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LEGAL ASPECTS OF TRADE IN MEDICINES
MICHAEL RONALD PARKE

This thesis considