictim compensation . 5 Although any auch categoriza­
tion will eXhibit  certain weakneaaea , thia list ia baaed 
on preYioua work by the European Office of the World 
Health Organization .  It ia intended to include any 
regulation dealing with chemical hazarda durin& produc­
tion, transport , uae ,  or diapoaal . 

The aecond eleaent ia called the "regulatory instru­
menta . "  This refera to the apecification of the pur­
poses and aims of  the program, the procedure• for data 
collection and analysis , and the selection ,  execution,  
and enforcement of  interTention or other meChaniama o f  
control . I n  aome countries � the regulatory instruments 
are usually specified in lava or other statutory instru­
ments ; in other countries , they are specified in admin­
istrative ordinances or orders . Although it  ia  beyond 
the scope of this report to apell out the regulatory 
instrument• in eyery instance , the releYant regulatory 
instruments are ident i fied with respect to eaCh category 
of  functional coYerage . Taken together , then, func­
tional coYerage of  the Yarioua regulatory programs and 
the reapectiYe regulatory instrument• determine the 
administrative jurisdiction oYer Chemical hazards that 
are found in each country. 

The thi rd eleaent , called the "historical context , "  
which helpa eatabliah the constraint• within which 
regulatory programs operate . Another way of  thinking of  
this element ia in  terma of the political and adminia­
tratiYe traditions that influence expectations about 
responsibility to respond to parti cular kinds of situ­
ations , the juriadictional atrengtha and weakneaaea o f  
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varioua parts of  government and related institutions , 
and the power relationships among government , business , 
labor unions , and other relevant groups . 

rhe literature directly addressing approaches to the 
regulation o f  chemical hazards in various countries is  
suprisingly sparse . S everal studies have examined 
reaulatory pol icies with respect to chemical control of 
speci fi c  industrial sectors or certain classes o f  chemi­
cal use ; however , they have usually either compared the 
pol i cies o f  only two count ries6 or have examined a 
limited set of  hazards . 7 A few studies have examined 
chemical laws and regulations in several countries , but 
they address different questions in a way that is  
inappropriate for exploring the appli cability of  given 
approaches across countries . & rhe Chemical Products 
Division of the Organization for Economic Cooperation 
and Development (OBCD) in Paris has prepared several 
reports on various aspects of the regulation of chemi­
cals ; 9 however , they tend to examine specific  regula­
tory instruments , rather than the full range of chemi cal 
hazards addressed in this report . In short , although 
there is some literature relevant to various aspects of  
the question,  no study directly addresses the value of  
examining cross-national studies to  illuminate domesti c  
issues with respect t o  the full range o f  regulations 
about chemical hazards . Accordingly , this report ad­
dresses the question on the basis o f  a review o f  rele­
vant l i terature and discussions with government o ffici­
als and other experts in Japan, West Germany , France , 
the United Kingdom , and the European Community . 

These countries were selected because , taken togeth­
er , they illustrate a variety o f  relevant cultural and 
poli t i cal contexts within which chemical hazards are 
regulated . For example , the Brit ish doctrine of the 
sovereignty o f  Parliament contrasts with the French 
doctrine that democracy implies a national assembly 
expressing the will o f  the people ; and both contrast 
with the German constitutional stat e ,  whi ch l imits the 
sovereignty o f  all institutions in the name of human 
rights . At the same t ime , these countries also repre­
sent considerable diversi ty in their administration o f  
laws and regulations . For example , the Japanese prac­
tice o f  "administrat ive guidance" (gy!sei ahid2), in 
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whiCh informal but effective pressure is exerted on the 
private sector to comply with government directives , has 
received considerable attention in recent yeara . Anoth­
er interesting but leaa well-known administrative prac­
tice ia the West German Ministry of  Labor ' s  adoption 
without alteration of  workplace exposure limits devel­
oped by an independent commission of scientists , and the 
resulting ease with whi ch acceptable exposure limits can 
be adjusted aa new information become• available . The 
governments of these four countries , together with the 
Commission of the European Communities (whiCh eatab­
liahea regulations that must be incorporated into the 
lava of ita member atates ) , present sufficient vari ety 
in context and in implementation to enable the value of  
atudying the varioua approaChea to regulation and their 
meaning for thia country to be adequately aaaeaaed . 

The chapter• that follow addreaa each country aepa­
rately . EaCh chapter begins with a characterization o f  
relevant poli t i cal and adminiatrative traditions o f  the 
country ( the historical context ) .  Thia ia followed by a 
compilation of the major lava and regulation• ( regula­
tory instruments ) according to the following categories 
( functional coverage) :  framework lava , industrial plant , 
emissions and discharges , worker protection ,  industrial 
aubatancea , poisons , agricultural Chemicals , food addi­
t ive• and contaminants ,  consumer products ,  transport , 
Chemical wastes , and victim compensation .  The final 
aection of each chapter reviewa current development• 
with respect to the regulation of chemical hazards . 

On the basis of  this descriptive material , a frame­
work for further investigation is presented in Chapter 
7 .  I t  ident ifies four l inea of potentially frui t ful 
reaearCh involving comparative analysis of programs for 
the control of  Chemi cal hazarda and encourages research 
in these areas . 

1. George B .  Wilkinson, "The Sixth Amendment : Toxic 
Substance Control in the EEC , "  Law & Poliey in 
International Business 12/46 ( 1980 ) 461-501 .  
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2 .  Steven Kelman, Resulating America . Regulat ing 
Sweden: A Comparat ive Study of OccuPational Safety and 
Health Policy ( Cambridge , MA: MIT Press , 1981 ) . 

3 .  Ronald Brickman, Sheila Jasanoff,  and Thomas I lgen, 
Cbemical Regulat ion And Cancer : A Cross-National Study 
of Policy and Politics (Springfield , VA : Nat ional 
TeChnical Information Servi ce I PB83-20677 1 ,  1984) . 

4 .  Brendan Gillespie , Dave Eva , and Ron Johnston,  
"Carcinogenic Risk Assessment in the United States and 
Great Britain :  The Case of  Aldrin/Dieldrin, " Social 
Studies of  Science 9 ( 1979 ) 265-301 . 

5 .  These categories have been adapted from work 
performed by the European Office of  the World Health 
Organization .  See World Health Organizat ion ,  
Legislative and Administrative Proce¢ures for the 
Control of Cbemi cals : European Cooperation on 
Environmental Health Aspects o f  the Control of  Cbemicals 
- Interim Doegment 5 (Revised Edi tion) ( Copenhagen , 
World Health Organization Regional Office for Europe , 
1984 ) . 

6 .  See , for example , Lennart J .  Lundqvist , Tbe Hare and 
tb& Tortoise : Clean Air Policies in the United States 
and Syeden (Ann Arbor : University of Michigan Press , 
1980 ) ; Steven Kelman, Regulating America . Regulating 
Syeden: A ComParative S tudy of Occupational Safety Jn4 
Health Policy ( Cambridge , MA: MIT Press , 1981 ) ; Brendan 
Gillespie , Dave Eva , and Ron Johnston,  "Carcinogenic 
Risk Assessment in the United States and Great Britain :  
The Case of  Aldrin/Dieldrin , "  Social Studies of  Science 
9 ( 1979 ) 265-301 ; and Rob Coppock , " Int eract ions Between 
Scientists and Public Officials : A Comparison of the 
Use of Science in Regulatory Programs in the United 
States and West Germany" Policy Sciences 18 ( 1985 )  
(371-390 ) .  

7 .  Ronald Brickman, Sheila Jasanoff,  and Thomas I lgen,  
Cbemical Regulation and Cancer : A Cross-National S tudy 
o f  Policy and Poli t i cs (Springfi eld , VA : Nat ional 
Technical Information Service 1 PB83-206771 ,  1982 ) ; 
William M .  Wardell ( ed . ) ,  Controlling the Use o f  
therapeutic Drugs : An Internat ional Comparison 
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(Washington , D . C . : Ameri can Enterprise Institute , 
1978 ) ; Jerome E .  Scbnee , "International Shi fts in 
Innovative Activity :  The Case o f  Pharmaceuticals , "  
Columbia Journal of World Business 13 ( 1978 ) 112-122 . 

8. See, for example, Sam Gussman, Conrad von Moltke, 
and Cynthia Whitehead, Public Policy for Chemicals: 
National and International Issues (Washington, D.C., The 
Conservation Foundation, 1980). 

9 .  See , for example , Environment Directorate ,  Selected 
Approacbes to Data Intearation in Assessments of 
Cbemicals (ENV/CHEM/CM/84 . 14)  (Paris : Organization for 
Economic Cooperat ion and Development , 1984) ; 
Environment Directorat e ,  Administrative and Legislative 
Aspects of Cbemicals Control: Comparative Analysis of 
Selected Issues (Paris :  Organization for Economic 
Cooperat ion and Development , 1985 ) ;  and Environment 
Directorat e ,  A Review of the Implementation of Two 
Council Acts on Cbemicals (ENV/CHEM/CM/85 . 13 )  (Paris : 
Organization for Economic Cooperation and Development , 
198 5 )  • 

... - .. 
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2 

JAPAN 

POLITICAL AND APMINISTBATIYE 
TRADITIONS 

To understand the strengths and weaknesses o f  con­
trols on chemical hazards in Japan, it is necessary to 
be aware of the historically dominant influence o f  the 
bureaucracy in Japanese society . l During the nine­
teenth century , the bureaucracy served as the represen­
tative and protector of the imperial rule . Between the 
promulgation of the Meij i Constitution of 1890 and World 
War I I , the bureaucracy possessed independent legisla­
tive powers in the name of the Emperor that were equiv­
alent to parliamentary powers . Until 1918 , all members 
of the cabinet were drawn from the bureaucracy rather 
than from pol itical part ies . 2 

The bureaucracy accordingly possessed the status of  
an elite  class . Government service often enabled high­
ranking officials to become wealthy . Virtually all were 
trained in the prestigious imperial universities , espe­
cially Tokyo University .  Bureaucrats enj oyed consider­
able career mobility and respect . They viewed the rest 
of  society with considerable disdain; the maxim, 
"Officials honored , the people despised" (kanson lllinRi), 
epitomized the prevailing attitude . 3 

Following World War I I , the authorities of the 
Supreme Commander of  the Allied Powers attempted to 
eliminate what were considered to be the more undesir­
able attributes of the prewar bureaucratic  system .  Key 
wartime officials were removed , and the bureaucracy as a 
whole was stripped of many of its symbolic perquisites , 
such as special decorations and higher pay . Despite 
these efforts , however , the basic  prewar pattern per­
sisted , in part due to the fact that , while the author­
ities of  the occupation removed the apex of the bureau-

9 
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crati c  hierarchy ,  the base and the middle were left 
undisturbed . Perhaps more important , patterns o f  re­
cruitment , promotion ,  and ret irement still correspond to 
those of the prewar period . The importance of the bu­
reaucracy is illustrated by former Prime Minister 
Tanaka ' s  observation that to accomplish something in 
Japan , you must direct 20 percent of your energies at 
the legislature and 80 percent at the ministry officials . 

Two aspects of  the dominant position of the bureau­
cracy have important consequences for programs control­
ling chemical hazards . First is the virtual monopoly o f  
the bureaucracy over the legislative process . Th e  suc­
cess rates of government-sponsored and individual member 
bills , the declining rate of  amendments ,  and the lack o f  
success of  oppos ition-sponsored bills support this thes is . 4 

Second is the importance of ministerial jurisdict ion .  
Historically , broad statutory mandates st imulated loyal­
ty , pride , and solidarity within the ministries--but it  
also led to bureaucrati c  territorialism that impeded 
interministerial collaborat ion .  The strong influence 
exercised by the bureaucracy and its protect ion o f  its 
jurisdictions have strongly influenced the approaches 
taken by Japan to the control of chemical hazards . 

Confli cts over jurisdict ion are usually resolved 
through development of consensus , and the number of  
people involved generally indicates the importance o f  
the issue . Consensus can b e  built i n  many ways , includ­
ing informal (often protracted) consultat ion,  formal 
meetings , and the ringi system,  in whi ch documents 
drafted at lower levels of  an organizat ion are circu­
lated to various superior units for approval before 
formal submission .  

· 

All administrative actions must o f  course have some 
statutory basis . Japanese legal scholars generally 
divide administrative actions into two types : official 
actions that must correspond strictly to the law,  with 
nothing left to discretion; and discretionary forms o f  
administrat ive action .  Th e  greater part o f  decisions 
are based on negotiat ion ,  discussion, and consultation .  
This informal , nonauthoritative process o f  inducing 
industry cooperat ion and compliance is commonly called 
administrative guidance .  I t  may take the form o f  direc-
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tiona , requeata , warnings , suggestions , or s imply en­
couragement . Although these actions o ften resemble 
legally sanctioned directives , administrative guidance 
ultimately has no legal force . 

The real force of  administrat ive guidance lies in 
the traditional relationship between government and 
industry . I t  was government , not the private secto r ,  
that developed the railways , ports , roads , and urban 
services . The rapid industrialization of Japan during 
the last 100 years was accomplished through the coopera­
tion of the government and the large commercial combines 
( zaibatsu) . Bureaucrat ic  conduct toward small and 
medium enterprises , however , was considerably more domi­
neering than in the process of  administrative guidance 
directed toward larger entities . 

Despite the emphasis on consensus , there can be 
considerable di fferences of  opinion concerning controls 
on chemi cal hazards . Although consensus on the overall 
aims of control programs may be achieved , there is often 
disagreement about the best way to achieve those aims . 
The reliance on consensus combines with j ealously 
guarded administrat ive jurisdictions to create a s itu­
ation in which ministries are both constrained by other 
ministries and given the opportuni ty to exert influence 
over thea . For example , the powerful Ministry for 
International Trade and Industry (MITI ) and the Ministry 
for Health and Welfare (MHW) have both been wary of 
giving up thei r  areas of  jurisdiction to the relat ively 
weak Environment Agency , which is a relat ive newcomer .  
Thus , i t  i s  a committee within MITI , whose principal 
responsibility is for industrial structure and develop­
ment , that determines whether a part icular substance 
will be restricted in terms of production or use .  At 
the same time , the Environment Agency has been able to 
influence other ministries because it is consulted by 
those ministries during thier consensus-building . Thus , 
its influence is  greater than the size and prestige o f  
the Environment Agency alone would suggest . 

The jurisdiction for control of  chemical hazards in 
Japan can be moat easily understood in terms o f  these 
political and administrative traditions . Although Japan 
is the only country studied with a general framework 
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legislation providing a basis for overall environmental 
regulations , the actual statutory respons ibilities re­
flect the traditional patterna of jurisdiction among the 
ministries eziating at the time of the creation o f  the 
Environment A&ency . rhe impleaentation of  health and 
environmental controls thus requires careful consulta­
tion and negotiation among numerous governmental organi­
zations as well as the major actors in the private 
sector . 

TBB PAmQ OF ADfUIISTRATIVB 
JURISDICTIOB 

The first efforts to introduce regulatory legisla­
tion occurred in the early 1950s at the initiative o f  
bureaucrats within the Ministry o f  Health and Welfare . 
I t  was blocked by various interests , however . In 1958 a 
comparatively weak nat ional law to control water pollu­
tion was enacted . The first major legislation,  the 
Basi c  Law for Environmental Pollution Control ,  was 
passed by the legislature in 1967 . In 1969 the Law to 
Compensate Pollution-Related Health Damage was enacted , 
and then, in Bovember and December 1970 during the 64th 
Extraordinary Diet Session,  14 bills related to environ­
mental pollution were passed . 5 

The apparent comprehensiveness o f  this legislation 
can be misleading . For example , the Chemical Substances 
Control Law, o ften compared with the Toxic Substances 
Control Act in the United States , applies only to 
chronic effects resulting from environmental exposures 
(and, although not explicitly so , effectively only 
exposures involving the food chain) . S imilarly , the 
Industrial Safety and Health Law ezcludes from coverage 
all chemicals that are not carcinogens . Direct expo­
sures and acute effects are covered UDder the Poisonous 
and Deleterious Substances Control Law and the Pharma­
ceuti cals Affairs Law . One explanation for this diffu­
sion o f  responsibility among several ministries is that 
the latter laws ezisted long before the environmental 
laws were formulated and were administered by the rela­
t ively powerful Ministry of  Health and Welfare , Which 
successfully defended its bureaucrati c  territory as new 
regulatory responsibilities were defined . 
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The following review of the maj or laws governing the 
control of chemical hazards in Japan thus attempts to 
describe the most important areas of substantive respon­
s ibility and the corresponding organizational jurisdic­
tion . 

Framework Laya . In 1965 the Pollution Control 
Council was established in the Ministry of Health and 
Welfare as a first step toward solving environmental 
problems . 6 After two years of study , the Bas i c  Law 
for Environmental Pollution Control was enacted . 7 The 
law aimed at clarifYing basic principles and obj ectives , 
provided for coordination among relevant parts of  gov­
ernment , and set out many of the specific topics to be 
dealt with . B I t  provided for the establishment of  
Environmental Pollution Control Councils in each prefec­
ture and a central Conference on Environmental Pollution 
Control in the office of the prime minister . One result 
has been that local government administrators have been 
very active in the response to environmental pollution .  

the In4ustrial Plant . S ince 1965 ,  MITI has been 
conducting comprehensive preliminary surveys into indus­
trial air and water pollution from designated intens ive 
development areas and proposed large-scale industrial 
complexes under the Factory Location Law. 9 For newly 
proposed industrial areas , the surveys are based on the 
development plans of the local authority .  Results o f  
the preliminary surveys are used by local authorities to 
guide development of  industrial land , the type and scale 
of  industries to be introduced , and the location of 
factory sites . 

!missions an4 Discharges . The importance of  the 
Basic Law for Environmental Pollution Control has al­
ready been described . Other important laws include the 
Air Pollution Control Law,  the Water Pollution Control 
Law, the Boise Regulation Law,  the Vibration Regulation 
Law, the Offensive Odor Control Law, the Law on Preven­
tion of  Marine Pollution and Maritime Disaster , the 
Industrial Water Law, and the Wastes Disposal and Public 
Cleansing Law. These are all administered by the 
Environment Agency . One older statut e ,  the Sewage Law, 
is administered by the Ministry of Construction . 
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T.be Air Pollution Control Law deala with eaiaaiona 
o f  -.oke, aoot, etc. , froa factoriea and buainess estab­
lisbaents, establishes pe�ssible liaits for autoaobile 
ezhauat aaaes , and provides for liability without co.­
pensation coapanies in the private sector that have 
cauaed daaaae b,y air pollution. lO Article 3 author­
i zes the developaent of eaission standarda for aulfur 
oxides, soot and duat, and toxic aubstances. Article 5 
authorizes developaent of a standard for total aass 
eaiaaion control . 

T.be Water Pollution Control Law provides for the 
establishment of effluent standarda ( article 3 ) , for 
plana at the level of the prefecture to reduce the total 
pollution load ( article 4), for aonitorina pollution 
levels ( article 16) , and for coapensation for damages 
( article 19 ). 11 Of the 186 , 770 samples ezaained in 
1982 , 0. 03 percent were found not to meet the standards 
for enviroamental quality ,  a aubstantial t.provement 
coapared with 1972. 12 

•oise and odors are two types of sensory pollution 
that are perhaps of areater concern in the densely popu­
lated urban areas of Japan. Odors conati tute about 
one-quarter of all coaplaints about pollution . l3 T.be 
•oise Reaulation Law includes provisiona for factories , 
construction work, and motor vehi cles . l4 T.he Offen­
sive Odor Control Law provides for the development of 
appropriate standards. l5 

Worker Protection . T.be principal provisions for the 
protection of workers are found in the Industrial Safety 
and Health Law , the Pharmaceuticals Affairs Law , and the 
Poisonoua and Deleterioua Substances Control Law. 

T.he Induatrial Safety and Health Law stipulates 
that , before brinaina a substance into production, the 
producer should inveatiaate whether the substance is 
toxic or presents other potential dangers for workers 
and that all necessary protective aeasures be taken . l6 

However, substances can be exempted froa noti fication i f  
annual production i s  t o  b e  leas than 100 k& per factory ; 
the substance ia for testina or research or is a rea­
aent; or an imported substance ia sold directly to 
consumers without repacka&ina . Furthermore , and moat 
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important , the ordinance implementina the law stipulates 
that the "investigation of  toxicity shall consist of a 
carcinogenicity test , or other test sufficient to educe 
information of a level at least equal to a mutagenicity 
test with special reference to carcinogeni city ,  or a 
mutagenicity test . "l7 This effectively restricts the 
applicability of the law to carcinogens , and whenever a 
substance is determined to be carcinogeneti c ,  regulatory 
measures are invoked under the law,  whi ch is  adminis­
tered by the Ministry of Labor . 

The Ministry of Health and Welfare is responsible 
for both the Poisonous and Deleterious Substances Con­
trol Law and the Pharmaceuticals Affairs Law . The 
former assumes a larger role than might be expected due 
to the definition of "deleterious" to include most toxi c 
substances . I t  is described below under the section on 
poisons . Many substances are regulated as drugs and 
quasi-drugs under the Pharmaceuticals Affairs Law . 
Althouah the apparatus for this is  usually not associ­
ated with the regulation of worker safety , its applica­
bility extends to substances in these situations as well . 

In4ustrial SubStances . The Chemical Substances Con­
trol Law is the principal statute for the regulat ion o f  
industrial chemicals i n  Japan . I t  applies to all manu­
factured or imported substances except those covered by 
the Foodstuffs Sanitation Law, the Agri cultural Chemi­
cals Control Law , the Fertilizers Control Law, the 
Pharmaceuticals Affairs Law, and the Law Concerning 
Safety Assurance and Quality Improvement of Feed . l8 

Prior to the commencement of business , the Ministry o f  
Health and Welfare and the Ministry of International 
Trade and Industry must be notified .  I f  the substance 
is  determined to be safe on the basis of available 
information concernina biodegradability ,  bioaccumula­
tion,  or toxicity test results , i t  can be freely manu­
factured or imported . l9 Thus , it  may be seen to apply 
only to environmental exposures and , more parti cularly , 
to those that occur through the food chain . Test 
results for both new and existina commercial substances 
are revi ewed on a case-by-case bas is by the chemi cals 
testina and judgment committee , an advisory committee 
under the Ministry of International Trade and Industry . 
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Poisona. the IU.nbtry of Health aDd Welfare ia 
responsible for the Poisonous and Deleterious Substances 
Control Law . It stipulates that all poiaonous or dele­
terious substances .oat be reaistered with the releTant 
metropolitan, prefectural or other local aoTeraaent 
pharmaceuticals bureau , as well as the Ministry of 
Health aDd Welfare . Containers aDd packaaes .oat be 
properly labelled . 20 this law assumes a laraer role 
than mi&ht be expected due to the definition of 
"deleterious" to include aost toxic substances. 2 1  

Agricultural Cbemicals. Chemicals used as herbi­
cides , insecticides , aDd funai cides are reaulated under 
the A&ricultural Chemicals Control Law. 22 Products 
must be reaistered with the Ministry of A&ri culture , 
Forestry, aDd Fisheries . T.he efficae,r of the product ,  
as well as the results of tests on its toxic or residual 
properties must be stated . 

T.he Fertilizers Control Law distinauishes between 
common fertilizers and special fertilizers with differ­
ent regulations for each category . Althou&h licenaina 
is not required , the manufacturer or importer must 
register with the Ministry of A&riculture , Forestry, and 
Fisheries . Fertilizers usina new inaredients are re­
quired to show efficacy ,  the absence of toxicity ,  and 
the efficacy of additives . 23 

Chemicals intended for home use as opposed to sari­
cultural purposes are regulated under the Pharmaceuti­
cals Affairs Law .  For example ,  pesticides for home use 
are eTaluated as medicines or quasi-drugs dependina on 
the strenath of their  componenta . 24 

Food A4ditiyes epd Contaminants . Under the Food 
Sanitation Law, the manufacture or sale of chemical 
compounds for use as food additiTes is prohibi ted except 
when approved b,y the Minister of Health aDd Welfare. 25 

Consumer Products . T.he Household Products (Harmful 
Substances ) Law proTide& standards for household 
products containina nine harmful substances . 26 Many 
products , such as pesticides or insecticides , are also 
regulated under the Pharmaceuti cals Affairs Law as 
quasi-druga . 27 
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Trp•port . Pacltagina and handlina regulations of  
the various lava apply to chemical products . The 
transport of industrial wastes is regulated under the 
Wastes Disposal and Public Cleanaina Law ( see below) . 

Cbemical W.atea . Domest i c  and industrial wastes are 
regulated under the Wastes Disposal and Public Cleansing 
Law and the Law on the Prevention of Marine Pollution 
and Maritime Disaster . Transportation or disposal of 
industrial wastes by a firm must be in accordance with 
standards established by the Ministry of Health and 
Welfare and industrial waste disposal plana developed by 
the prefectural or municipal goverument . 28 For indus­
trial wastes specified to be disposable in the sea , 
standard• on the place and method of dispoaal are stipu­
lated in the Law on the Prevention of Marine Pollution 
and Maritime Disaster , whi ch is administered by the 
Ministry of Transportation . 29 

Victim Compensation.  A unique feature of the regu­
latory scene in Japan is the Pollution-Related Health 
Damage Compensation Law, which provides for compensation 
for health damage due to severe air or water pollution 
as a result of business activity or other human activi­
tiea . 30 In order to quali fy ,  a victim must be certi­
fied by a prefectoral committee as a lona-time resident 
of a designated pollution area and must eXhibi t  certain 
medical symptoms . The exact medical criteria ,  whi ch 
remain unpublished , have been established by a special 
committee advisina the Environment Agency that revi ews 
applications on a case-by-case basis . 31 

CURRENT DEVELOPMEnTS 

Baaed on the examination of the si tuation in several 
countries , the regulation of  chemi cal hazards in Japan 
is judged to be surprisingly uncontroversial . Elsewhere 
there ia considerably more dissatisfaction with existing 
reaulatory instruments aa well as active efforts to 
replace or improve them . 

The lack of concern about chemical hazards is  per­
haps doubly aurpriaina given the role that public opin­
ion has played in the past . I t was popular pressure 
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rather than aoveru.ent or buaineaa interest that led to 
the enactment of the enviroa.ental reaulationa in the 
late 1960s aa4 early 1970s. This pressure mounted in 
response to the terrible suffering of the victt.a of 
min•••ta disease ( attributable to methJlated mercury 
pollution)' aa4 chronic cadlli• rlaoning , Yictt.a of 
air pollution around Yokkaichi. 3 In each caae, i t  
waa finally necessary for the victt.a t o  file suit for 
damaaea , aa4 these court caaea became a cause cilebre 
that contributed to the publi c  attention that brouaht 
about the leaialation .  

Today equal public attention aa4 involY•ent la not 
accorded issues related to the control of hazardous 
chemicals , for two principal reaaona . Firat , pollution 
control programs have quite successfully eliminated , or 
at least noticably reduced , the most noxious problems . 
S econd ,  the overall regulatory atrate&Y has been one of 
decentralization,  with considerable powers of implemen­
tation deleaated to the local level. Aa a result, � 
dissatisfaction with pollution control measures is 
locally constrained , aa4 there is little incentive to 
develop natioavide coalitions. 

The government is directed by the Basic Law to 
conduct surveys of the environmental conditions in Japan 
aa4 to disseminate this knowled&e aa4 information to the 
nation. 33 The annual report on quality of the envi­
roDment report of the EnviroDJDent Aaency reveals sub­
stantial improvements in most ambient air quality condi­
tiona . 34 The ratio of samples of water-borne pollu­
tants exceeding the permissible standards has been 
reduced draatically between 1971 and 1982 . For example ,  
the ratio o f  samples exceeding the standard to the total 
number of  samples taken for cadmium vas 0. 72 percent in 
1971 aa4 0 . 07 percent in 1982 , that for total mercu� 
was 0. 25 percent in 1971 aa4 0 . 06 percent in 1982. 35 

In addition, the trend for the number of days on which 
smoa alerts are issued shows a reduction of at least 
half between 1974 aa4 1984 ( for the period between 1979 
aa4 1982 this waa cut even further to one-third due to 
favorable meteorological conditions , mostly longer than 
uaual raiuy seasona ) . 36 
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Althouah suCh indicators are only suggestive of 
overall environmental pollution ,  they are probably espe­
cially relevant for publi c  opinion because they describe 
conditions that people are able to confirm with their  
own seoaes . 37  They are aware that the incidence and 
severity of  reports of chronic pollution victims in the 
neva media has decreased markedly , and the decrease in 
photoChemical smog can be perceived with their  own eyes 
and noses . Thus , it  is altogether reasonable to expect 
the maj ority of Japanese to feel that considerable pro­
areas has been made in the area of pollution control . 
Althouah the moat dramati c  aspects of pollution have 
been ameliorated , there remain considerable problema . 
Water pollution ,  for example , is still a serious problem 
in moat of Japan's closed water bodies , such as lakes 
and marahea . 38 The record of progress for each of the 
five other officially defined areas of pollution--soi l , 
noise , vibration ,  offensive odors , and around sub­
stances--is mized . I t  is of course extremely difficult 
to determine wby such problems are not accorded the kind 
of public attention that they receive in other countries . 
I t  is claiaed here that the di fference is due , at least 
in part , to the decentralized implementation of  pollut ion 
regulations in Japan . 

Rot all observers agree with the claim that the 
bas i c  approaCh in Japan has emphasi zed decentrali zation,  
and that this has resulted in  leas controversy with 
respect to pollution and environmental concerns in 
general . I t  is true that instances of chemi cal contami­
nation ,  pollution,  and waste problema are reported in 
newspapers and elsewhere . Nevertheless , it seems that 
these issues have been leas important in the overall 
public discussion and debate in Japan than in the other 
countries included in this report . There are some indi­
cations that this may be changing , and an interest in 
reformulating some aspects of the regulatory framework 
may emerge over the next few years . 

The beginning of this chapter emphasi zed the impor­
tance of  local government offi cials in the implementa­
tion of regulatory controls in di fferent areas in Japan . 
Considerable powers , including improvement orders , spot 
inspection ,  and even suspension orders , are in the hands 
of local government . 39 The tradition of administrative 
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auidance allows local officials to respond flexibly to 
local conditions and to avoid the contradictions that 
would arise i f  laws were enforced with strict formality. 

The control of pollution has been effectively decentral­
ized ,  thereby removing the basis for a national interest 
group address ing such issues . Neither pollution nor 
hazardous chemicals are currently the focus of  public 
attention .  

1 .  This section draws heavily on: Julian Greaser ,  
Koichiro Fuj ikura , and Akio Moriahima , Environmental Law 
in Japan ( Cambridge , MA: MIT Press , 1981 ) Chapter 5 ,  
"Formulation and Implementation of Environmental 
Policy :  A Comparative Assessment of the Reaulatory 
Process , "  229-283 .  

2 .  Ardath W .  Burks , Jaoan: Profile of a Postin¢ustrial 
� (Boulder , CO : Westview Preas , 1981 ) . 

3 .  Julian Gresser , Koichiro Fuj ikura , and Akio 
Morishima , Environmental Law in Japan ( Cambridge , MA: 
The MIT Press , 198 1 )  230 . 

4 .  T . J . Pempel , "The Bureaucratization o f  Poli cy-Making 
in Post-War Japan, " American Journal of Political 
Science 18 (November 1974) 647 . 

5 .  Michael R .  Reich,  "Mobilizing for Environmental 
Poli cy in I taly and Japan, " Comparative Politics (July 
1984) 383 . 

6 .  For a history of environmental pollution control 
administration in Japan, see Environmental Control in 
lAP.ID (Tokyo : Japan External Trade Organization,  
undated) . 

1 .  An unofficial English translation may be found in 
Environmental Laws and Regulations in Japan - General 
(Tokyo : Envi ronment Agency Japan, 1984 ) 1-8 . 

8 .  For example , article 7 :  publication of  annual 
report ; article 9 :  establishment o f  environmental 
quality standards ; article 10 : emissions control ; 
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article 11 : control of land use and installation o f  
facilities; arti cle 12 : proj ects for prevention of  
pollution; article 13 : surveillance and moni toring 
systems; article 14 : surveys and investigations ; 
article , 15 : development of teChnologies ; Article 15 : 
dissemination of knowledge and information .  
Bnviroumental Lawa and Regulations i n  Japan - General 
(Tokyo : Environment Agency Japan , 1984) 1-8 . 

9 .  Environmental Control in Japan (Tokyo : Japan 
External Trade Organization,  undated) 18 . 

10 . "Air Pollution Control Law , " Environmental Lays and 
Regulations in Japan CIIl Air (Tokyo : Envi ronment 
Agency Japan, 1984) 5-25 . 

11 . -water Pollution Control Law , " Environmental Laws 
and Regulations in Japan CII I) water ( 1 )  (Tokyo : 
Environment Agency Japan, 1984) 1-18 . 

12 . Ouality of tbe Envi ronment in Japan 1984 (Tokyo : 
Environment Agency Japan, 1985 ) 9 .  

13 . Environmental Control in Japan (Tokyo : Japan 
External Trade Organi zation ,  undated) 34 . 

14 . "Noise Regulation Law , " Bnviroumental Lava and 
Regulations in Japan CIIl Air (Tokyo : Environment 
Agency Japan , 1984) 89-99 . 

15 . "Offensive Odor Control Law , " Environmental Laws 
and Regulations in Japan CII) Air (Tokyo : Environment 
Agency Japan, 1984) 125-131 . 

16 . K .  Hayashida , "Japan ' s  Requirement , "  
(mimeographed) ,  Tokyo : Japan Syntheti c  Rubber Company , 
p .  22 . 

17 . Quoted in Toshio Sumida , "Regulation on Chemi cals 
in Japan, " (mimeographed) ,  Tokyo : Sumitomo Chemical 
Co . ,  p. s. 

18 . The Chemical Substances Control Lay in Japan 
(Tokyo : Ministry of International Trade and Industry, 
197 7 )  5-6 . 

Copyright © National Academy of Sciences. All rights reserved.

Regulating Chemical Hazards in Japan, West Germany, France, the United Kingdom and the European Community:  A Comparative Examination
http://www.nap.edu/catalog.php?record_id=19251

http://www.nap.edu/catalog.php?record_id=19251


22 

19 . The "MITI-scheme" requires biodegradability to be 
tested first , measuring bioloaical ozyaen demand in a 
closed system with standard sewage sludge . I f  the 
substance degrades sufficiently completely and rapidly , 
it  is aiven commercial clearance . Bioaccumulation is 
aeasured in fish during an 8-weelt test . I f  
bioaccumulation i s  low,  i t  i s  &iven clearance. I f  a 
substance does not degrade and does accumulate ,  in fish 
it  is submitted to mammalian toxicity tests . 

20 . K .  Hayashida , "Japan ' s  Requirement , "  
(mimeographed) ,  Tokyo : Japan Synthetic Rubber Comp� , 
p .  5 .  

21 . The criteria t o  determine toxicity used by the 
Central Pharmaceutical Advisory Committee of the 
Ministry of Health and Welfare are not published but are 
said to include acute toxicity from animal experiments : 

Oral: 
poisonous 
deleterious 

Del'lll&l: 
poisonous 
deleterious 

IDhalation: 
poisonous 
deleterious 

LDs 

Rot exceedina 30 111/ka 
Above 30 111/ka but leas than 300 111/ka 

Rot exceediq 100 malka 
Above 100 111/ka but leas than 1, 000 ma/k& 

Rot exceed 200 PPIII ( 1 hr. ) 
Above 200 PPIII but not exceedina 2,000 PPIII (1 hr.) 

22 . K .  Hayashida , "Japan ' s  Requirement , "  
(mimeographed) ,  Tokyo : Japan Synthetic Rubber Company , 
p .  6 . 

23 . K .  Hayashida , "Japan ' s  Requirement , "  
(mimeoaraphed) ,  Tokyo : Japan Synthetic Rubber Company , 
p .  6 .  

24 . Interview with Mr . Toru Watanabe , Pharmaceuticals 
and Chemicals Safety Division ,  Pharmaceuti cal Affairs 
Bureau , Ministry of Health and Welfare , Tokyo , June 5 ,  
1985 . 
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25 . K .  Hayashida , "Japan ' s  Requirement , "  
(mimeographed) ,  Tokyo : Japan Synthetic Rubber Company , 
p .  7 .  

2 6 . The nine are : hydrogen chloride , vinyl chloride , 
formaldehyde , tria ( 1-aziridine) phosphine oxide , tri 
( 2 , 3-dibromopropyl ) phosphate , triphenyl tin compounds , 
dieldrin , oraanic mercury compounds , and sul furi c  acid . 
K .  Hayashida , "Japan ' s  Requirement , "  (mimeographed) ,  
Tokyo : Japan Synthetic Rubber Company , p .  9 .  

27 . Interview with Toru Watanabe , Pharmaceuticals and 
Chemicals Safety Division ,  Pharmaceutical Affairs 
Bureau , Ministry of Health and Welfare , Tokyo , June 5 ,  
1985 . 

28 . "Wastes Disposal and Public Cleansing Law , "  
Environmental Laws and Reaulations in JaPan ( I I I )  Water 
ill (Tokyo : Environment Agency Japan, 1984 ) 7-9 . 

29 . "Law on the Prevention of Marine Pollution and 
Maritime Disaster , "  Environmental Laws and Regulations 
in JaPan ( I I I )  Water ( 2 )  (Tokyo : Environment Agency 
Japan, 1984) 47-106 . 

30 .  "Pollution-Related Health Damage Compensation Law , "  
Environmental Laws and Regulat ions in Japan - General 
(Tokyo : Environment Agency Japan, 1984) 13-54 . 

31 . Interview with Toru Ebihara , Office of Health 
Studies , Department of  Environmental Health, Environment 
Agency , Tokyo , June 3 ,  1985 . 

32 . Julian Gresser , Koiehiro Fuj ikura , and Akio 
Morishima , Bnviroumental Law in Japan ( Cambridge , MA: 
MIT Press , 198 1 )  29-30 . 

33 . Articles 14 and 16 , "Basi c  Law for Environmental 
Pollution and Control , "  Environmental Laws and 
Regulations in Japan - General (Tokyo : Environment 
Agency Japan, 1984) 1-8 . 

34 . The principal exception appears to be slight 
increases in the annual average concentrations of N02 
at automobile exhaust monitoring stations in continuous 
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operation (see p .  155 of follovina reference) .  For llOre 
detaila , see Part rvo , Chapter 2, of Quality of the 
lgyirOQMilt in Japan 1984 (Tokyo : lnvirODilent A&ency 
Japan, 1985 ) 152-167 . 

35 .  OqaUtt o f  the BnyirODileD,t in Japan 1984 (Tokyo : 
lgyirouaent A&ency Japan, 1985 ) 190 ; Author ' a 
calculationa . 

36 .  Oqalfty o f  the Bnyiropment in Japan 1984 (Tokyo : 
lnvirOIIIlent A&ency Japan, 1985)  a .  

37 . Credence for the notion that people believe 
atronaly what they perceive with their own sense can be 
derived froa the lona history of research on human 
attitudes , especially aa found in the model developed by 
Fishbein and Aj zen [Martin Fishbein and l eek Aj zen, 
Belief.  Attitude . Intention epd Behayior : An 
lptro4uction to Theory epd leaearc;h (leadiq , MA: 
Addiaon-Wealey, 1975 ) ] . Accordina to this llOdel , an 
attitude .. Y be defined aa an evaluative judpent of the 
dearee to Vb!Ch one likea or dialikea aoae peraon, 
obj ect , concept , or -.,.bol . Attitudea are built on 
beliefa held about a subj ect , WhiCh are learned 
relationahipa between the obj ect and ita attribute• or 
Characteriatica . One aradually builda up a view of the 
world and the way it works . S ince the val idity of one ' a  
own aensea ia rarely questioned , descriptive beliefa 
baaed on personal sensory experience are held with 
maximum certainty and aenerally are more important in 
the formation of beliefa and attitudea than information 
received from other aourcea . 

38 .  IUChael I .  ReiCh, "lnvirODilental Pol icy and 
Japaneae Society :  Part I .  Succeaaea and Failures , "  
Interpatiopal Jgurpal o f  Bnyiropmental Stu4iea 20 ( 1983 ) 
195 . 

39 .  Bnviropmental Control in Japan (Tokyo : Japan 
External Trade Oraanization, undated) 4-5 . 
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WEST GERMANY 

POLITICAL AND AQMIBISTRATIYE 
TRADITIONS 

The approaCh to the control of hazardous Chemicals 
in West Germany is stronaly influenced by the traditional 
interactions between business and aovernment . West 
Germany is a federation o f  states that have their  own 
national status but are intearated into the Federal 
Republi c  of Germany as a whole . The German constitu­
tional state is based on the Basic  Law (Grgndgesetz) ,  
whiCh establishes the leaal ri&hts of  individuals over 
the sovereignty of institutions . It reflects a dearee 
of distrust of  exaaaerated nationalism,  suCh as that 
WhiCh emeraed under the Rational Socialists , and establi­
shes a structure that protects the ri&hts of  partici­
pating states , provides adequate central authority ,  and 
auarantees individual ri&hts and freedoms . ! 

West Germany is a social market economy , with a 
larae publi c  sector , WhiCh is based on a social partner­
ship involving extensive interaction among representa­
t ives of business , trades unions , and aovernment . 2 

Within this system of  cooperation and consultation,  a 
larae part of  the public pol i cy process involves not 
only determining the proper response to a problem at 
hand , but also deciding WhiCh of the affected parties 
should respond and in what way . Thus , the most common 
approaCh to poli cy decisions involves neaot iation and 
consensus bui lding based on the interdependence of  
publi c  obliaations and private responsibilities . Exten­
sive provisions are made for discussion of relevant 
issues in advisory committees and various kinds of  
collective decision processes ; however , participation is 
usually l imited to formally constituted aroups and 
oraanizations . 3 Participants are usually members of  
professional and industrial associations , and the intro-

25 
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duction o f  publi c  interests is the responsibility of 
aovernment officials . There is a very l imited role for 
envi roumentalists , consumer protection aroups , or other 
citizen aroups . 

This approach to consensus buildin& with respect to 
publi c  policy issues has been called "neocorporatist" 
because i t  is the modern fom of the approach taken by 
Bismarck after the Franco-Prussian war in 1870 in his 
attempt to stimulate industrialization in Germany . The 
central problem of Chancellor Bismarck ' s  aovernment in 
catchin& up with the stronaer economic powers of Europe 
was to industrialize the country without disturbina the 
existina political order . In the economic upheaval of  
industrialization,  political and economic conflict were 
contained by corporative oraanizationa . 4 

Corporatism,  in this sense , has two key attributes . 
First , the intemediary between the citizen and the 
aovernment is a compulsory membership oraanization (or 
set of  oraanizations) based primarily on occupational 
status . Second , these oraanizations are aranted statu­
tory authority to control work-related aspects o f  their  
members ' behavior and to  administer aovernment proarams 
related to their members . Historically , this approach 
drew on the traditional auilds , which were cooperative 
trade associations with authority to reaulate all prac­
tices associated with particular trades . Within each 
auild , occupational relationships were clearly defined , 
and exact requirements for the trainina of  apprenti ces 
and the certification of  masters were specified and 
administered . Bismarck ' s  approach transfomed the 
concept of occupationally based authoritative oraani­
zations into the economic structures of the industrial 
revolution.  The notion that political interests can 
best be represented by a set of stable ,  occupationally 
based aroups has a lona tradition in Geman poli t i cal 
thinkina and profoundly influenced the response to 
industrialization.  

Bismarck ' s  strate&Y was to  simultaneously protect 
established social elites and auarantee new economic 
development . 5 A&ricultural tari ffs protected the 
landed aristocracy and allowed established political 
relationships in the countrys ide to remain intact . 

Copyright © National Academy of Sciences. All rights reserved.

Regulating Chemical Hazards in Japan, West Germany, France, the United Kingdom and the European Community:  A Comparative Examination
http://www.nap.edu/catalog.php?record_id=19251

http://www.nap.edu/catalog.php?record_id=19251


27 

Interest-free loans were provided to nascent industries , 
and tari ffs protected their  markets . But Bismarck also 
installed a social policy that provided protection for 
labor as well . In 1883 , 1884 , and 1889 , the aovernment 
init iated social insurance proarams for illness , acci­
dent , and old aae , respectively . 

The accident insurance scheme was administered by 
employee ' associations , but a number of  corporative 
oraanizations were created to administer the national 
health insurance proaram . These "sickness funds" 
(Ktapkcpkasaen) were j ointly manaaed by workers and 
their employers , who were aiven exclusive authority to 
administer them. 

Several aspects of the health insurance proaram are 
worth notina , because they are typi cal of the aeneral 
approach in Germany . First , there vas compulsory member­
ship accordina to occupational position.  Second , the 
system was administered through numerous small ,  indepen­
dent s i ckness funds with statutory authority to manaae 
the proaram with respect to parti cular occupations . 
Third ,  the principal characteristics of  the scheme ( the 
population covered , the levels of contributions , the 
cash and service benefits) were defined by the leais­
lature . Fourth, the system was financed by contribu­
tions from both employers and employees . Fi fth, the 
system included provisions for self-manaaement ; employers 
and employees were aranted representation on the aovern­
ina bodies of individual funds . 

The emeraence of  the social insurance proarams , and 
especially the pattern o f  interactions amona aovernment , 
employers , and workers embodied in the proarams , set a 
pattern for many other aovernment proarams in Germany . 
The contemporary German system of  administrative aovern­
ment rel i es on many representative advisory aroups . Some 
of these are fixed in statutes . For example ,  the Con­
certed Action Committee on Hospital Costs , which establi­
shes auidelines for costs in medical care , dental care , 
and druas , vas created by the 1976 Medicines Act . The 
committee has 60 members and consists o f  representatives 
of the main associations concerned : the s i ckness funds , 
private health insurance ,  doctors , dentists , hospitals , 
pharmacists , the pharmaceuti cal industry, unions , and 
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a.ployers . 6 Other representative advisory aroupa have 
been established by adainiatrative order . For eza.ple , 
new druaa .uat be approved by an expert comaiasion coa­
posed of nine members selected by the minister froa 
naaea submitted by the aovernina bodies of the health 
professions . S tz  of these are flzed (a toxicoloaist/ 
phar.acoloaist , a clinical phar.acoloaiat , a physician, 
an expert in aeneral medicine , a medical statistician, 
and a pharmacist ) with the remainina meabera selected 
froa a pool of 21 specialities dependin& on the type of 
drua . 7 Iunumerable ad hoc comaitteea provide advice 
to various ministries and other aovernment oraanizations . 
Two exa.plea are the Expert Group of the Comaittee on 
Phosphate and Water end the Bitrilotriacetate Coordina­
t ion Group of the Comaittee on Bitrate and Water , both 
of which published reports under the authority of the 
Federal Ministry of the Interior . & 

The approach to quest ions of public pol icy in West 
Ge� baa been called a "search for a rationalist 
conaenaus . "9 Two overridin& characteristics of this 
search are Sa¢hlisbkeit ( attention to obj ectivity and 
utility ,  eachewina eabelliahment and eaotion) and 
Sozialpflishtigkeit (preeainence of social obl iaation 
over private intereat) . lO The first step in the 
process focuses on determinina not only what action 
should be taken, but also on which of the parties to the 
social partnership should take that action.  This aenae 
of s imultaneous attention to the factual situation and 
how to respond to i t ,  and to the social obligations of 
those able to affect it,  permeates the enti re public 
policy process . 

DB PAmQ OF ADIUIISDATIVB 
JURISDIC%IOB 

Against this background of a social market econ� 
in which there ia cons iderable consultation and coopera­
tion amana the parties to the "social partnership , "  it 
ia not aurpriaina to find that moat federal statutes 
take the fora of enablina legislation.  That is , moat 
statutes are stated in aeneral terms and contain few 
provisions explicitly deaianed to structure or limi t the 
discretion of the qenciea to which impleaentation ia 
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deleaated . ll Specification of the reaulatory instru­
ment , or the approaCh and procedures to be used , is 
usually left to adainistrative orders . Two forma are of  
areatest importance : ordinances , which require Cabinet­
level approval , and teChnical instructions , which imple­
ment ordinances and contain auidelines for implementa­
tion b.J the states . In eonaiderina the control of  chemi­
cal hazards in West Germany it is therefore necessary to 
examine relevant adainistrative ordinances and teChnical 
instructions as well as the federal statutes . In each 
ease , the reaulationa are implemented b.J the states . 

Framework Laya . There are no statutory measures in 
West Geraany eorrespondina to this eateaory .  

the In¢ustrial Plant . The states are obliaed to 
prepare land-use plana , usually ineludina areas in which 
industrial installations are prohibited . In addition,  
the Federal Immission Control Law of 1974 includes 
provisions for conaiderina potential industrial accidents 
in the process of lieenaina construction of industrial 
facilities . 

lmissions an4 Dis¢haraes . The major lava eoverina 
emissions and diseharaes are the Federal Immission 
Control Law, the Federal Water Act , and the Waste Water 
Charaes Act . 

The Federal Immission Control Act is implemented 
throu&h 12 ordinanees . l2 Facilities that are likely 
to produce s iani fieant amounts of emissions or diseharaes 
are subj ect to l ieensina . Requirements to be met by 
such installations and maximum permiss ible emissions 
levels for a larae number of  substances have been estab­
lished . The Federal Ministry of the Interior is respon­
s ible , but implementation lies with the responsible state 
authority ,  which may order plant elosinas in eases of 
noncompliance . 

The Federal Water Act was first passed in 1957 , and 
amended in 1976 . 13 Effluent diseharae levels are 
prescribed for surface , coastal , and around water,  and 
the states are directed to establish water manaaement 
plana with provisions for protected areas . Appli cations 
must be made for the use of water , either for withdrawal 
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or diseharae , separately from applications under the 
Federal I .. ission Control Law. Federal responsibility 
lies with the Federal Ministry of the Interior . 

The Waste Water Charaes Act of 197 6 ,  also under the 
Federal Ministry of the Interior , provides for a system 
whereby the producers of noxiou. waste water are Charaed 
a fee by state authorities . l4 

Wo(ker Protection. The Federal I .. ission Control 
Law also contains provisions for the protection of 
workers in that the final authorization for the indus­
trial installation is aranted only when adequate measures 
have been included for worker safety . Regulations for 
worker safety are contained in the Ordinance for Substan­
ces Handled in the Workplace , whiCh includes provisions 
for the prevention of accidents and aaximum exposure 
levels . l5 

Maximum exposure levels are reco .. ended by the 
Commission on Maximum Workplace Exposures (known in 
Geraany as the MAX co .. ission) of the German ResearCh 
Society (DeutsChe ForsChunasgemeinsehaft ) , whiCh is an 
independent , nonaovel'DJilental scientific body . 16 The 
MAX Commission produces three l ists : substances assianed 
maximum levels of workplace exposure , carcinogenic sub­
stances , and dusts . The list of carcinogens is subdi­
vided into : (Al ) substances that are demonstrated to be 
hUIIlan carcinoaena , (A2 ) substances that have been proven 
carcinoaenic in animals , and (B)  substances presentina 
positive indications of carcinogenicity .  The MAX Comais­
s ion takes the position that there is no safe level of 
exposure for (Al ) substances . For (A2 ) substances , 
strinaent monitoring of exposure levels and biological 
.onitorina of workers are recommended . For (B)  substan­
ces , the comaission prescribes aaxt.ua allowable levels 
of exposure (MAX-values) that are considered "safe . "  

Another committee , the Special Committee for Hazar­
dous Substances in the Workplace , is attaChed to the 
Federal Ministry of Labor and Social Affairs . This 
committee includes roughly equal numbers of members from 
unions , aovel'DJilent , and the Chemical industry and has 
the responsibility of establishing "teChnical guiding 
concentrations" (biological tolerance values for working 
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materials) that take into account economic and technical 
cona iderationa . l7 

In¢ustrial Subttances . The Chemicals Act of  1980 
establishes a system of testing and noti fication o f  new 
substances except those covered explicitly by other acts . l8 

The lead agency for implementation of the act is the 
Federal Ministry for Youth, Family Affairs and Health , 
but technical support is provided by the Federal Health 
O ffice (Federal Ministry for Youth, Family Affairs and 
Health) , the Federal Environment Agency ( Federal Minis­
try of the Interior) ,  the Federal Office for Workplace 
Safety ( Federal Ministry of Labor and Social Affairs ) , 
the Federal Office for Biological Research (Federal 
Ministry of Food , Agriculture , and Forestry) , and the 
Federal Office for Materials Testing (Federal Ministry 
for Economy) . Applications are submitted to the Federal 
O ffice for Materials Testing . l9 

Testing and notification requirements are in accor­
dance with the 6th Amendment to the European Community 
directive of 1967 on the classification,  packaging , and 
labeling of  dangerous substances . A step-wise testing 
scheme is employed , with a bas i c  test package required 
of substances with production volumes of up to 1 ton per 
year , and respectively more intensive testing required 
of substances with production volumes of 100 tons per 
year (or cumulative 500 tons produced) and 1 , 000 tons 
(or  cumulative 5 , 000 tons produced) . The testing package 
evaluates health effects , animal and plant toxicity ,  
environmental consequences , physi cal properties , and 
industrial health aspects of  the substance . 

I f  regulations concerning classification,  packaging , 
and labeling are not sufficient to eliminate unreason­
able risk of damage to human health or the environment , 
the federal government may prohibit  its manufacture and 
use .  In cases of  imminent hazard , the Federal govern­
ment may issue ordinances with 6-month validity .  S tate 
governments may order restrictions in s imilar s i tuations 
with a validity of 3 months . 

Poisons . Po isons have been regulated by the states , 
but these provisions are being replaced by the Chemicals 
Act of 1980 ( see above) .  

C o p y r i g h t  ©  N a t i o n a l  A c a d e m y  o f  S c i e n c e s .  A l l  r i g h t s  r e s e r v e d .

R e g u l a t i n g  C h e m i c a l  H a z a r d s  i n  J a p a n ,  W e s t  G e r m a n y ,  F r a n c e ,  t h e  U n i t e d  K i n g d o m  a n d  t h e  E u r o p e a n  C o m m u n i t y :   A  C o m p a r a t i v e  E x a m i n a t i o n
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Acriegltural Cbemiealt . Pettieidea .uat be approved 
before marketina and use by the Federal Offiee for Bio­
loaieal leaearCh (Federal Ministry of Food , A&rieulture 
and Forestry) . 20 Applieationa .ust inelude test data 
on effieaey ,  human and animal health effeets , dearada­
tion, and residues . 21 the Federal Ministry of Food , 
A&rieulture and Forestry, in eooperation with the Feder­
al Ministry for Youth, Family Affaira and Health ,  is 
empowered to prohibit  or restriet the use of pestieidea 
on eertain food erops . Toleranees have been eatablished 
for both food and animal feed . 22 

the produetion,  importation, and export of the Chemi­
eal DDT are prohibited ,  with the ezeeption of speei fie 
eireumstanees in publie health and forest proteetion . 23 

Approval and reaistration are required , 24 and the type 
and quanti ty of additives and eontaminants in animal 
feed may be reaulated . 25 

Food Additiyes an4 Contaminants . Food additives , 
ineludina all aubataneea added to food or that eome in 
eontaet with food durin& ita treatment , must be approved 
before use . 26  Applieations are reviewed by the Feder-

al Health Offiee and , i f  approved , are entered on the 
appropriate list by the Federal Ministry for Youth, Fami­
ly Affairs and Health . Additives may be approved for 
aeneral use or for use in speei fied foods . 

Speeial ordinaneea reaulate the amount of  Chemi eala 
that may reaCh food throuah miaration from paekaaina 
material• and utensils , and mazimum permitted residual 
levels have been established for some eontaminanta ( suCh 
as mereury in fish ,  aflatoxin in eereala and nuts ,  and 
traee eontaminanta in drinkina water) . 27 

Consumer Pro¢uets . Cosmeties are reaulated by an 
ordinanee fallina under the Law on Foodstuffs and Commod­
ities . Chemieals prohibited for use in eosmeties are 
listed ,  as are Chemieals permitted for l imited use in 
eoametiea and eolorina aaenta . 28 Botifieation of de­
teraents is mandatory, and their  formulas must be dis­
eloaed toaether with data on dearadability . 29 the 
Federal Ministry of the Interior is permitted to regu­
late or reatriet the use of Chemieals in deteraenta . 
Certain deteraents have been required to be at least 80 
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percent biodearadable , and the use of phosphates has 
been l illited . 30 Under the Law on 1'ecbnical Applian­
ces , the Federal Health Office has issued auidel ines 
concernina the use of hazardous substances . 31 

1'he concentration of lead in motor fuel has been 
reaulated under the Law to Reduce Air Pollution Caused 
by Lead Compounds in Carburetor Fuels for Rotor Vehicles . 32 
Current reaulations draw on the Ordinance Concernina the 
Labelina of Gasoline Quality and the Announcement of 
Requirements for Gaaoline , 33 which specifies standards 
for previously existina aasoline as well as addina speci­
fications for unleaded normal ( reaular) and unleaded 
super aasolinea . 

Transport . 1'he basis for the transport reaulati ons 
are the international transport codes for road (ADR) , 
rail (RID) 1 inland waterways (ADNR) , and air ( IA1'A-ICAO ) 
tranaport . �4 1'he reaulationa for road and rail have 
been made more strinaent than required under the ADR and 
RID reaulations . 35 

Chemical wastes . 1'he disposal of  waste is the re­
spons ibility of the states , but under the Waste Disposal 
Act they are required to prepare reaional waste disposal 
plana . 36 1'ranaport , storaae , treatment , and disposal 
of waste require approval and can be undertaken only by 
licensed facilities . 1'he disposal o f  waste oil is regu­
lated under a separate law. 37 

victim Compensation. !'here are no statutory measures 
in West Germany correspondina to this category. 

CJJBRIIT DI'IELOPMQTS 

A maj or new development in West Germany is the formu­
lat ion of  a draft dangerous substances ordinance ,  which 
is to replace 36 existina regulatory instruments as well 
as implement 13 auidelines of the European Community 
auidelines . 38 1'he ordinance would reinforce and extend 
the role of scientific and technical committees . 1'he 
German Research Society ' s  commission on maximum accept­
able levels of workplace exposure levels would continue 
to have a central function .  A new panel on dangerous 
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substances would deal with issues other than workplace 
exposures . Specific controls on several substances 
( e . a . , blue asbestos , formaldehyde , mtzturea containing 
diosins ) are included . the draft ordinance has been 
approved at the cabinet level and is awaiting comment 
from the Commission of the European Community and the 
other member states ; it will probably come into effect 
late in 1986 . 39 

A new bill on the protection of plant crops has also 
been drafted . 40 It would estend coverage under the 
law to include damage to the ecosystem in addition to 
human health effects , as well as introduce new controls 
on application equipment . The bill has been under review 
by cabinet advisory commi ttees at the federal level and 
should be submitted to Parliament during the 1985-1986 
sess ion . 41 

Both of these measures may be interpreted as contri­
buting further to the centrali zat ion of the reaulation 
of Chemi cals in Germany . The recommendations of expert 
committees constituted under professional associations 
suCh as the German Association of  Engineers and the 
Association o f  Sewage Treatment Technology or of the 
German Committee on Standards are no longer automati­
cally accepted as �roviding full consideration o f  all 
relevant factors . 4 The advisory committees replacing 
them are established under the authority o f  the respec­
t ive federal ministries , and the actual decisions are 
increasingly made in the ministries themselves . The 
growing visibility of these decisions to all interested 
parti es appears to make them more political than were 
s imilar decisions in the past . There may therefore be 
an increase in controversy associated with the reaula­
tion of hazardous Chemicals in Germany in the future , 
even though they continue to be based principally on the 
recommendations of scient i fic and teChnical advisory 
aroups . 

Revision of the 1980 Chemicals Act , whiCh addresses 
industrial chemicals and implements the European Communi­
ty ' s  step-vise testing plan for new Chemi cals , does not 
appear l ikely , despite considerable dissatisfaction with 
the treatment of esisting Chemicals under its provisions . 
Ivery few weeks a new case of environmental contamina-
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tion fraa Cheaical waate du.pa or atoraae facilities is 
reported in the neva . SuCh reporta are believed to 
create increaaina preaaure to improve the capability to 
deal with ezistina Ch..tcals . 43 Until nov, virtually 
the only effort to reaulate an ezistina commercial aub­
stance under theae proviaiona waa directed toward formal­
debyde . 44 That effort resulted in an exceptional joint 
publ ication by the aaenciea Charaed with providiD& advice 
on suCh questiona , the Federal Health Office , the Federal 
En.vlroDJDent gency , and the Federal Office for Workplace 
Protection . 45 The report demonatrated the extreme 
di fficulty of respondina under current provisions : each 
reaulatory decision concernina existina substances re­
quires action by the federal cabinet , which severely li­
mita the usefulness of the provision. 46 There appears 
to be soae interest in movina toward a fund , perhaps 
a imilar to the "Superfund" in the United States , to cover 
the teatina of existina Chemicals . 47 However ,  a statu­
tory basis for auCh an approach would have to be created . 
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FRANCE 

POLITICAL AND AQMIBISTRATIVI 
TRADITIONS 

The national aovernment playa a more dominant role 
in the manaaement of the economy in France than in moat 
o ther Western industriali zed countries . This state-led 
development , and the inst i tutions and patterns of inter­
action that sustain it , are important factors influencina 
the control of hazardous chemicals in France . 

There are three principal levels of  aovernment in 
France : the national aovernment , the deoartements , and 
the communes . l Only at the local level are aovernment 
execut ive powers exercised by individuals who are not 
the agents of  the central aovernment . Not surprisinaly , 
many pol i t i cal issues may be seen in terms of  the con­
flict between the central government and the municipali­
t i es . The functions o f  government at the national level 
are extremely centrali zed under the President , who is 
selected by direct election for a period of  seven years . 
The power of  the President in foreign affai rs and defense 
policy and in domesti c  affairs is so extensive that the 
office is often referred to as an elected aovreign , a 
republi can monarch . 2 

Three aspects of  the pol i t i cal and administrative 
tradi tions in France affect the regulation of chemical 
hazards there :  1) the dominance of the central govern­
ment , 2 )  the functioning of  the teChnical servi ces with­
in the government , and 3 )  the predominant atti tudes o f  
business . 

The dominance o f  the central aovernment may be seen 
clearly in its control of  industrial finance , land use 
plana , and construction permi ts . The state uses the 
financial system as i ta principal instrument of nat ional 

41 
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industrial policy . l The Treasury , a part of  the Ministry 
of  Finance , rations and established t imetables for major 
bond issues on capital markets , Channels funds to parti­
cular sectors , and disposes of the Funds for Economic 
and Social Development . Toaether with the Bank of 
F�ance , i t  is responsible for monetary poli cy ,  the na­
tional budget , and the flow of funds for public and 
private investment . 

The nat ional economic investment and regional 
development plan adopted by Parliament serves as a basis 
for land use planning at the municipal level . s Major 
industrial proj ects , either new construction or modifi­
cat ion and extension of  existing facilities , must obtain 
two di fferent licenses . The construction license , whi ch 
essentially establishes conformity to existing land use 
plans , is aranted by the mayor of the locali ty ,  usually 
only after authorization for operation of a classified 
installat ion has been obtained from the prefect . 6 In 
the French system,  i t  would be unwise for a firm to apply 
for such authorization without prior consultation with 
the Service des Mines , which advises not only on the 
completeness but also on the substance of the required 
doss ier . 

National technical services such as the Treasure or 
the S ervices des Mines ensure the dominance of  the 
central government in controlling the construction and 
operation of  industrial fac i l i ties in France . 

The second major attribute of political and adminis­
trative traditions in France , the functioning of the 
national technical services in the French bureaucracy , 
is even more important than the control of l icensing 
procedures would sugaest .  Two aspects are especially 
sal i ent : the elite education and recrui tment of  members 
of the technical services , and the tension between cen­
trali zation and fragmentation eXhibi ted by the system .  

The members of the technical servi ces traditionally 
constitute an elite established and maintained through a 
relationship between specialist schools (graD4es ecoles ) 
and the aovernmental technical services (&[JD4 �) .  
The top araduates of the leading specialist schools all 
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go into parti cular aervicea8 and moat of the members 
of these services are drawn from these achoola . 9 

This relat ionship dates from the rule of  Napolean 
Bonaparte , who came to power in a period of  economi c 
disorder and widespread discontent following the revolu­
tion . lO Ria greatest concern vas to reestablish the 
authority of the government : he not only abolished local 
elections , but also named the members of the General 
Councils of the deparmenta from lists of notables pro­
vided by his agents , the prefects . He established a 
aeries of  specialist schools to provide a highly trained 
elite to serve the state in various activities . S ince 
the time of Napolean, the French state has relied ,  in 
the way that a battle commander reli es on the troops , on 
a cadre at once expert and loyal . 

This system of elite teChnical servi ces , however , 
eXhibits a tension betve�n centralization and fragmenta­
t ion. Like the education system in France , the adminis­
trative organi zat ions of  the central government tend to 
be verti cally organi zed and to eXhibit  clear delineation 
of  responsibility .  This is partly due to what has been 
called the desire to avoid di rect face-to-face authority 
relationships and to organi ze interactions so that open 
confli cts occur only between groups that do not directly 
confront each other . ll Thus , the bureaucracy in France 
tends to be formally organized , so that authority at any 
parti cular level can function relatively free of  con­
flict . Should disagreement emerge wi th other units , 
especially wi th units in the parallel hierarchies of  
other ministries , they must be dealt with not directly 
but in high-level commi ttees . In fact , the control of  
hazardous chemicals in  France has been characterized as 
involving extensive interministerial consultation . l2 

This tendency to organize the bureaucracy so that 
authority can function independently at each level also 
contributes to a dual character : at lover levels there 
is  a predominantly reactive , short-term, and piecemeal 
approach to problems , but at the apex of the bureaucracy 
there is an abi l i ty to challenge routine norms and impose 
an active , longer-term, and comprehens ive style of policy 
making and implementation . l3 The nature of  the re­
sponse to various problems , and the flexibility and 
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vision eXhibited ,  thus depend in larae measure on the 
level of the bureaucracy involved . 

The last aspect of the political and administrative 
traditions in France discussed here is the structure of  
French business combined with the relevant attitudes 
commonly found in the business communi ty .  At the end of 
World War I I , French industry vas composed primari ly of 
small- to medi�si zed compani es that had been insulated 
from foreian competi tion for decades . l4 As a sianatory 
nation of the General Aareement on Trade and Tari ffs , 
one of the prime movers in the creation of the Buropean 
Community , and a foundina member of the Western poli­
tical alliance , France has been forced into a moderni­
zation of its industrial l i fe over the past 40 years . 
Despi te considerable efforts directed by the relevant 
parts of the aovernment to concentrate key industries in 
( o ften nationali zed) firms of sufficient size to compete 
in international markets , relations between business and 
aovernment have retained many of the attributes of  inter­
actions with family firma . 

Many French businesses continue to envisage the firm 
as an enlarged family circle in which property rights 
confer undisputed authority .  Expansion is aenerally felt 
to be a necessary evil to be undertaken when all other 
means to ensure the firm ' s  survival have been exhausted .  
S ince property rights have not been readi ly surrendered 
in the form of equity ,  funds for investment outlays can 
be secured only from retained earnings or debt . lS The 
extent to whi ch business is viewed as a family affair is  
reinforced by debt responsibilities . Courts may pursue 
a lender for partial payment of loans owed by the company 
to whi ch money has been lent . The idea is that i f  money 
is lent during a period of losses , suppli ers are misled 
as to the financial health of  the company . I f  the firm 
goes bankrupt , the lender , like a member of the immediate 
family in a personal bankruptcy ,  bears part of the blame . 
This also applies to managers and directors of  companies 
( l imited liability or not )  who can find their personal 
fortunes forfeited to pay part of thei r  company ' s  debts . l6 

In the past i t  could be claimed that the French gov­
ernment manaaed the national patrimony ; the head of a 
firm managed i t  as a part of  the family patrimony . These 
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att i tudes are consistent with the strength of the central 
government in financial matters and the overall structure 
of indust ry .  During the 1970s , about 44 percent of  the 
capital market and bank lending were based on selective 
credits extended on preferential terms .  In France , 59 
percent of shares held are not quoted and , according to 
the 1975 census! 98 . 2  percent of  all firma employ fewer 
than 49 people . 7 The reliance on personal , preferen­
t ial interactions by larae numbers of  very small firma 
may constitute a context that helps explain why industry 
representatives remain relatively unconcerned about the 
threats posed by regulation . l8 Industrialists know 
that central government officials will consider the 
effects of their  decisions on indust ry .  Furthermore , 
they know that they can raise issues that concern them 
in informal personal contacts . 

THE PATTED OF ADMINISTRATIVE 
JURISDICTION 

Most laws in France may be called framework legisla­
tion in the sense that they establish the obj ective to 
be accomplished . Government decrees or ministerial 
orders are issued for their implementation,  and a law is 
not enforceable until  the appli cable decrees are pub­
lished . Texts relat ing to particular topics may be 
collected into codes ( e . g . , the Public Health Code , the 
Labor Code) , and all laws and regulations are published 
in the Journal officiel  de la reoubl i aue francaise . Ad­
visory mechanisms are flexible , and responsible minis­
tries may seek advice from any appropriate body , in 
addition to those established for the purpose o f  assist­
ing the implementation of  certain laws . 

Framework Laws . There are no statutory measures in 
France that establish the bas ic approach to environmental 
regulations in all areas of concern. 

the Industrial Plant . The Decree on Town Planningl9 

and the Decree on Land Usage20 require all communes wi th 
more than 10 , 000 inhabi tants to have a development plan 
that must be listed by the departement prefect . Indus­
trial facilities are restricted in areas designated as 
resident ial . 
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The Lav on InatallatiOD8 Classified for Purpoaea of 
Environ.ental Protection providea for the control of all 
factoriea • workshops • or other inatallatiOD8 that aay 
cauae ctanaer or nuiaance to health. ufety • ..enitiea . 
aaric:ulture . environ.ent . and historic aitea or 1101111-
aenta . 2 1 Under the decree of 20 Ra.J 1953 . inatalla­
t iOD8 are aubj ect to either authorization or declarat ion . 
For authorization. applicatiOD8 are �tted to the 
prefect and .uat include infor.ation on the site . the 
nature and volu.e of activity. aanufacturin& proceaaea • 

.. teriala to be uaed or aanufactured . and .. pa and plana 
of the surround ina• . A study .uat be included of details 
of the treatllent of eaiaaiOD8 and diachargea and the 
re.oval of vaatea . conditiOD8 of the transport of .. ter­
iala and products . e.ergency plana . and a notice concern­
ina the confor.i ty  of the installation to reauiatiOD8 
for worker protection. The Service for Registered In­
atallatiOD8 can propose .  in cOD8Ultation vi th the health 
council of the departeaent . that auppleaentary reaula­
tiOD8 be illpoaed or that original reaulatiOD8 eased when 
the ini t ial requireaenta are no lonaer juatified . Over­
all reapona ibility liea vith the Rlniatry of the BDYiron­
aent . 

Emissions and Dischaues . The Ministry of the 
Environment and the Ministry of Health share reapona i­
bility for administerina the Lav on the Control of Air 
Pollution and Odors . 22 Limits aay be iaposed on e.ia­
siOD8 into the air from class i fied inatallatiOD8 in 
areas of special protection. Treatment technologiea are 
usually not prescribed . In 1980 the A&ency for Air 
Quali ty vas establ ished . which undertakes aoni torina . 
preventive measures • and diaae.ination of infor.ation 
concernina atmospheric pollution. 

The Act on Administration and Classification of 
Waters and Control of Water Pollution ( included in the 
Public Health Code ) prohibita the discharge of certain 
che.icala in drinkina water catchment areaa . 23 liver 
basin financial agencies ( there are six) illpose a tax on 
both water usage and discharges of waste water . Dis­
charge taxes aay be avoided by the construction of a 
purification ayate.. 24 As indi cated in the section on 
the industrial plant . registered inatallat ions must 
receive authorizat ion from the prefect for the discharge 
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o f  liquid waste into inland waters that do not fall under 
the Publi c  Health Code . Exact conditions are deter.dned 
separately for each case . 

The Law on Energy Use governs the use o f  energy by 
large the�al units and institutes a consultative commit­
tee on energy use . 25  The order of  20 June 1975 regu­
lates the equipment for such installations and is  aimed 
at reducing air pollution and conserving energy re­
sources . The decree of 13 May 1974 regulates the content 
of emissions into the atmosphere and foresees the crea­
tion o f  specially protected zones . 

Worker Protection .  The safety of  workers exposed to 
chemical hazards is regulated under the Law on the 
Organization of the Labor Medical Service , 26  and the 
Work Code27 ( the Law on the Control of Chemicals , 
described below in the section on industrial chemicals , 
also restricts workers ' use of  chemicals in the work­
place ) . Under the labor medical service law,  the company 
doctor is responsible for the surveillance and examina­
tion of workers . A number of  chemicals have been l isted 
that necessitate special medical surveillance . Although 
the doctor dete�ines the methods to be used , details 
can be prescribed by decree . Enabl ing authority in the 
Work Code (prior to 197 6 )  gave rise to a series of regu­
lations on the label ing , packaging , and use of various 
substances . Certain substances , such as benzene , asbes­
tos , and lead , are subj ect to special regulations . The 
1976 revision of the Work Code provided not only for 
prohibi t ing the use o f ,  but also for the banning or re­
striction of  any stage of the manufacture , import , or 
transport of  dangerous substances or mixtures . 28 The 
Ministry of Labor is responsible for implementation o f  
the code . 

Indus��ial Substances . The Law on the Control of  
Chemicals implements the requirements of the 
so-called S ixth Amendment of the European Communit i es 
(described in Chapter 6 ) . I t  ensures invest igation of  
the hazards of each chemical substance before it  enters 
the market and incorporates environmental concerns into 
the hazard evaluation .  It excludes chemicals for re­
search, pha�aceuti cals , food additives , and other chemi­
cals in contact with food , cosmetics , agricultural pesti-
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cides and fertilizers , explosives , and radioactive sub­
stances . The manufacturer or importer is responsible to 
determine if a substance is new to the French market and , 
i f  so , for submi tting the necessary dossiers to the Min­
istry of the Environment ( copies are forwarded to the 
Ministry of Industry and the Ministry of Health) . 

Poisons . The Public Health CodelO includes classi­
fication of  chemi cal products used in agriculture , indus­
try ,  and medicine and prescribes label ing and packaging 
requirements . A "negative list" ( speci fications of sub­
stances and preparations that may not be used) is em­
ployed . The code is complemented by the Law on the Con­
trol of  Chemi cals ( described under the sect ion on indus­
trial substances) . 

Agricultural Cbemicals . The Law on Agricultural 
Pesticides and Related Substancesll requires approval 
for pesticides before marketing and speci fies restric­
tions concerning labeling . Responsibility for approval 
is shared by three groups : the Commission on Agricul­
tural Pesti cides sets the criteria for approval ; the 
Commission for Examination of the Toxicity of Agri cul­
tural Pesticides examines the toxicity data and classi­
fies the pesticide as to toxicity ;  and the Committee for 
the Study of  Agricultural Pesticides examines the effi­
cacy of  the product and decides on registration or pro­
visional authorization . l2 The order of June 1971 
introduces tolerance l imi ts in food and prescribes pre­
cautions in the application of  pesticides for purposes 
of environmental protection . ll 

The Law on the Control of Fertilizersl4 provides 
for registration of fert i l i zers , including all products 
intended to improve plant nutrit ion or soi l  propert i es . 
Studies of  efficacy are conducted and safety to humans , 
animals , and the envi ronment must be demonstrated . Both 
the pesticide and fertilizer regulations are under the 
authority of the Ministry of Agriculture .  

Food Additive' an4 Contaminants . The Law on Pre­
vent ion of Fraud , 5 Which dates from 1905 , includes 
provisions for the regulation of materials and obj ects 
in contact with food and drink . The decree of  12 Febru­
ary 1973 stipulates that these items must not give off 
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elements that may alter the quality of  the food or damage 
the health o f  the consumer .  All chemicals that are in­
tended to be in contact with food must be approved . The 
regulati ons are the responsibility of the Ministry of 
Consumer Affairs , although some actions are taken jointly 
wi th the Ministries of Agriculture and Health . 

Consumer Products . The Law on Cosmeticsl6 provides 
for a "posi tive list" ( spec i fication of substances 
allowed in cosmetic preparat ions ) ,  for the noti fication 
of  all formulations , and for authorization prior to aanu­
facture . I t  is  administered by the Ministry o f  Health . 
The decree o f  14 March 1973 , under the Law on Prevention 
o f  Fraud ( see above ) ,  regulates the biodegradability o f  
detergents , and the decree o f  28 December 1977 prohibits 
th e  discharge of  detergents into surface waters , ground 
waters , and the sea i f  they are less than 90 percent bio­
degradable . l7 Both are under the authority o f  the Minis­
try of the Environment . The Law on the Use of  Dangerous 
Toys and Substances for Toysl8 is intended to protect 
children against the ingestion of  harmful substances ; i t  
is  administered by the Ministry o f  Health . 

TransPort . French regulations are not in l ine with 
the international convent ions on the transport of  hazar­
dous substances . Additional measures are being devel­
oped for the control of transport companies 1 including 
vehicles , routes of transport , and parking . �9 

Chemical Wastes . The Law on Waste Disposal and Re­
covery of Materials40 introduced the principle that 
anyone producing or holding waste in such a way as to 
produce harmful effects is required to ensure that it is 
disposed o f  under proper condit ions to avo id such 
effects . Certain categories of waste , speci fi ed by 
decree , may be transported , treated , and disposed of  
only by approved operators . The law is administered by 
the Ministry o f  the Environment . 

Victim Compensation .  There are no statutory measures 
in France corresponding to this category . 
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CIJRRII!T DIVBLQPMBlft'S 

There appears to be general satisfaction in France 
with the procedures that have been devised for dealing 
with chemical hazards . Most current effort is devoted 
to improving the functioning of existing mechaniama .  

For example ,  the procedures for obtaining construc­
t ion and operating permits under the Law on Installa­
t ions Classi fi ed for Purposes of  Environmental Protec­
tion provides for adequate cons ideration of relevant 
problems . However , there is some concern with the qual­
i ty of  the dossiers prepared . 41 Two dossi ers must be 
developed to obtain the permits , an analysi s  o f  environ­
mental impact and an analysis of possible dangers in­
volved . The law also provides for the control o f  emis­
sions and waste disposal , wi th dangerous wastes treated 
at duly authorized installations . Furthermore , dossiers 
on envi ronmental impact and dangers are to be prepared 
for all existing industrial facilities by 1989 ; dossi ers 
must therefore be prepared for about 330 factori es , some 
wi th multiple facilities . In all , about 600 full-risk 
analyses are to be performed . 

The principal concern about control of  chemical 
products in France l i es in the implementat ion o f  
testing . 42 The French regulatory units are obliged to 
follow the test guidelines and procedures developed by 
the Organizat ion for Economic Cooperation and Devel­
opment . I t  has proved di fficult to evaluate individual 
studi es ( for chronic effects , not physi cal propert i es ) , 
and a system of  private associations providing inspec­
tion and cert i fi cation of testing laboratories is being 
developed . There will probably be separate associations 
covering laboratory and envi ronmental studies . In the 
field of pharmaceuticals , there are currently bilateral 
agreements concerning good laboratory practice with the 
United S tates and Japan. Although i t  is felt that a 
common system would be preferred , further bilateral 
agreements are expected with other countries in the next 
few years . 
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1 .  There are nov 100 dipartementa , each governed by a 
General Council  elected every 6 years , with one 
counci lor from each canton ( there are between 13 and 79 
cantqna per departement ) . The central government i a  
represented i n  the dipartement b7 the prefect (prifet ) , 
Who Ia also the executive agent o f  the General Council . 
The prefect ia  assisted by a aubprefect ( sous-prifet )  
within each of  the subdivisions (arrondissements) of  the 
department ( there are 324 arrondissements throughout 
France) . At the local level are the municipali ties 
( communes ) .  Each has a municipal counci l  with a minimum 
of nine members who are elected for six years . Because 
over 22 , 000 communes have fever than 500 residents , aany 
have been grouped into municipal unions . Another 
adaptation is  the federal organizations of larger towns 
and c i t i es such as Bordeaux, Lille , Lyon, and 
S traabourg . The mayor is the chief executive of the 
commune aa well aa representative of the central 
government . 

2 .  Jonathan Story , "Capi tal in France : The Changing 
Pattern of Patrimony? " West European Pol itics 6/2 (Apri l  
1 9 8 3 )  92 ; Maurice Duverger , La monarcbi e ripub1i caine 
( Paris : R .  Laffont , 1974 ) . 

3 .  John Zysman, Governments , Markets and Growth : 
Financial Systems and the Pol i t i cs o f  Industrial Cbanse 
( I thaca , RY :  Cornell University Press , 1983) 99-169 . 

4 .  Jonathan Story , "Capital in France : The Changing 
Pattern of Patrimony? " West European Pol i t i cs 6/2 (April 
198 3 )  92 . 

5 .  Michael Pollak,  "Industrial S i t ing and Environmental 
Protection :  The French Approach, " Zei tscbr i ft fUr 
Umweltpolitik 81/3 ( 198 1 ) . 

6 .  Law on Installat ions Classi fied for Purposes o f  
Envi ronmental Protect ion ( 19 July 1976 , wi th decree 21  
September 1977 ) .  

7 .  Michael Pollak ,  "Industrial S iting and Environmental 
Protect ion :  The French Approach, " Zeitscbrift fUr 
umwe1tpo1itik 81/3 ( 1981 ) . 
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8 .  The two sChools with greatest status are the Ecole 
Rational d ' Administration (ERA) and the Ecole 
Polytechnique . The most important services whiCh are 
most often chosen by graduates of  the ERA are the 
Inspection des Finances ( the elite of the elite 
bureaucraci es ,  the Inspection operates the levers of  the 
financial markets ) and the Conseil d ' Etat (which 
combines the function of  the final judicial review with 
that of the government ' s  principal advisor concerning 
formulation and wording of laws ) . Other services 
drawing on ERA graduates include the Cour des Comptes , 
Administrateurs civile , Diplomat ic  corps , and 
Prefectoral corps . These are for the most part the 
services dealing with the general administrat ion of 
government , as opposed to the aore technically orient ed 
services , whiCh draw students from the Polytechnique , 
the most important of  whi Ch include the Corps des Mines 
( responsible for technical and engineering expertise 
related not only to extraction industries but also to 
manufacturing) , Ponts et Chaussee& ( respons ible for 
transportation infrastructure ) ,  Telecommunicat ions , and 
Armaments .  See Ezra R .  Suleiman, Elites in French 
Soci ety: Tbe Polities of Suryiyal (Princeton , RJ : 
Princeton Univers ity Press , 1978 ) Table 4 . 1 ,  98 . 

9 .  In 1974 , for example , the Inspection des Finances 
admi tted three non-IRA graduates ; the Ponts et Chaussees 
and the Conseil d ' Etat drew only about one-third of 
thei r  cadre from outside the Ecole Polyteehnique . Ezra 
R .  Suleiman, Elites in Freneb Society :  Tbe Politics of 
Suryiyal (Princeton ,  RJ : Princeton Universi ty Press , 
1978 ) 99 , note 8 .  

10 . Ezra R .  Suleiman, Eli tes in French Society: Tbe 
Politics of  Suryiyal (Princeton ,  RJ : Princeton 
University Press , 197 8 )  17-24 . 

11 . Michael Crozier , Tbe Bureaucratic  rhenomenon 
( Chi cago : University of  Chi cago Press , 1964 ) 221 . 

12 . Ronald Bri ckman, Sheila Jasanoff,  and Thomas I lgen ,  
Chemical Regulation and Cancer : A Cross-Jational S tgdy  
o f  Pol icv and Pol i ti cs ( Springfield , VA : Rational 
Technical Information Service #PB 83-206771 , 1982 ) . 
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13 . JaCk Hayward , "Mobilisina Private Interests in the 
Service of Public Ambitions : The Sal i ent Element in the 
Dual French Polity Style? " in Jeremy Richardson ( ed . ) ,  
Policy Styles in Western Eurqpe (London : George Allen & 
Unwin , 1982 ) 116 . 

14 . John Zysaan, Governments .  Markets and Growth : 
Financial Systems and tbe Pol itics of  In4ustrial Cbanae 
( I thaca , NY :  Cornell University Press , 1983 )  100 . 

15 . Jonathan S tory ,  "Capital in France : The Changina 
Pattern of Patrt.ony? " West Jgropean Politics 6/2 (April 
1983) 94 . 

16 . John Willis "Threadina a Path Throuah the French 
Way o f  Do ina Busine88 , "  International Manuement 
(November 1984) 5 1 . 

17 . Jonathan S tory ,  "Capital in France :  The Changing 
Pattern of Patrt.ony? " West Jgropean Politics 6/2 (April 
198 3 )  94 . 

18 . Ronald Brickman, Sheila Jasanoff , and Thomas I lgen,  
Cbemi cal Regulat ion and Cancer : A Cross-Rational S tudy 
of Pqlicy and Pql itics (Springfield , VA : Rational 
Technical Info�ation Service 1 PB 83-206771 , 1982 ) 2 67 . 

19 . Decree on Town Planning : Decret Ro . 58-1463 , Plans 
d ' urbanisme , J . O . R . F . , Ro . 3 ,  9leme an . ( 4  j anvier 195 9 )  
265 . 

20 . Decree on Land Usage : Decret Ro . 70-1016 ,  Plans 
d ' occupat ion des sols , J . O . R . F . , Ro . 258 , 102eme an . ( 5  
novembre , 1970)  18238 . 

21 . Lav on Installations Classi fied for Purposes of 
Environmental Protection :  Loi Ro . 76-663 , Installat ions 
classees pour la protect ion de l ' envi ronnement , 
J . O . R . F . , Ro . 167 , l08eme an . ( 9  juillet 197 6 )  4320 ; 
with decree : Decret Ro . 77-1134 , Installations classees 
pour la protection de l ' environnement , Tableau ,  
J . O . R . F . , Ro . 234 , 109eme an. ( 8  octobre 197 7 )  4901 ; 
see also World Health Organization ,  Legislative an4 
Administrative Procedures for tbe Control of  Chemi cals : 
European CooPeration on Environmental Health Aspects o f  
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the Control o f  Chemicals - Interim Document 5 (Reyiaed 
Edition) (Copenhagen : World Health Organization Regional 
Office for Europe , 1984) 73-74 . 

22 . Law on the Control of  Air Pollution and Odors : Loi 
Ro . 61-842 , Lutte contre les pollutions atmospheriques 
et les odeurs , J . O . R . F . , Ro . 181 ,  93eme an . (3 aout 
196 1 )  7195 . 

2 3 . Wo rld Heal th O rgani za t i on ,  Legislative and 
Admini s t ra tive Proc edu res for the Cont rol of Chemicals : 
European Coopera t ion on Envir onmental He a l th Aspe c t s  o f  
the Control o f  Chem i c a l s  - Inte rim Document 5 (Revised 
Edition) ( Copenhagen : World Health Organization Regional 
Office for Europe , 1984) 75 . 

24 . World Health Organization,  Leaislatiye and 
Administrative Procedures for the Control of Chemicals: 
Eurooean Cooperation on Environmental Health Aspects of 
the Control of Chemicals - Interim Document 5 (Reyised 
Edition> ( Copenhagen : World Health Organization Regional 
O ffice for Europe , 1984) 75 . 

25 . Law on Energy Use : Loi Ro . 48-400 , Utilisat ion de 
l ' energie , J . O . R . F . , Ro . 62 , 80eme an . ( 11 mars 1948 ) 
2474 ; with administrat ive order : Arrete , Equipement et 
exploitation des installat ions thermiques en vue de 
reduire la pollut ion atmospherique et d ' economiser 
l ' energie , J . O . R . F . , Ro . 17 6 ,  107eme an . ( 31 juillet 
197 5 )  7778 ; and decree : Decret Ro . 74-415 , Controle des 
emiss ions polluantes dans ! ' atmosphere et certaines 
ut ilisat ions de l ' energie  thermique , J . O . R . F . , Ro . 115 , 
106eme an . ( 15 mal 1974) 5178 . 

26 . Law on the Organization o f  the Labor Medical 
Service : Lo i Ro . 46-2194 , Organisation des services 
medi caux du travail , J . O . R . F . , Ro . 239 , 78eme an . ( 12 
octobre 1946)  8638 ; with decree : Decret Ro . 69-623 , 
Organisation des services medicaux du travail , J . O . R . F . , 
Ro . 141 , lOleme ans . ( 18 juin 1969 ) 6092 ( recti ficat i f  
26 juin 1969 , 6517 ) . 

27 . The Prevent ion o f  Accidents in the Workplace Act o f  
1976 : Loi Ro . 76-1106 , Developpement d e  la prevention 
des accidents du travail , J . O . R . F . , Ro . 285 , 108 eme an . 
( 6  decembre 1976 )  7028 . 
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28 . Ronald Brickman , Sheila Jasanoff , and Thomas I lgen,  
Cbemical Reaulation and Cancer : A Cross-National Study 
of Policy and Politics ( Springfield , VA : National 
Technical Informat ion Service I PB 83-206771 ,  1982 ) 420 . 

29 . Law on the Control of  Chemicals : Loi No 77-771 ,  
Controle des produits chimiques , J . O . R . F . , No . 161 , 
109eme an. ( 13 juillet 1977 ) 3701 ; wi th decree : Decret 
Ro . 79-35 , Controle des produi ts chimiques , J . O . R . F . , 
no . 13 , llleme an .  ( 17 j anvier 197 9 )  148 . 

30 . Publi c  Health Code ; see the ministerial decree : 
Arrete , 2 octobre 1972 , Utilisat ion des substances 
danaereuses en agriculture , J . O . R . F . , No . 250 , 104eme 
an. ( 2 5  octobre 197 2 )  11177 . 

31 . Law on Agricultural Pest icides and Related 
Products : Loi No . 72-1139 , Organisation du controle des 
produits antiparisitai res a usage agricol e ,  J . O . R . F . , 
Ro . 299 , 104eme an . (23  decembre 1972 ) 13349 ; with 
several decrees . 

33 . The commission on toxi city consists of  
representat ives o f  various ministries and o f  industry 
and other private interests . The criteria commission 
and the authorizat ion committee are both made up of  
representat ives from ministries and the di fferent 
technical services . See Ronald Brickman, Sheila 
Jasanoff,  and Thomas I lgen, Chemical Regulation and 
Cancer: A Cross-National Study of Policy and Politics 
(Springfield , VA : Nat ional Technical Informat ion 
Service I PB83-206771 , 1982 ) 417-420 . 

33 . Wo rld Heal th O rgani z a t i on ,  Legislative and 
Administra t ive Pro c edures fo r the C ont r o l  o f  Chemicals : 
European Co opera t i on on Envi ronmen t a l  H ealth Aspects o f  
the C ontrol of Ch emicals - Int e rim Document 5 (Revis ed 
Edi tion) ( Copenhagen : World Health Organizat ion Regional 
Office for Europe , 1984 ) 79 . 

34 . Law on the Control of  Fert ilizers : Lo i No . 79-595 , 
Organisation du controle des mat ieres fertilisantes et 
des supports de culture , J . O . R . F . , No . 151 , 112eme an . 
( 14 juillet 197 9 )  1834 ; with decree : Decret No . 
80-478 , Controle des mati eres fert ilisantes et des 
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support de culture , J . O . R . F . , Ro . 151 , 112eme an .  (29  
juin 1980 ) 1617 (Annexes 5623 ) . 

35 . Law on Prevention of Fraud : Loi No . 46-197 , 
Repression des fraudes dans la vente des marchandises et 
des falsifications des denrees alimentaires et des 
produits agricoles , J . O . R . F . , an . 1905 , B .  2641 , 811 ; 
wi th decree : Decret Ro . 73-138 , Repress ion concernant 
lea produits chimiques dana ! ' al imentation humaine et 
lea materiaux et obj ets au contact des denrees , 
produits , boisaons dest inees a ! ' al imentat ion de l ' homme 
et des animaux ains i que lea procedes et lea produits 
ut i lises pour le nettoyage de ces materiaux et obj ets , 
J . O . R . F . , Ro . 39 , 105eme an .  ( 15 fevri er 1973 )  1728 ; and 
j o int c ircular : Ci rculai re , 12 septembre 1963 , 
J . O . R . F . , Ro . 226 , 95eme an. ( 2 6  septembre 1963) 8661 
(Recti ficat i f ,  3 octobre 1963 , 8878 ) . 

36 . Law on Cosmetics (28  December 1977 ) , see : Decret 
Ro . 77-1558 , Produits cosmetiques et produits d ' hygiene 
corporelle , J . O . R . F . , Ro . 2 1 ,  llOeme an . ( 2 5  janvier 
1978 ) 497 . 

37 . Decret Ro . 73-336 : Repression concernant la vente 
des detergents et celle des produits de lavage ou de 
nettoyage qui lea cont i ennent , J . O . R . F . , Ro . 7 1 ,  lOSeme 
an . ( 24 mars 1973) 3222 ; Decree No . 77-1554 : 
Deversement de certains produits detergents dans lea 
eaux superficielles , souterraines et de la mer , 
J . O . R . F . , Ro . 15 , llOeme an .  ( 18 j anvier 197 8 )  405 . 

38 . Law on the Use o f  Dangerous Substances for Toys : 
Ordonnance Ro . 45-402 , Interdict ion de j ouets ou 
d ' amusettes dangereux contenant des substances 
veneneuses , J . O . R . F . , Ro . 63 , 77eme an . ( 15 mars , 1945 ) 
1364 . 

39 . World Health Organization ,  Legislative and 
Administrative Procedures for the Control of Chemicals; 
European Cooperation on Environmental Health Aspects of  
the Control of Chemicals - Interim Document 5 (Revised 
Edition) ( Copenhagen : World Heal th Organizat ion Regional 
Office for Europe , 1 9 8 4 )  80 . 
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40 .  Law on Waste Disposal and Recovery of Materials : 
Loi Bo . 75-633 , Elimination dea deCheta et recuperat ion 
dea materiaux, J . o . a . r . , Ro . 163 , 107eme an . ( 16 juillet 
197 5 )  7279 . 

41 . The diacuaaion of developments with respect to 
industrial facilities in this paraaraph are baaed on a 
telephone conversat ion with M .  Demarc , Ministry of the 
Environment , December 2 ,  1985 . 

42 . The diacuaa ion of teatina and inspection of 
laboratories ia baaed on an interview wi th M .  Deschamps , 
Ministry of the Environment , Paris , June 28 , 1985 . 
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THE UIUTED KINGDOM 

PQLITICAL ARD ADMIIISTBATIYE 
TRADITIONS 

The control of chemical hazards in the United Kingdom 
is strongly influenced by a system of government that has 
developed gradually over a long period of t ime with very 
few pronounced breaks . Many of its important institu­
tions and processes have origins in the nineteenth cen­
tury , and some even earl ier . l In addition ,  laws and 
statutory instruments have been added as needs were re­
cognized . For example ,  a summary and interpretation of  
laws and regulations applicable to  the manufacture and 
transport of dangerous substances in 1984 included 30 
laws ( the earliest being the 1774 Fire Prevention (Metro­
poli s )  Act ; four were enacted prior to 1920 ) and 88 sta­
tutory instruments providing specific regulations ( 38 o f  
whi ch were promulgated prior t o  1970 ) . 2 Th e  evolu­
tionary character of regulation contributes to what has 
been called the labrynthine complexity of regulations in 
the United Kingdom . Two factors , the institutions of 
publi c  administration and the evolutionary development 
of regulat ions , are the important influences on the 
approach to chemical hazards throughout the Uni ted 
Kingdom today . 

An important tradition of civil administration in 
the United Kingdom is that ministers are responsible to 
Parliament for all the actions of  their  departments .  
This tradition originally developed in the mid-nineteenth 
century , prior to the emergence of a discipl ined party 
system and before the growth in the scale of government . 
There has been some modi fication of  the tradition ,  so 
that a minister is no longer expected to resign for any 
departmental mistake that is  uncovered . But the tradi­
tion has by no means been superseded ; in 1978 it  was 
officially endorsed by the government . 3 
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The convention of  the personal responsibility of 
ministers for the actions of their  departments contri­
butes to the reluctance of civil servants to take publi c  
positions . S ince all official action is taken in the 
name of the minister , civil servants remain largely 
anonymous . Within departments , great care is generally 
taken to ensure that the minister is not exposed to 
parl iamentary criticism.  This concern has decided impact 
on the way decisions are made . In addition,  s ince no 
minister can issue direct ions to another ,  disagreements 
among departments must be resolved by compromise . Below 
the Cabinet , there is  an elaborate machinery of  inter­
departmental committees founded on the principle of 
securing agreement among all interested governmental 
part ies . 

The predi lection for negotiation and consultat ion ,  
taking place i n  private and without publi c  exposure , is 
also reflected in regulatory interact ions with commercial 
enterprises . Historically there has been a heavy reli­
ance on factory inspectors , an approach originally devel­
oped during the Industrial Revolution. 4 Even today ,  
the overall approach t o  regulation in the United Kingdom 
relies on and reinforces the role of inspectors who have 
int imate acquaintance with plant operations and problems 
o f  compliance . For example , an important step in the 
regulation of chemical substances already in commercial 
product ion and use is the preparation of  a detailed 
report on current industrial practice by the factory 
inspectorate . S The United Kingdom relies on much more 
intrusive inspection programs than do most other coun­
tries . 

This approach emphasi zes the particulars of  plant 
operations and compliance difficulti es and reinforces 
the use of  the "beat practicable teChnology" as a control 
instrument , the avoidance of strict , obligatory standards 
in favor of flexible guidelines that can be negotiated 
with individual firma ,  and a predilection for the phased 
implementation of standards . "  The dominant style of  
policy processes in the United Kingdom has been called 
"bureaucratic accommodation. "6 Policy initiatives are 
discussed both with other departments and with client 
groups outside the government . Client groups coordinate 
their  own responses and are aware of  each other ' s  posi-

Copyr ight  © Nat ional  Academy of  Sc iences.  A l l  r ights  reserved.

Regulat ing Chemical  Hazards in  Japan,  West  Germany,  France,  the Uni ted Kingdom and the European Communi ty :   A Comparat ive Examinat ion
ht tp: / /www.nap.edu/cata log.php?record_id=19251

http://www.nap.edu/catalog.php?record_id=19251


61 

tiona . In aeneral , the approaCh has five attributes : 
sectorization,  "clienteliam, " the institutionali zat ion 
of compromise , ne&otiation ,  and the development of ex­
Chan&e relationahipa . 7 

The aectorization of activities amona departments 
places them in competition with each other . One result 
ia that departments treat pressure aroupa and industry 
oraanizations as clients . Rot only do departments vel­
come external "pressure , "  but also on occasion they 
attempt to mobilize activity by such aroupa . Underlyina 
such interaction and the forms it  takes--consultation 
and neaotiation-- is a broad cultural norm that aovern­
ment should rule by consent . The part icipation of those 
affected is thus viewed aa enhancina the le&it imacy o f  a 
poli cy .  Arranaements for consultation are often formal­
ized into permanent advisory committees and other stand­
in& bodies ; these sometimes evolve into structures in 
whi ch more or leas standard exchanaea are ne&otiated . 

There are two important results of  this approach.  
Pirat , the strona aectorization,  clientelism,  and formal­
izat i on of consultat ion and neaotiation contribute to a 
relat ively closed system .  There is a tendency to con­
sult only with those with whom interaction has already 
been conducted successfully in the past and to i&nore 
others . Those privy to neaotiations will be fully in­
formed , but anyone not included will receive no informa­
tion at all . The privileaed character of consultation 
is mandated by the O fficial Secrets Act , which makes vir­
tually all information in the possession of  departments 
a state secret . l 

The second result of the United Kingdom ' s  approach 
to the policy process ia le&itimization throu&h part ici­
pation ,  and it constitutes an apparent--but only apparent-­
contradiction to this pattern of exclusive consultation .  

The extent of part icipation i s  based on the need to 
obtain the consent of those affected rather than on a 
need to be responsive to the population in aeneral . 
Thus , there are atrona incentives to le&itimize admini­
strative action by invitin& the participation of those 
most clearly affected--the departmental "clients"--and 
very weak incent ives to extend participation to an ill­
defined public whose involvement is indirect and di ffuse . 
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TRI PATTBRI OF AQMIIISTRATIYB 
JUIISDICtiOI 

The United Kinadom Parliament exercises overall 
powers of  leaialation in ln&land , lorthern I reland , 
Wales , and Scotland .  There are certain administrative 
di fferences between Wales and Bn&land , but with respect 
to Scotland the Parliament may include special provi­
sions in the leaialation or pass separate leaialation .  
A t  present , lorthern I reland i s  administered by reaula­
tion from the United Kinadom aovernment follovina the 
suspension of the lorthern I reland aovernment in 1972 . 
The secretaries of  atate for lorthern I reland , Wales and 
Scotland issue reaulations , throuah thei r  offices , on 
matters of  environmental and public health concern in 
their  jurisdictions . 

The central aovernment passes the framework leaiala­
tion within which executive action is exercised . Some 
implementation is at the local level , by local authori­
ties or water authorities , albeit  under auidance and 
advice from the central aovernment , which also exercises 
certain financial controls . 

Given the tradition of neaotiation and consultation ,  
it  is not aurpriaina that the control of chemical hazards 
in the United Kinadom avoids obli&atory , leaally enforce­
able controls (with the exception of food additives and 
a few other instancea ) . 9 

Framework Lava . There are no statutory measures in 
the United Kinadom correspondin& to this category . 

the Indgatrial Plant . Plannina procedures are com­
plicated processes involvina local and water authori­
t ies , the Health and Safety Executive , the Department of 
the Environment , and often other entities such as the 
Ministry o f  A&riculture , Fisheries and Food in England 
and Wales or the Department of Agriculture and Fisheries 
in Scotland . In principle , the local authority may arant 
permiaaion to prepare plannina outlines , but no further 
development can take place unti l  detailed permission has 
been &ranted . Obj ections to appli cations may be raised 
by a ranae of oraanizations , includin& conservation and 
pressure aroupa . Plannina decisions are made with refer-
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ence to oraanizational plana , takina into consideration 
water abatraction and effluent diaCbaraea , control o f  
a i r  pollutant& , waste diapoaal plana , l and  drainaae , and 
outfalla into rivera or the sea . In the case of major 
hazardai the Health and Safet� Bzecutive .u.t be con­
aulted . 0 

The principal leaialation include& the Local Govern­
aent , Plannina and Land Act of 1980, 11 which simpl i fies 
bui ldin& reaulat iona and aboliahea � local aovernment 
cont rols ; the Town and Count� Plannina Act of 197 1 , 12 

which provides for statuto� aeneral development orders 
atipulatina limits of permitted developments and the 
aovernmental offices to be consulted ;  the Health and 
Safet� at Work ltc . Act of 1974 , 13 which provides for 
the secreta� of state for the environment to reaulate 
the deaian and construction o f  buildinaa and the pr6-
viaion of services , fittinaa , or equipment in or con­
nected to buildinaa ; and the Factories Act of 1961 , 14 

which chiefl� concerns fire hazards and provides for 
inapectiona both b� local fire briaadea and central 
aoveruaent inspectors . 

The Department of the Environment ( or the S cott ish 
Development Department ) ia responsible for the imple­
mentat ion of the plannina lava ; the Department of lmplo�­
ment and the Health and Safet� Execut ive are reapona ible 
for the Health and Safet� at Work Act ; and the Health 
and Safet� Home Office ia responsible for the Factories 
Act . 

!missions and Discharges . The principal reaulations 
reaardina air pollutants are provided for in the Alkali 
and Other Works Reaulation Act of 1906 .  Manufacturina 
processes are scheduled under the act accordina to indus­
t� aroupa ( chemical and allied industries , metal indus­
tries , electricit� and aaa aeneration etc . , and other) .  
laiaaions limits are speci fied for onl� four processes . 
For other processes , control of emiss ions ia determined 
� the Alkali and Clean Air Inapectorate in Bnaland and 
Wales and the Pollution Inapectorate in S cotland , uaina 
the "best practicable means" appropriate to the local 
aituation. l5 Overall implementat ion is under the 
authorit� of the Health and Safet� Bzecut ive . 
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The Publi c  Health Acts of 1936 and 196116 relate 
to noxious or offensive emissions other than smoke , gri t ,  
o r  dust from such premises as small factories that are 
not covered by specific legislation and outside the 
Alkali and Other Works Act . The Clean Air Acts of 1956 
and 19ssl7 subsumed and extended some of the provi-
sions of the Public  Health Acts , especially concerning 
the control of smoke emitted from industrial combustion 
processes . Implementation of these laws is the responsi­
bility of  local authorities and the Department of  the 
Environment . 

The Health and Safety at Work Actl8 provides for 
the control of emissions into the atmosphere of  noxious 
or offensive substances from premises of any class pre­
scribed under the Act by regulation.  When fully imple­
mented , the Att is to subsume the Alkali and Other Works 
Act . 

Existing legislation in the United Kingdom does not 
directly control the level of substances discharged 
directly into water , but it does enable regional water 
authorities to exercise control , which usually l imits 
the levels , volume , etc . , of  the substances to be dis­
charged . Controls are tailored to meet the present or 
potential qual ity obj ect ives of  the receiving water and 
take full account of river use� dilution,  and the assimi­
lative capacity of the water . l� These provisions are 
provided under several acts . 20 

Worker Protection . Most legislation on worker pro­
tection is contained in the Health and Safety at Work 
Act . 2 1  Under the act , the Health and Safety Commis­
sion was created with representatives from employers and 
trade unions , local authorities , and other relevant 
groups . Beginning in 1975 , the staffs of  the Health and 
Safety Inspectorate& , with responsibilities for factor­
ies , mines , explosives , alkali and other chemical works , 
and pipelines were transfered to the Health and Safety 
Executive , which is now responsible for implementation 
of  the act together with local authority inspectors . 

The act is  concerned with the health and safety of  
all  employers and employees ( except domestic servants ) ,  
self-employed workers , and those in charge of  premises 
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uaed ae workplacee . I t  placea obligatione on manufac­
turer• of equipment and materials uaed at work. Inspec­
tor• may ieeue a prohibition notice in aituatione deemed 
to conetitute a riek to health or safety until speci fied 
reaedial meaeuree are taken, even if  no legal contra­
vention has occurred . I f  legal contravention of the 
relevant statutory provisions of  the act occurs , an in­
apector can issue an improvement notice requiring reme­
dial actions within a specified time . Such noticea may 
be eerved on employere , employees , or suppliers of  equip­
ment or materials . 

An inpaector may also prosecute anyone contravening 
a relevant statutory provieion of the act or eeize , 
render harmless , or destroy any substance or article 
deeaed to be of potential i111inent danger of causing 
seriou. personal injury . The Health and Safety Commis­
sion may , with the consent of the secretary of state , 
serve an order requiring any person to furnish infor­
mat ion about the matters epecified in the notice . In­
spector• may give factual information regarding worker 
health, safety,  and welfare to employees but must inform 
the employer of  any such action .  

Industrial Substances . The Health and Safety at 
Work Act also requires any person who designs , manufac­
tures , imports , or supplies any substance or article for 
use at work to ensure it is safe when properly used and 
without risk to health. Testa must be performed in 
order to provide adequate information about the safety 
of the product ,  and information must be supplied about 
ita intended use . 

In 1978 regulations concerning the packaging and 
labeling of dangerous substances were amended , adding 
12 1 chemicals to the schedules and introducing risk 
warnings against poss ible sensitization effects of hand­
l ing certain acrylate& and anhydridea . 22 In all , more 
than 900 chemicals are covered by regulat ions , which 
also require that containers are properly designed , con­
structed , and secured to prevent spillage . 

A nonstatutory noti fication scheme is in operat ion 
for the eelection of  chemicals used offshore . Under the 
authority of the Department of Energy but in consult&-
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t ion with other departments ( in particular , the Ministry 
of Agriculture , Fisheries and Food and with induatry) , 
the sCheme is directed primaril� at oil field operations . 
The obj ective is to avoid the use of Chemicals that are 
highl� toxic to marine oraaniama or that tend to persist 
in the marine environment and that are likel� to be dis­
charaed in other than disaster situations . 

Poisons .  The Poisons Act23 covers the sal e ,  
suppl� , transport , packa&ina , and labelina of poisons . 
Part I of the Poisons List consists of  poisons for whi ch 
retail sales may be made only through reaistered pharma­
cies . Part I I  contains poisons that ma� be sold through 
normal retail outlets that are reaistered by addresses . 

Aarieultural Chemicals . Under the Health and Safety 
at Work Act , reaulations protect operators from the more 
danaerous chemicals by the wearina of protect ive 
clothina . The Farm and Gardens Chemical Act24 controls 
certain aspects of the labelina of farm and aarden pesti­
cides . But the moat important controls on aaricultural 
chemicals fall under the nonstatutory Pesticide Safet� 
Precautions Scheme (PSPS ) . 25 

The introduction to the market and the labelin& of 
pesticides are closely controlled through the PSPS , a 
nonstatutory but formally neaotiated aareement between 
aovernment and industry. The sCheme requires aanufac­
turers to noti fy the Ministry of A&ri culture , Fisheries 
and rood or the Health and Safet� Executive prior to 
marketina a new pesticide or suaaestina a nev use of an 
existina one . Manufacturers must provide sufficient 
data to enable aovernment to decide whether a pesti cide 
can be used without harm to humans , l ivestock or other 
domestic animals and with minimal harm to wildl i fe ,  
provided reasonable safety precautions are taken . Manu­
facturers are required to include warninaa , precaut ions , 
and the names of the active inaredients on their product 
labels . 

iood Additiyea and Contaminants .  The rood and Druas 
Act2 prohibita the addit ion of any substance to food , 
the use of  any substance as an inaredient in the prepar­
ation of food , the abstraction of any constituent from 
food , or the subj ection of food to any other process or 
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treatment that renders the food harmful to health . The 
act provides for the seizure , examination,  and prohibi­
tion of the use of  harmful substances . Under the author­
i� of the Miniatry of Agriculture , Fisheries and Food 
and the Department of Health and Social Security ,  the 
act is enforced by local authorities . Under the act a 
nuaber of  reaulations control the labeling of food and 
the composition of  food additives and contaminants .  

Consumer Products . In addition to lava deal ing with 
comaercial hazards , consumer safety le&ialation is in­
tended to enable the responsible minister to ensure the 
protection of  people from avoidable hazards presented by 
aooda in and around the home . For example , the Consumer 
Protection Act27 and the Consumer Safety Act28 provide 
power to reaulate the composit ion ,  desi&n ,  or packa&in& 
o f  aooda to prevent or reduce the risk o f  death or per­
sonal injury to consumers . The Sale of Goods Act29 

and the Trade Descript ions Act30 set out the impli­
cat ions for both buyer and seller in any contract for 
the sale of aooda and make it a criminal offense to 
appli a false description to any trade . The Road Traffic 
Act3 requires that motor vehicles be constructed so 
that no avoidable smoke causes injury to persons or 
dama&e to property . The Motor Fuel Reaulations , promul­
&ated under the Control of Pollution Act , provide for 
the statutory reduction of lead in motor fuel . 32 

Transport . The Petroleum Act33 is concerned with 
all atora&e problems , from maj or facilities down to 
aaraaes . Under the act , a number of reaulat iona have 
been promul&ated dealing with manufacture , conveyance , 
and use and apply to petroleum and petroleum mixtures , 
carbon disulfide , compressed aasea , and other substances . 
A number of  reaulat ions concerning the packa&ing and 
shipping of explosives have been made under the Explo­
sives Acta . 34 Specific requirements for road tankers 
( tank trucks ) or containers are found in the Packa�ina 
and Labell ing of Danaerous Substances Reaulationa3 

under the Health � Safety at Work Etc . Act . 

Cbemical wastes . The collection of domestic  and 
industrial waste is the responsibility o f  district 
councils in England and Wales and of the reaional and 
island counci ls in Scotland .  Central aovernment advice 
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to local authoritiea ia provided by the Departaent of 
the BnvirODJDent . The Miniatry of Aarlculture ,  Fiaher­
iea and Food provide& advice concerni� fa� vaate dia­
posal . The Control of Pollution Act36 include& pro­
vision& for the maintenance of a reaiater of certain 
wastes . The Depoait of Poiaonoua Waate Act37 requirea 
those handlina hazardous vaatea to notifY authorities at 
least three days prior to diapoaal and to provide 
complete details about it . 

Vi ctim Compensation .  There are no statutory meaaures 
in the United Kinadom correspondin& to this cateaory. 

CUIRQT DByiLOPMQTS 

Major adjuatmenta are currently under way in the 
dete�ination of expoaure lt.ita for hazardoua sub­
stances under the Health and Safety at Work ltc . Act . 38 

Two kinde of limite are nov ia uae .  The first , control 
limi ts ,  carry the force of law and are applied when there 
ia aood information about a serioua problem. The aecond , 
recommended limits , are usually flexible and funct ion as 
auidelines rather than enforceable limits . But the 
courts have usually required industry to demonstrate 
that the protection provided in a recommended limit is 
at least matched , so that the recommended limits carry 
almost the same force while pe�ittina areater flexibi­
lity .  

For about three years , new leaislation ( Control of 
Substance& Bazardoua to Bealth--COSBB) haa been dis­
cussed . One of the principal effecta of this proposed 
act would be to replace the use of the Tolerance Limit 
Value liat of recommended mazt.ua workplace expoaurea 
developed by the American Conference of Governmental 
Induatrial BY&ieniata with expoaure levela developed in 
the United Klnadom. Toward thia aim, a Workina Group on 
the Asseaament of Toxic Chemical& vaa established . Under 
thia vorkina aroup , two panela have been oraanized , one 
on oraanic aubatancea and one on duata . Bach panel in­
clude& three membera from the Trades Uniona Council and 
three from the Conareaa of Britiah Industry , toaether 
with additional experts as neceaaary to deal with speci­
fic question& . A conaultative document on COSBB has been 
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circulated , 39 and a bill eatabliahina an appropriate 
atatutor.r basis is expected to be submitted to parlia­
aent in 1987 . 

Rev leaialation,  the Food and Environment Protection 
Bill , is beina prepared to replace the voluntar.r Pestici­
des Safety Precautions Scheme (PSPS ) . 40 The PSPS con­
sists of a formally neaotiated aareement between the 
Bri t ish A&rochemicala Association,  the British Peat Con­
trol Associat ion,  and the British Wood Preaervina Associ­
ation repreaentina industry; and the aovernment depart­
menta and aaenciea responsible for aariculture and 
health and safety in the United Kinadom . I t  provides 
for all products to be evaluated and cleared prior to 
introduction into commerce in the United Kinadom . Al­
thouah the proposed leaialat ion is partly a reaponae to 
pressure from the European Community ( the voluntar.r neao­
t iation with British industry associations appear• to be 
a nontariff barrier to trade) , it also includes provi­
s i ons to extend control into new areas . For example , 
the PSPS examines a pesticide purely in terms of safety 
and does not reaulate use of the product .  The proposed 
statute would evaluate not only the safety of the pro­
duct , but also ita efficacy and humaneness . I t  would 
also include provisions for the reaulation of pesticide 
use ,  whi ch until now has not been covered , and would 
provid• the basis for requirina all formulations in 
commerce to be approved . 

Althouah these developments wi ll provide somewhat 
areater proscript ion on reaulatory decision processes in 
the United Kinadom , they will not alter the overall pre­
ference for nonstatutory and informal approaches . The 
control of chemical hazards in the United Kinadom will 
for the foreseeable future remain opaque to those not 
involved in the actual decisions . 

1 .  D . R .  Steel , "Britain, " in F . F .  Ridley ( ed . )  
Government and Administration in Western Europe (New 
York : S t . Martin ' s  Preas , 1979 ) 18-66 . 
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2 .  D . C .  Waight ( ed . ) ,  Danaeroua Substaneea (New Malden, 
England : Wolters Samson Ltd . )  A-1 - A-4 . 

3 .  D . R .  S teel , "Britain, " in F . F .  Ridley ( ed . )  
Government and Administration in Western Europe (New 
York : S t .  Martin ' s  Preas , 1979 ) 18 . 

4 .  For a general history of these institutions , see 
Gerald Rhodes , Inspeetorates in British Government 
(London : George Allen & Unwin, 1981 ) . 

5 .  Interview with P .  Oldershav, Health and Safety 
Exeeutive , London , July 2 ,  1985 . 

6 .  Grant Jordan and Jeremy Riehardson, "The British 
Poliey S tyle or the Logie of Negotiat ion? " in Jeremy 
Riehardaon ( ed . ) ,  Policy Styles in Western Europe 
(London : George Allen & Unwin, 1982)  80-110 . 

7 .  Grant Jordan and Jeremy Riehardaon, "The British 
Poliey S tyle or the Logie of Negotiation? " in : Jeremy 
Riehardson 

'
( ed . ) ,  Policy Styles in Western Europe 

(London : George Allen & Unwin, 1982 ) 81-9 6 . 

8 .  O ffieial Seerets Aet of  1911 ( 1  and 2 Geo . 5 e .  2 8 ) . 

9 .  Ronald Briekman, Sheila Jaaanoff,  and Thomas I lgen, 
Cbemical Regulation and Cancer: A Cross-Bational Study 
of Policy and Politics ( Springfield ,  VA : National 
Teehnieal Information Serviee I PB83-206771 ,  1982 ) 36 . 

1 0 . Wo r l d  Hea l th O rgani zation ,  Legislative and 
Administrative Procedures for �he Control of Chemi ca l s ;  
Europe an Cooperation on Environmental Health Aspe c t s  o f  
the Control of Chemicals - Interim Document 5 (Revis ed 
Edition) ( Copenhagen ; Wo rld Health O rgani za t i on Regional 
O f fi c e  fo r Europe , 1984 ) 2 0 7 . 

11 . Loeal Government , Planning and Land Aet of  1980 ( e .  
65 ) .  

12 . Town and Country Planning Aet of 197 1 ( e .  78 ) ,  as 
amended (Town and Country Planning (Amendment ) Aet of  
1977 e .  2 9 ) . Also , the Town and Country Planning 
(Seotland) Aet of 1977 ( e .  10 ) . 

Copyright © National Academy of Sciences. All rights reserved.

Regulating Chemical Hazards in Japan, West Germany, France, the United Kingdom and the European Community:  A Comparative Examination
http://www.nap.edu/catalog.php?record_id=19251

http://www.nap.edu/catalog.php?record_id=19251


7 1  

13 . Health and Safety at Work Etc . Act of  1974 ( c .  37 ) .  

14 . Factories Act of 1961 ( 9  & 10 Eli z .  2 c .  34) . 

15 . World Health Organization,  Legislative and 
Administrative Procedures for the Control of Cbemicals; 
EuroPean CooPeration on Environmental Health AsPects of 
the Control of Cbemicals - Interim Document 5 CReyised 
Edition) ( Copenhagen : World Health Organizat ion Regional 
Office for Europe , 1984 ) 211 . 

16 . Public  Health Acts of 1936 ( 2 6  Geo . 5 & 1 Edw . 8 c .  
49 ) and 19 61 ( 9  & 10 Eli z .  2 c .  64 ) . 

17 . Clean Air Acts of 1956  (4 & 5 Eli z .  2 c .  5 2 )  and 
1968 ( c .  62 ) .  

18 . Health and Safety at Work Etc . Act of 1974 . 

19 . World Health Organi zation,  Legislative an4 
Administrative Proc edures for the Cont rol of Chemicals ; 
European Cooperation on Environment al Health Aspects of 
the Control of Chemic a l s  - Int e r im Document 5 (Revis ed 
Edition) ( Copenhag en :  Wo rld H e a l th Organi zat ion Regional 
Office for Europe , 1984 ) 2 12 . 

20 . Rivers (Prevent ion of Pollution) Acts of 1951  ( 14 & 
15 Geo . 6 c .  64) and 1961 ( 9  & 10 Eliz . 2 c .  SO) ; Rivers 
(Prevention of  Pollut ion) (Scotland) Acts of 1951 ( 14 & 
15 Geo . 6 c .  6 6 )  and 1965 ( c .  13) ; Clean Rivers 
(Estuaries and Tidal Waters ) Act of 1960 (8 & 9 Eliz . 2 
c .  54) ; Water Resources Act of 1963 ( c .  3 8 ) ; Water Acts 
of  1945 (8 & 9 Geo . 6 c .  42 ) and 1948 ( 11 & 12 Geo . 6 
c .  2 2 ) ; Water ( S cotland) Act of  1946 ( 9  & 10 Geo . 6 c .  
42 ) ;  Water Act o f  1973 ( c .  37 ) ;  Water (Scotland) Act o f  
1967 ( c .  7 8 )  and Local Government (Scotland) A c t  of 1973 
( c .  65 ) ;  Public Health Act of  1936 (Note 16) ; Public  
Health (Drainage of  Trade Premises ) Act  of  1937 (1  Edw . 
8 & 1 Geo . 6 c .  40) ; Public Health Act of 1961 ( 9  & 10 
Eliz . 2 c .  64) ; Salmon and Freshwater Fisheries Act of 
1975 ( c .  5 1 ) ; Salmon and Freshwater Fisheries 
(Protection) ( S cot land) Act o f  1951 ( 14 & 15 Geo . 6 c .  
2 6 ) . 

21 . Health and Safety at Work Etc . Act of 1974 . 
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22 . Packaging and Labelling o f  Dangerous Substances 
(Amendment ) Regulations ( S . I .  1981 Ro . 792 ) 

23 . The Po isons Act of 1972 ( c .  6 6 ) . 

24 . The Farm and Gardena Chemical Act of  1967 ( c .  50) . 

25 . See United Kingdom , Ministry of Agriculture , 
Fisheries and Food , Pestic ides Branch, United Kingdom 
Pesticides Safety Precautions Scbeme : Agreement Between 
Government Departments and IndUStrial Associations 
(London : Ministry of Agriculture , Fisheries and Foods , 
1979 ) . 

26 . The Food and Drugs Act of  1955 (4  & 5 El i z .  2 c .  
16) . 

27 . The Consumer Protection Act of  1961 ( 9  & 10 Eli z .  2 
c .  40) . 

28 . The Consumer Safety Act of  1978 ( c .  38 ) .  

29 . The Sale of Goods Act of  1979 ( c .  54) . 

30 . The Trade Descriptions Act of 1968 ( c .  2 9 ) . 

31 . The Road Traffic Act of 1972 ( c .  20) . 

32 . The Motor Fuel (Lead Content of  Petrol)  Regulations 
of 197 6 . 

33 . The Petroleum ( Consol idated) Act of 1928 ( 18 & 19 
Geo . 5 c .  32) . 

34 . The Explosives Act of 1875 ( 38 & 39 Vi et . c .  17 ) ;  
the Explosives Act of  1923 ( 13 & 14 Geo . 5 c .  17 ) .  

35 . Packaging and Labelling of Dangerous Substances 
Regulat ions of 1978 ( S . I .  1978 209 ) . 

36 . The Control of  Pollut ion Act o f  1974 ( c .  40) . 

37 . The Deposi t  o f  Poisonous Waste Act of 1972 ( c .  2 1 ) . 
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38 . The discussion of exposure l�its and the proposed 
leaislation is based on interviews with P .  Oldershav, 
Health and Safety Executive , July 2 ,  1985 , with J . P .  
Hamilton, Trades Union Conaress , July 3 ,  1985 , and with 
P .  Levis ,  Che.ical Industries Association,  July 4 ,  1985 . 

39 . Health and S a fe ty Comm i s s i on ,  Consultative 
Do cument ; Control of Substances Hazardous to He alth; 
D r a ft R egulations and Draft Approved Codes of Practice 
( London ; Health and S a fe ty Commi s s i on , 1 9 8 4 ) . 

40 .  Interview with B .  Holdvorth , Pesticides Branch, 
Ministry of A&riculture , Fisheries and Food , July 5 ,  
1985 . 
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IUIOPIAlf COMMURITY 

POLITICAL Aim ADMJIUSTRATIYB 
TRADITIONS 

The institutions of the European Communities--the 
Council of Ministers , the Commission,  the Parliament , 
and the Court of  Justice--make up an unprecedented 
mixture of public power constituted under national and 
international law .  The European Community is analogous 
to a nation-state in that it has authority in certain 
areas , especially aariculture and commercial and indus­
trial competition,  and also it seeks to further the 
interests of its members as a whole in a aeneral way . 
I t  is not a federation to which nat ional parliaments and 
aovernments are subordinate in specified areas . The 
European Communi ty is a unique institutional system 
unlike any other leaislative and regulatory structure in 
the world . 

The European Communi ty came into bein& throuah a 
gradual process of integration . l I t  is based on 
treaties establishin& three separate organizat ions : the 
European Coal and Steel Communi ty (ICSC ) ,  established in 
1952 ; the European Economi c Community (EEC) , established 
in 1958 ; and the European Atomic lner&Y Community (lura­
tom) , also established in 1958 . Oriainally the three 
Communi ties had separate Councils and executive Commis­
sions (known as the "High Authority" in the ISCS ) . S ince 
1967 , however , there has been a sinale Commission ,  known 
as the Commission of the European Communi t i es ,  and a 
sinale Council , which toaether exercise all the powers 
and responsibilit ies vested in the three Community 
treat i es . Common European usage is followed in this 
report by referrina to the European Community ,  rather 
than to the European Economic Community or the European 
Communi ties . 
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The Council of Ministers is made up of repreaenta­
t ivea of the governments of the member nation-atates . 
Although a country ' s  foreign minister is regarded as its 
principal representative in the Council , ministers with 
other portfolios also sit  frequently for specialized 
Council meetinas , and sometimes ait alonaside the foreian 
minister . The presidency of the Council rotates amona 
the member governments every six months . For decisions 
are made in the Council by majority vote , Germany , 
France , I taly ,  and the United Kin&dom have 10 votes 
each;  Belgium, Greece , and the Netherlands S each, 
Denmark and I reland 3 each, and Luxembourg 2 .  With rare 
exceptions ,  the Council of Ministers considers only 
proposals brought before it by the Commission .  

The Commiasion consists of 1 4  members appointed by 
agreement among the member governments . Bach member 
serves a 4-year term of office , durin& which he or she 
is independent of the governments and of the Council . 
The Council makes maj or decisions ,  and the Commiasion 
makes minor decisions under powers accorded it by the 
treaties or by guidelines laid down by the Council . The 
Commission acts as the executive arm of the Community 
inst i tutions . Actina under the Rome Treaties (BBC and 
Euratom) , the Council and Commission issue regulations , 
direct ives , decisions , recommendations ,  and opinions . 2 

Regulations are of general application and are bindin& 
in their entirety .  Directives are binding on the member 
nat ion-states but leave the form and methods for achiev­
ing the requirements to the discretion of national 
authorities . Decisions may be addressed to a govern­
ment , an enterprise , or an individual and are binding on 
those to whom they are addressed . Recommendations and 
opinions are not binding . 

In the event of disputes between the Commiasion and 
a member state or between the Commission and a commercial 
enterprise , the Court of Justice decides . The Parlia­
ment , which discusses policy and approves the budget , is 
elected by direct election in each member nation-state . 

Under the Treaty o f  Rome , the principal purposes of  
the European Community are the free movement of goods 
and services , a customs union,  and common agricultural 
policy . 3 The actions taken by the Council and the 
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Caaaiaaion in regulatory matters are all designed to 
encourage trade within the Community through harmoni­
zation of the laws and regulations of the respective 
member nation-states . This is an important aspect of 
the Communi ty directives applicable to the control of  
hazardous chemicals . 

The act ions that are of greatest concern here are 
Counc i l  directives , which are binding on the member 
nat ion-states and require that the provisions included 
in the di rect ives are implemented through their respec­
t ive laws . The Council , however , considers only 
measures proposed by the Commission.  To assist the 
Commission in ita work , many committees of government 
representatives ( called management committees in the 
area of  agriculture) are attached to i t .  Measures the 
Commission intends to enact are submitted in draft form 
to the appropriate commi ttees , which give their  opinions 
by quali fi ed maj ority (45 of 63 votes ) , votes being 
weighted as in the Council . Committee opinions are not 
binding on the Commission,  which notes the contents but 
remains ent irely free to decide for itsel f .  However , i f  
the Commission decides t o  go against a committee , the 
matter is referred to the Council , which may reverse the 
Commission ' s decision wi thin a month . The procedure is 
used extensively for Commission decisions as well as 
preparation for Council  act ions . 

THE PAtTERN OF ADMINISTRATIVE 
JURISDICTION 

The fourteen members of the Commission are respon­
sible for 20 Directorates-General (DGs) . 4 In teras of  
the control of hazardous chemicals , the moat important 
are : DG XI--Envi ronment , Consumer Protection ,  and Nucle­
ar Safety ;  DG V--Employment , Social Affai rs , and Educa­
tion ;  and DG I I I--Internal Market and Industrial Affairs . 
DG XI and DG V have responsibi lity for health consequen­
ces and envi ronmental protection,  and DG I I I  is respon­
sible for industrial development and trade , which is the 
primary cone em of the Community . 

� 

The Treaty of Rome does not specifically include 
provisions to protect the l i fe and health of European 
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citizena . 5 However , Article 235 of the treaty pro­
vides that i f  action of the Community is necessary to 
attain one of ita obj ectives and the treaty has not 
provided the necessary powers , then the Council can,  
acting unanimously on proposals of the Commission,  take 
the appropriate measures . Thua , many enviroumental 
measures are baaed on Art icle 235 , sometimes in conjunc­
tion with Article 100 , which provides for the harmoniza­
tion of national meaaurea . 6 

Community efforts to regulate dangerous substances 
began in 1965 , when two directives were propoaed . 7 

After two years of deliberation,  the Council of  Minis­
ters adopted Council Directive of 27 June 1967 on the 
Approximation of Laws , Regulations and Administrative 
Provisions Relating to the Classi fication,  Packaging and 
Labelling of Dangerous Subatancea . 8 As the title 
indicates , the original 1967 directive applies only to 
the labeling and packaging of  hazardous Chemicals . The 
directive has been amended several times , and two impor­
tant changes have been introduced . 9 The Fourth Amend­
ment introduced a procedure whereby a formal committee 
may adopt technical "adaptationa to technical progress . "  

This provision for "updating" the technical spec i fica­
tions of the directive are decisions taken at the level 
of the Commission and therefore subj ect to the general 
guidelines laid down by the Council of  Ministers . A new 
commi ttee is named (by the reaponaible goverument 
offices in the member nation-states ) for each decision .  

The S ixth Amendment , passed in 1979 , introduced 
provisions for information exchange among the member 
nat ion-states . I t  established a step-wise testing 
scheme for chemicals being introduced to commerce and 
provided for the dissemination of a summary dossier 
among the member countries . The step-wise testing 
scheme closely follows the recommendations of the 
Organization for Economic Cooperation and Development . lO 

The S ixth Amendment is severely restricted to testing 
and information exchange ; any regulatory action would be 
taken by member nation-states under the guidance o f  a 
separate directive . ll 

In 1972 , the year of  the United Nations Conference 
on the Ruman Bnviroument , the Community heads of state 
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and aovernment called on the Community institutions to 
vork out an action proaram on the enviroument . l2 The 
proaram submitted by the Commission waa adopted by the 
Counci l  of Ministers in 1973 and waa renewed and aupple­
aented in 1977 and 1983 . 

Frgeyork Lava . Aside from the provisions in 
Article 235 and Article 100 of the Treaty of Rome 
aent ioned above , the European Community does not have 
leaialation correapondina to this cateaory. 

the Ipduatrial Plant . The Council directive of  24 
June 1982 on the maj or-accident hazards of certain indus­
trial activi ties , commonly called the •seveao Directive , •  
stipulates that where certain industrial activities are 
c apable of cauaina maj or accidents , the manufacturer must 
make a prior aaaeaament of such hazarda . l3 

Bmissiona an4 Dis¢harges . Council Directive 80/779/ 
BBC on air quality seta limit values , Which cannot be 
exceeded , and auide values , which establish concentra­
t i ons over specified periods , for sulfur dioxide and 
suspended particulates . l4 

Council Directive 76/464/EEC covers pollution caused 
by certain danaerous substances discharaed into the 
aquat i c  environment ( inland surface waters , territorial 
waters , internal coastal waters , and around water) . l5 

Prior authorization by the competent authority in the 
member nation-state is required for all discharaes of 
listed substances . 

Worker Protection. Council Directive 80/1107/EEC 
sets out requirements for the protection of workers from 
chemical , physical , and bioloaical aaents . l6 This ia 
a framework directive , which covers : limitation of the 
use of  listed hazardous aaenta in the workplace ; limita­
tion of worker exposure ; health enaineerina ; threshold 
liait values ; samplina procedures ; collect ive and per­
sonal protection ;  industrial byaiene ; worker informat ion;  
varnina and safety aians ; health surveillance ; record­
keepina ; emeraency measures for abnormal exposures ; and 
consultation vith employers ' and workers ' associations . 
The first individual directive under 80/1107/EEC is the 
direct ive of 28 July 1982 , which speci fies limit values 
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for ezpoaure to metallic lead and ita ionic c�UDda 
(al�lated lead compounds are not included) . l7 

The Seveao Directive , aentioned above UDder the 
section on the induatrial plant , provides for prior 
aaaeaament of  potential industrial accidents that may 
alao be cons idered to provide protection to workers . 

Council Direct ive 78/610/EEC deala with ezpoaure to 
vinyl chloride monomer . l8 I t  defines aeaauring 
methods , mandates the provision of information to 
workers about the riaka to which they are exposed and 
the meaaurea to be taken, requires the keeping o f  a rea­
later describing the type and duration of work involving 
exposure , and provides for medical surveillance . 

In4gstrial Substances . Council Directive 67/548/BEC 
on classi fication, packaaing , and labeling ,  and the 
Fourth and S ixth Allendllents to the 1967 directive , haTe 
already been described . The S ixth Allendllent requires 
that , at leaat 45 daya prior to aarketing a new ch•i­
cal , manufacturers and importers are required to submit 
to the competent authority of  the relevant aember 
nat ion-state a notificat ion including : l9 

- a teChnical dossier for evaluating the fore­
seeable risks to humans and the environment 

- a declaration about the unfavorable effects 
of  the substance ; 

the proposed classi fication and labeling 
system in accordance with the directive ; and 

- proposals concerning recommended precautions 
relating to the safe uae of the aubatance . 

The notification ia forwarded to the Commission for 
distribution among the aember nation-states . Substances 
marketed in quantit ies of leaa than one ton per year per 
manufacturer need no not ification .  Boti fiers .uat in­
form the competent authority of chan&ea in the total or 
annual quantities aarketed , new uaea o f  the substance , 
or  aQJ changes in propert ies . The competent authority 
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can request additional studies to be  undertaken at two 
levels : when the notifier aarketa quantities o f  10 tons 
per year or a total of 50 tons , and 1 , 000 tons per year 
or a total of 5 , 000 tons . 

The noti fication is required of all substances not 
c lassi fied as exist ing as of  18 September 1981 . 

Poisons . The European Community has no special 
legislation concerning poisons . 

A&ricultural Cbemicala . Council Directive 78/631/BIC 
deals vith the classi fication,  packa&ing , and labeling 
o f  peaticides . 20 Pesticides are classified according 
to acute oral toxicity or percutaneous toxicity expressed 
as LD5o or  reapiratory toxicity ezprea- sed in LCso 
valuea . 2 1  Council Directive 79/117/BBC establishes 
prohibitions on the aarketing and use of products for 
plant protection containing certain active inaredienta 
that , even when properly uaed , have harmful effecta on 
human or animal health or on the enviroument . 22 

Counci l  Directive 7 6/895/BBC establishes maximum levels 
for pesti cide residues in and on fruita and 
vegetables . 23 

Counci l  Directive 76/116/BBC provides for the identi­
fication and appropriate packaging and labeling of ferti­
lizers marketed in the Community . 24 Only containers 
of quantities greater than 100 kg need be identified on 
the accompanying documents .  Counci l  Di rective 70/524/BBC 
l iata addit ives permissible in animal feeds . 25 About 
30 additional direct ives have amended the lists of sub­
stances included . 26  

Food Additives and Contaminants . The Counci l  direc­
tive concerning coloring agents authorized for use in 
foodstuffs intended for human consumpt ion has been 
amended several times . 27 I t  contains both general and 
specific criteria and includes labeling requirements . 
Counci l  Direct ive 64/54/BBC lists permitted preserva­
tives against deterioration caused b7 microorganisms ; 28 

it  too has many amendments .  Counci l  Direct ive 74/329/BBC 
specifies permitted emulsifiers , stabilizers , thickeners , 
and gelling agents . 29 
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Council Directive 76/893/BBC is a framework directive 
laying down procedures for the drafting of further direc­
tives concerning foodatuffa . 30 Speci fic aateriala , 
such as ceramics , plastic materials , paper , and paper 
board , are listed . Member countries may authorize the 
use within ita territory o f  substances not included on 
the list under certain conditions , which include a maxi­
mum period of three years . 

Consumer Pro¢ycta . Council Direct ive 76/768/BBC and 
ita amendments cover the aarketing of  cosmetics and toi­
letries within the Community . 31 Cosmetics containing 
listed substances are prohibited .  Council Directive 
73/404/BBC speci fies an average level of 90 percent bio­
dearadabili�y on anionic ,  cationic , nonionic and amphol­
ytic detergenta . 32 I f  a member country determines by 
teat procedures speci fied in the directive that a deter­
gent does not comply with ita requirements , the country 
must prohibit  the marketing of the deteraent and inform 
the Commission and the member country from which the 
detergent came . Labeling requirements include product 
name and the identi fication of the organizati on aarket­
ing the product .  

Counci l  Direct ive 85/210/EBC directs that member 
countries are to reduce the content of  lead in leaded 
gasoline to 0 . 15 gram/liter as soon as they consider it  
appropriate ; that , until  1990 , the lead contamination o f  
unleaded aaaol ine by lead compounds may exceed 0 . 013 a/1 
provided it does not exceed 0 . 020 all ; and that , from 
October 1989 , the benzine content of leaded and unleaded 
aaaoline may not exceed 5 . 0  percent by volume . 33 

Transport . Except for control o f  toxic wastes ( see 
below) the European Community has no special leaialat ion 
governing the transport of  chemicals . 

Cbemical W.stea . Counci l  Directive 78/319/BBC re­
quires member countries to ensure that disposal of toxic 
and danaeroua wastes is carried out without endanaering 
human health or harming the envlronment . 34 Only com­
petent authorities are permitted to store , treat , or 
deposit  such waste . Toxic and danaeroua wastes are to 
be kept separate from other matter and packaaed and 
labeled appropriately . When transported , such waste is 
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to be accompanied by an identi fication form .  ProTia ion 
i a  made for monitoring and auperTiaing installations and 
eatabliabmenta that produce ,  hold , or diapoae o f  toxic 
aDd danaeroua waste and for keeping proper recorda re­
aarding disposal . A list of  toxic or danaeroua auba­
tancea and materials ia aiven , and provision ia made for 
additions to the list . 

Victim Compensation. The European Ca.nmity baa no 
atatutory measures correapondina to this cateaory. 

CURRENT DEVILOPMElftS 

There does not appear to be much interest within the 
Commission to change the approach to hazardous chemicals 
or the harmonization mechanisms now in place . Approxi­
mately every three months , the competent authorities o f  
the member nation-states meet t o  diacuaa the interpre­
tation and implementation of the Sixth Amendment provi­
aions . 35 The principal focus ia on developing common 
interpretations of the toxicoloaical data included in 
the baae-aet data required of manufacturers by the Sixth 
Amendment . 

Much more seems to be happening at the Commission ,  
however , with respect t o  reaulation of biotechnology and 
its products . 36 The aovernments of the member nation­
states appear to be in aareement that the Community 
should take the lead in formulat ing regulations in this  
area . This would be the first case in  whi ch the Commun­
ity has established regulations om am area in which such 
have not already existed in one or more of the member 
nation-states . 

The Commission appears to be waiting to see the re­
sponse generated by the United States ' Office of Science 
and Technology Pol icy bequest for public comment on ita 
proposal for a coordinated framework for the regulation 
of  biotecbnology . 37 This interest is not surprising , 
for one of  the mot ivations for the enactment o f  the S ixth 
Amendment was to provide a bas is for negotiation with the 
United States after passage of the Toxic Substances Con­
trol Act . 38 
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S ince the regulation o f  biotecbnolo&J and its pro­
ducts would cut across so aaDJ areas of responsibility 
within the Commission ,  and since experience with coordi­
nation among Tarious Directorates-General has been some­
What difficult in the past , a new type of structure is 
being considered for dealing with this new area o f  reau­
lation .  One proposal is to create a Biotechnology Man­
agement Commi ttee to coordinate relevant interests with­
in the Commission ,  to which a hi&h-level science advisory 
body with public visibility would be attached . Detailed 
scient i fic advice concerning specific questions would 
also be sought from existing science advisory committees 
within the various Directorates-General . 

The intention is to develop a meChanism capable o f  
reflecting the interests of  the member nation-states , 
make professional judgments concerning the scient i fi c  
issues involved , and provide a basis for international 
coordination aiven the global nature of the aarkets 
involved . The hope is that what is approved in the 
United States would be accepted in the European Commun­
ity and vice-versa . 

1 .  The description o f  the institutions of  the European 
Communities is based on Emil Boil , WOrkin& Togetber -
the Ins t i tutions o f  tbe Eurooean Community (Luxembourg : 
Office for Official Publications of  the European 
Communit i es ,  1985 ) . 

2 .  Under the ECSC , however ,  di fferent meanings are 
attaChed to similar terms . Under the ECSC treaty , 
decisions are binding in their entirety ,  recommendations 
are binding as to ends but not as to means , and opinions 
are not binding . Emil Boil , WOrkin& Togetber - the 
Institutions of tbe European Community (Luzemboura : 
O ffice for Official Publications o f  the European 
Communities , 1985 ) 5 .  

3 .  Ten Years o f  Community Enyiroument Policy 
(Brussels : Commission of the European Communities , 
1984) 11-12 . 
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4. DG I-lxtemal Relations ; DG II-Econoaic and 
Financial Affairs ; DG III-Internal Market and 
Industrial Affairs ; DG IV-Competition ;  DG 
V--lmployment , Social Affairs , and Education;  DG 
VI--Aariculture ; DG VI I-Transport ; DG 
VIII-Developaent ; DG IX-Personnel and Administration ;  
DG X-Inforaation; DG XII-Science , Research , and 
Development ; DG XII I-Inforaation Market and Innovation ;  
DG XIV-Fisheries ; DG XV-Financial Institut ions and 
Tazation;  DG XVI-Regionsl Policy ;  DG XVII-Inergy ; DG 
XVII I-Credit and Investments ; DG XIX-Budaets ; DG 
XX--Financial Control . Directory of the Commission of 
the European Communities (Brussels : Commission of the 
European Communi t ies ) 1984 . 

5 .  Georae B .  Wilkinson , "The S ixth Amendment : Toxic 
Substance Control in the IIC , "  Lay and Polley in 
Internat ional Business , 12/46 ( 1980)  462 . 

6 .  Ten Years o f  Communi tY Envi ronment Policy 

( Brussels : Commission of the European Communities , 
1984) 11-12 . 

7 .  Georae B .  Wi lkinson, "The S ixth Amendment : Toxic 
Substance Control in the EEC , "  Lay and Polley in 
Internat ional Business , 12/46 ( 1980) 462 . 

8 .  "67/548/EEC : Counci l  Directive on the Approximat ion 
o f  the Lava , Regulations , and Administrative Provisions 
Relating to the Classificat ion, Packaaina , and Labelling 
o f  Dangerous Substances , "  Offi cial Journal o f  the 
lurooeao Communities ,  196 ( 16 August 1967 ) 234 . 

9 .  The following description o f  the Fourth and S ixth 
Amendments ia baaed on an interview with Patricia Brunco 
in Brussels on June 24 , 1985 . The more important of the 
two , the S ixth Amendment , may be found in : 
"79/831/IIC : Council Directive of 18 September 1979 
Amending for the S ixth Time Directive 67/548/EEC on the 
Approximat ion of the Lava , Regulations , and 
Administrative Provisions Relating to the 
Classi ficat ion,  Packaging , and Labell ing of Dangerous 
Substances , "  Official Journal o f  tbe European 
Communities , L 259 ( 15 October 1979 ) 10 . 
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10 . For a description o f  OECD activities in this field , 
see JoaChim Ernst von MarsChall , "OECD Efforts to 
Baraonlze Rev Chemicals Teatlna : VarlatlODB on a 
Theae , "  lpylroumcntal Lay Reporter 12 (October 198 2 )  
15038-15048 . 

11 . "76/769/EEC : Directive du COD&ell relative l la 
limitation de la alae sur la aarChe et de l ' aaplol de 
certains substances et preparatlODB danaereuaea , "  
Official Jourgal o f  the luropetn CQIIYDitiet L 262 (22 
Septeaber 1976 )  201 . 

12 . ten Years o f  Commgnity lpyirqpmcpt Polley 
(Brussels : Commission of the European Communities , 
1984) 11 . 

13 . "82/501/EEC : Council Directive of  24 June 1982 on 
the Major-Accident Hazards of Certain Industrial 
Activities , " Official Jourgal of tbe luropeiQ 
Communities L 230 ( 5  Auauat 1982 ) 1-7 . 

14 . "80/779/EEC : Council Directive of  15 July 1980 on 
Air Quality Limit Values and Guide Values for Sulfur 
Dioxide and Suspended Particulates , "  Official Jourgal of 
tbe European Commqoitiea , 229 ( 30 Auauat 1980) 30 . 

15 . "76/464/EEC : Council Directive of  4 May 1976 on 
Pollution Caused by Certain Danaeroua Substances 
Discharged into the Aquat ic Environment of the 
Community , "  Official Jourgal o f  tbe luropeiQ 
Communities , 129 ( 18 May 1976 )  23 . 

16 . "80/1107/BEC : Counci l  Direct ive of 27 Bovember 
1980 on the Protection of Workers from the Iiska Belated 
to lzpoaure to Chemical , Physi cal and Biological A&enta 
at Work , " Official Jourgal of tbe luropeiQ Commgnitiea , 
327 ( 3  Deceaber 1980) 8 .  

17 . "82/605/EEC : Counci l  Directive of 28 July 1982 on 
the Protection of Workers from the Iiska Belated to 
lzpoaure to Metallic Lead and ita Ionic Ca.pounda at 
Work ( fi rst individual directive within the meanina of 
Article 8 of  Directive 80/1107/EEC) , "  O fficial Jourgal 
of tbe European Communities , L 247 ( 1980) 12 . 
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18 . "78/610/BEC : Counc il Direct ive of 29 June 1978 on 
the Approximation of Laws , Reaulat iona and 
Administrat ive Provisions of the Member States on the 
Protection of  the Health of Workers Exposed to Vinyl 
Chloride Monomer , "  Official Journal o f  tbe European 
Communi t i es , L 197 (22  July 1978 ) 10 . 

19 . Le&ialatiye and A4miniatratiye Procedures for tbe 
Control of Cbemicala <Reyiaed and Exoandedl : European 
Cooperation on Enyiroomental Health Aspects of the 
Control of Cbeml cala - Interim Document 5 <Reyiaed 
edit ion> ( Copenbaaen : World Health Oraanization 
Regional Office for Europe , 1984) 246 . 

20 . "78/631/BEC : Council Directive of 26 June 1978 on 
the Approximation of Laws of  the Member States Relating 
to the Classi ficat ion, Packaging and Labell ing o f  
Danaeroua Preparat ions (Pest icides ) , " Official Journal 
of the European Communities , L 206 ( 29 July 1978)  13 . 

21 . Legislative and A4ministratiye Proce¢ures for the 
Control o f  Cbemicals <Reyised and Expanded) : European 
Cooperation on Enyiroomental Health Aspects of tbe 
Control o f  Cbemlca1s - Interim Document 5 < Reyis ed 
Edition> ( Copenhagen : World Health Organization 
Regional Office for Europe , 1984) 247 . 

22 . "79/117/EEC : Council Direct ive of  2 1  December 1978 
Prohibiting the Placing on the Market and the Use of 
Plant Protect ion Products Containing Certain Active 
Substances , "  Official Journal o f the European 
Communities , L 33 ( 8  February 1979 ) 36 . 

23 . "76/895/EEC : Council Directive of 23 Rovember 197 6  
Relating t o  the Fixing of Maximum Levels for Pesticide 
Residues in or on Fruita and Veaetables , " O fficial 
Journal of the European Communi t ies , L 340 ( 9  December 
1976 )  26 . 

24 . "76/116/EEC : Council Directive of  18 December 1975  
on the Approximation of  the Laws of the Member States 
Relating to Fertil izers , "  Offi cial Journal of the 
European Communi ties , 19 , L 24 (January 30 ,  1976 )  21 . 
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25 . "70/526/EEC : Directive du Conaeil concernant lea 
additifa dana ! ' alimentation des an�ux , " Official 
Journal of the European Communities L 270 ( 14 December 
1970)  1 .  

26 . Legislative and Administrative Procedures {Or the 
Control of Cbemicala (Revised and ExplOded> : European 
Cooperation on Environmental Healtb Aspects of tbe 
Control of Cbemicals - Interim Document 5 <Revised 
Edition> ( Copenhagen : World Health Organization 
Regional O ffice for Europe , 1984) 249 . 

27 . "Council Direct ive on the Approximation of  the 
Member States Concerning the Colouring Mattera 
Authorized for Use in Foodstuffs Intended for Human 
Consumption , "  Official Journal o f  tbe Buropean 
Communities , 2645 ( 11 Bovember 1962 ) 62 . 

28 . "64/54/EEC : Council Directive of  5 Bovember 1963 
on the Approximation of the Laws of  the Member States 
Concerning the Preservatives Authorized for Use in 
Foodstuffs Intended for Human Consumption ( 64/54/IIC ) , "  
Official Journal o f  tbe luropean Communi ties (Special 
Edit ion) 1963/1964 (November 1972)  99 . 

29 . "74/329/EEC : Counci l  Directive of 18 June 1974 on 
the Approximation of  the Laws of the Member States 
Relating to Emulsifiers , Stabilizers , Thickeners and 
Gelling Agents for Use in Foodstuffs , " Official Journal 
of tbe European Communi ties , 189 ( 12 July 1974 ) 1 .  

30 . "76/893/EEC : Counci l  Directive o f  2 3  November 1976 
on the Approximation of  the Laws of the Member States 
Relating to Materials and Articles Intended to Come into 
Contact with Foodstuffs , "  Official Journal o f  the 
European Communities L 340 ( 1  December 1976)  19 . 

31 . "76/768/EEC : Council Directive of 27 July 1968 on 
the Approximation of  the Laws of the Member States 
Relatina to Cosmetic Products , "  Official Journal o f  the 

EuroPean Communities , L 262 (27 September 1976 )  169 . 

32 . "73/404/EEC : Council  Directive of 22 November 1973 
on the Approximation of the Laws o f  the Member States 
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Relating to Deteraenta , " Official Journal of the 
BuropefD Communities ,  L 347 ( 17 December 1973) 51 . 

33 . "85/210/IIC : Council Directive of 20 MarCh 1985 on 
the Approxt.ation of the Lava of the Member States 
Concerning the Lead Content of Petrol , "  Official Journal 
of the European Communities L 96  ( 3  April 1985 ) 25 . 

34 . "78/319/IIC : Counci l  Directive of 20 March 1978 on 
roxie and Danaeroua waste , "  Official Journal o f  the 
BuropefD Communities ,  L 84 ( 31 March 1978 ) 49 . 

35 . Interview with Georae StrOD&Ylia , DG-XI , Brussels , 
June 24 , 1985 • 

36 . Interview with Thoaaa Garvey , DG-II I , Brussels , 
June 25 , 1985 . 

37 . Office of  Science and Technology Policy ,  "Proposal 
for a Coordinated Framework for Regulation o f  
Biotechnology : Notice for Public Comment , "  Federal 
Reaiater 49 : 252 (December 31 , 1984) 50856-50907 . 

38 . George B .  Wi lkinson , "The S ixth Amendment : Toxic 
Substance Control in the IIC , "  Law an4 Poliey in 
International Dusinesa , 12/46 ( 1980 ) 462 . 
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A FRAMEWOH FOR FOittiiEit IIVESTIGATIOR 

The preceding chapters describe poli t i cal and 
administrative tradi tions , patterns of administrative 
jurisdiction ,  and current developments with respect to 
regulating chemical hazards in Japan, West Germany , 
France , the United Kingdom, and the Commission of the 
European Communit i es . As discussed in the introductory 
chapter , the material presented includes nei ther a 
systematic characterization of the procedures and their  
contexts , nor suffi cient detail to enable conclusions to  
be drawn concerning the value of any particular approach 
for policy concerns in this count ry .  This is princi­
pally because information about program definit ion , 
implementation ,  and enforcement were beyond the scope of 
this report . Revertheless , it  is important to examine a 
few of  the principal attributes of  such comparisons 
before discuss ing potent ial further invest igat ions . 

What seems to be the obvious process for reaching a 
fai r  and equitable resolut ion of a conflict in one 
poli t i cal system may be awkward and disruptive in 
another . For example , in the United S tates , the courts 
are relied on to resolve many environmental conflicts . 
This approach gives the respect ive parties their  "day in 
court , "  but places them in formal conflict . In contrast 
the French system is pol itically rather than legally 
oriented .  I t  relies on government rulings and encour­
ages public officials at all levels , from minister to 
prefect ,  to base their authoritative decisions on 
positions carefully prepared through informal , private 
negot iations . What would be highly suspect in the 
Uni ted S tates because of susceptibi l i ty to "undue" 
influence is  vi ewed in France as the necessary integra­
tion of relevant interests in the formulat ion of mutu­
ally acceptable results . 

9 1  
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Differences in procedure extend to the use of 
scient i fic evidence and expertise in regulatory and 
other decisions . One study comparing the regulation of  
formaldehyde in the Uni ted S tates and West Germany 
concludes that scient i fic studies serve a di fferent role 
in the conduct of regulatory programs in the two coun­
tries because of fundamentally different understandings 
of what is required of a governmental decision . l In 
the Uni ted S tates , regulatory decisions are required by 
law to be justified in wri t ing , and to be supported by 
the factual situation .  One consequence is a great deal 
of research whose primary purpose is to support regula­
tory decisions . In West Germany , the essent ial attri­
bute of  regulatory decisions is not the interpretat ion 
of the factual situation but the balancing of interests 
to determine , first , who has the social respons ibility 
to respond , and second , in which manner . Although the 
factual evidence is clearly a part of such determina­
tions , the central aspect of the process is the balanc­
ing of interests . The presentat ion of evidence is 
presumed to reflect the interest of the presenter , 
making i t  essent ial to include all relevant interests 
throughout the process of  deliberat ion .  Less policy­
driven research is performed , with greater emphasis 
given to the development of consensus . 

Despite the pervas iveness of such di fferences among 
countries , an incontrovertible attribute of the modern 
world is that ideas and inventions cross pol i t i cal and 
geographical boundries ,  often with astonishing rapid­
ity .  But differences such a s  those described above mean 
that borrowing processes or regulations wi thout careful 
attention to the contextual sett ing is likely to produce 
misleading and surprising results . It may be possible 
to learn valuable insights from other systems , but only 
by careful study of contextual factors affect ing the 
developments in those countries . Various aspects of the 
regulatory systems in each of the countries examined in 
this report could , for example , be adapted to the 
American system .  But it would be necessary to carefully 
examine the exact procedures and the context within 
which they are used to understand the function of each 
step of  the respective processes . The counterparts of 
these functions in the American system could then be 
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ezaained to determine how they mi&ht be adapted in li&ht 
of the foreian experience . 

Aa stated in the introductory chapter , it  is not the 
aia o f  this report to develop suCh coaparative conclu­
sion. .  Doing so for even one o f  the areas o f  regulatory 
concern examined in this report would require more 
resources than were available . The intent is rather to 
demonstrate the potent ial value of  such comparisons . 
This report should be considered as a resource document 
for further , more explicitly comparat ive work . It  
reviews the regulation of Chemical hazards in several 
countries in suCh a way that research topics which could 
inform the decisions of any particular country can be 
ident i fi ed .  

The examination presented here sugaests several 
potent ially fruit ful and important lines of further 
investigation.  This chapter describes four areas of 
possible researCh :  ( 1 )  different approaches t o  problems 
or issues shared by all countries , ( 2 )  application. o f  
s imilar policy instruments i n  di fferent countries , ( 3 )  
the examination of unique approaches or meChanisms 
developed by some countries and their  applicab i l i ty in 
o ther countries , and ( 4 )  the further refinement of the 
Character of political and administrat ive tradit ions to 
understand the constraints on and potent ial alternatives 
in the implementat ion of regulatory programs . 

APPROACHES TO COMMQN ISSUBS AND PROBLEMS 

A major issue of common concern is the ident i fi­
cation of problem chemicals and the subsequent selection 
o f  Chemicals for testing . A study conducted under the 
auspices of  the Chemical Products Division of the 
Organizat ion for Economic Cooperat ion and Development 
( OECD) ident i fied 62 known priori ty ranking systems 
in various countries and international organizations . 2 

Despite this considerable effort , discussions with gov­
ernment officials suggest widespread concern in the 
countries included in this survey that systems currently 
used inadequately identi fy chemicals for regulatory 
attent ion .  Examination of the systems for establishing 
priori ties for further testing among commercial chem-
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icals is especially important because of  the crucial 
role played by this step in the implementation of  what­
ever regulatory program is used in any given country. 
Examination of  this step in  the overall process o f  
managing chemical hazards would l ikely reveal valuable 
insights into the functioning of the respect ive systems . 

I t  should be extremely useful to examine the 
priority-setting systems currently used in terms o f  the 
following : the issues or questions addressed ; the theo­
retical or conceptual basis of the method ; the limi ta­
tions of  the approach , in terms of  e i ther applicability 
or methodology ; and the prospects for further develop­
ment of the system or extension of i ta application .  

Th e  problem of hazardous wastes , and especially what 
to do about depos itions of such wastes in "disposal 
sites , "  is another problem confronting virtually all 
industrialized countries . Although this problem does 
not have the same degree of public recognition in all 
the countries included in this report , it is of consid­
erable concern everywhere . Furthermore , the risks asso­
ciated with hazardous waste  s ites have been identified 
through discovery of their  negative consequences (Love 
Canal is a prominent example) rather than through anti c­
ipatory analysis ( as in the regulation of most commer­
cial chemicals ) . Thus , the examinat ion of how hazardous 
wastes have been addressed in different countries should 
reveal important aspects of the way scient i fic  knowledge 
and expertise is brought to bear on pressing issues of  
public policy .  

Another issue that may b e  usefully addressed by 
comparative analysis is the problem of complex mix­
tures . The test ing methods used to evaluate the toxi­
c i ty of s ingle compounds may not be appropriate for 
complex mixtures such as cigarette smoke or gasoline 
fumes . Some work is currently being undertaken, 3 but 
a review of relevant work in several countries would 
clarity and catalogue currently available alternatives . 
Issues that might be addressed include the classi fi­
cat ion of  such mixtures , the identification o f  relevant 
routes of exposure ,  sampling teChniques , appropriate 
tes t ing protocols ( including selection of  dosage , 
durat ion of  observation) , and appropriate interpret ive 
models . 
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A third issue common to the countries discussed here 
is  exposure assessment . There is often much better 
informat ion avai lable concerning the potential health 
and environmental effects of  a chemical than about the 
extent to which that it  actually impinges on the target 
hUIIan, plant , and animal populations . One promising 
approach to increas ing the sensit ivity and preventive 
health value of studies in environmental health appears 
to be the ident i fication and development of biologic 
markers at the biochemical or cellular level . Recent 
advances developed in basic  research laboratories offer 
potent ial application to these questions . Some prelim­
inary work has been performed , and a certain amount of  
international exchange is under way . 4 

A useful way of addressing these issues , and other 
issues common to these and o ther countries as well , is  
to  conduct workshops involving invest igators from rele­
vant countries . The principal questions are conceptual 
and procedural , deal ing primarily with problema that 
have not yet been addressed in laws and regulations . 
Althouah there are certain di fficult i es deriving from 
cross-national di fferences , for example in the expected 
roles of  scientists in public policy decisions , these 
generally are not of critical importance to the concep­
tual and procedural questions on which such meetings 
would focus . 

DIFFERENT APPLI CATIOIS OF S IMILAR 

POLICY INSTRVMENIS 

Numerous concepts for the control of chemical haz­
ards have been applied in many countries . One is the 
idea , often advocated by economists , that market incen­
t ives be used to make the legality of  an act ion contin­
gent on the receipt of specified returns . The reasoning 
is that efficiency will be promoted i f  a price can be 
placed on act ivi ties that would otherwise remain either 
costless or forbidden . This approach has been used 
under the Clean Air Act in the Uni ted States , which pro­
vides for a pollution offset  trading and banking system ,  
in which industrial facilities may b e  located in areas 
violating national ambient air qual i ty standards only i f  
existing polluters are either cleaned up or bought out 
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9 6  

and shut down . This offset policy is desianed to allow 
industrial development while permitting continued prog­
ress toward achievement of national standards for ambi­
ent air quality . 5 

A similar approach, in which total industrial sewage 
discharges were fixed at one point in time and subse­
quently could be bought and sold , may be found in the 
Effluent Control Law in West Germany . 6 This law must 
be seen in conjunction with the Federal Water Act , which 
empowers the federal government in Germany to establish 
uni form standards for certain maj or pollutants and the 
level of technology that must be used by municipal i t i es 
and industries in processing their effluents . 7 The 
Effluent Charge Law provides for the issuance of  dis­
charge permits by the Linder whi ch establish a discharge 
right , including specification of waste water quali ty 
and quanti t i es , and the data upon whi ch the discharge 
fee may be calculated . 

A comparat ive examination of  actual applications of 
market incentives such as offset policies or effluent 
charges might contribute to a better understanding of 
the relative advantages and disadvantages of  this 
approach under speci fic conditions . 

Another area in which different applications of  
simi lar instruments might be compared is the collection 
o f  data concerning adverse drug reactions . The ap­
proaches used in di fferent countries include voluntary 
report ing by prescribing doctors and monitoring of 
prescription practices by professional organi zat ions or 
other institutions with appropriate oversight respon­
s ibilities . & Even though these schemes are highly 
dependent on the specific nature of the overall health 
care system, they might reveal the conditlona under 
which particular policy instruments are likely to be 
effect ive . 

Investigation of the s imilarities and differences of  
particular policy instruments would require a case-study 
perspective . I t  would be necessary to examine exactly 
what was done , the context in which the approach was 
used , and the effect or outcome . S ince i t  is usually 
necessary to have a common framework in order to compare 
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auCh caae studies , a aeries o f  two or aore workshops 
would probably be appropriate . In suCh a aeries o f  
aeetinga , the treataent of several poli cy instruments in 
di fferent countries could be considered efficient ly .  

UIUOUI APPBOACBES AID M!CJL\BISM$ 

The speci fic  approaChes taken and mechaniama used in 
particular countries may offer interesting and important 
aodela for o ther countries . Althou&h the notion of 
learning from the experience of other countries is in­
tuitively appealing , suCh analyses must be conducted 
vith extreme care in order to avoid spurious conclu­
sions .  I t  i s  essential that such studies adequately 
account for the political and administrative contexts 
within whiCh such programs are conducted , and that they 
ezaaine the purposes served by speci fic procedures in 
terms of that context . 

Japanese administrative procedures which involve 
considerable informal interaction between government and 
industry, are the focus of  considerable outside inter­
est . Furthermore , in combination wi th the decentrali­
zation of pollut ion controls , administrative guidance 
const i tutes a flexible way of responding to pollution 
problems and might be a fruitful topic for investi­
gation .  A full examination would include sufficient 
instances to be representat ive of such relevant varia­
bles as geography and population concentrat ion .  I t  
would also b e  necessary t o  relate the cases to pollut ion 
effects , perhaps through the monitoring program con­
ducted by the Japan Environment Agency . 9 

Another unique mechanism that exhibits certain 
advantageous propert ies is  the MAK Commission of  the 
West German Research Society .  The West German Research 
Society is an organizat ion with the independent status 
simi lar to the u.s. Rational Academy of Sciences , and a 
l imited funding authori ty ,  similar to the Rational 
Science Foundat ion ; it sponsors research as well as 
providing advice to government . The MAK Commission ,  
whiCh is  made up of independent scient i fi c  experu , 
annually publishes a list of maximum permissible concen­
trations in the workplace for selected chemicals . These 
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values are invariably adopted without .odi fication by 
the Ministry of Labor for i ta regulations (guidelines 
and standards for workplace procedures and equipment are 
developed by another commission within the Ministry o f  
Labor) . lO Each year the MAX Commission announces the 
chemicals to be included the following year ( there is 
provision for extraordinary measures should faster 
action be warranted) . The MAX Commission determines ita 
exposure concentration values on the basis of  the latest 
scient i fic information and alters ita recommendations 
whenever new information provides sufficient justi­
fication .  The degree of acceptance and laCk o f  contro­
versy surrounding this mechanism for integrating the 
development of new knowledge into the regulatory process 
is  relevant for regulatory programs elsewhere . 

Another such mechanism that has generated interest 
in other countries is  the MITI testing scheme for evalu­
ating chemicals in Japan . The MITI scheme screens 
chemicals for commercial use in three di fferent testa 
and is used for both new products and chemicals already 
in commerce . Chemicals are first tested for biodegrad­
ability ;  i f  sufficiently degradable , they are cleared 
for commercial use . Those not sufficiently degradable 
are submitted to a teat of bioaccumulation ;  if they do 
not degrade and do accumulate in fish,  they are sub­
mi tted for mammalian toxic i ty teating . ll During i ta 
first 12 years of operation ,  more than 750 commercial 
chemicals were evaluated under this scheme , in addition 
to those submitted as new products . This is  far and 
away the moat extensive testing of "existing" chemical 
products in any country and has generated interest 
elsewhere . However , in accordance with Japanese laws , 
i t  applies only to environmental exposures . Care would 
be needed in interpret ing this experience in terms of 
programs of chemical regulation in other countries . 

Investigat ion of these and o ther speci fic approaches 
and mechanisms clearly calla for a case-study approach. 
It is  essential that each case examines not only the 
attributes that make i t  of particular interest , but also 
associated activit i es and procedures with sufficient 
detai l  to reveal their  contribution to the relevant 
components of public policy decision processes . The 
moat direct way of interpreting the meaning or appli-
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cability of unique approaches and mechanisms for other 
countries is in terms of the analogous components of 
public policy decisions in those countries . 

CONSEQUENCES OF PQLITICAL AND 
AQMIIISTBATIYB TBADITIOIS 

The final area for further invest igation discussed 
here is the further development and refinement of the 
character of political and administrative traditiona and 
their impact on the contemporary conceptualization and 
implementation of programs regulating chemical hazards . 
This area is somewhat di fferent from the others because 
it addresses the general approach to solving social 
problems in various countries rather than the specific 
mechanisms for solving part icular problems . Several 
d i fferent l ines of research are of immediate relevance , 
including comparative research on pol icies for control­
l ing chemical hazards , l2 comparative research on 
policy formation and governmental processes in general , l3 

and descriptions of the structure and organization of 
government across countries or within a s ingle country . l4 

This topic includes potent ially valuable contribu­
tions to each of the other lines of further investi­
gat ion discussed above . A working hypothesis of  this 
report has been that the political and adminis trat ive 
traditions of a country are important factors in the 
approach taken to the control of chemi cal hazards . The 
approaches to programs controlling chemical hazards in 
the various countries described in this report illus­
trate the importance of these traditions . 

An example might be the apparent duplicat ion of  
effort through replication of  part icular evaluat ive 
procedures in several countries . The American Confer­
ence of Government Industrial Hygi enists is a private 
group of  experts that has published recommended toler­
ence level values (TLVs ) for exposure to chemi cals for 
years . This function is also performed by the MAX 
Commission in West Germany and , as reported in Chapter 
5, the Control of Substances Hazardous to Health Act in 
the United Kingdom includes provisions for independently 
establishing such levels there . The approach in this 
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report , which emphasizes the political and adminia­
trative context within whi ch part icular regulatory 
mechanisms should be seen ,  would auggest that there may 
be reasons for separate and independent evaluations in 
each country .  But these evaluations are nevertheless 
baaed on scient i fic evidence and interpretations that 
are to some extent universal , and there might be ways of  
improving the coordination and exchange among these 
groups . However , determination of how this might be 
accomplished would require consideration of the exact 
procedures used by them and the nature of  the acienti­
fic ,  administrative , and regulatory tasks they perform. 

Other important topics in  this general area of  
investigat ion include the assignment of respons ibility 
among the relevant societal units or groups and the 
nature and patterns of interactions among those enti­
t i es , and how to determine the "success" of a program in 
terms appropriate to that system .  One way of addreasing 
these issues would be to conduct workahopa involving 
investigators researching relevant topics . The aim 
should be to clarify deep-seated assumptions that influ­
ence the conceptualization and implementation of regula­
tory programs . Such comparisons may be the most direct , 
i f  not the only , way of ident i fying these assumptions . 

CONCLUSIONS 

This report has examined approaches to the regula­
tion of chemi cal hazards and mechanisms for enhancing 
the credibility of science-based regulat ions in Japan, 
West Germany , France , the United Kingdom, and the 
Commission of the European Communities . On the basis of  
its findings i t  may be concluded that comparative re­
search attempting to draw lessons for domest ic policy 
from foreign experience is  not only feasible , but also 
that a great deal of  value can be learned concerning the 
regulat ion of chemical hazards and other issues of  
public concern which may inform conclusions about ap­
proaches in any given country .  Four areas of potent i­
ally frui tful and important further invest igat ion have 
been proposed : different approaches of problems or 
issues common to all countries , different applications 
of s imilar policy approaches , unique approaches or 
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meebaniame and their appli cability in di fferent coun­
tries , and further analysis of the character of pol iti­
cal and administrat ive traditions and their �pact on 
contemporary conceptualization and implementation of  
reaulatory proarame . 
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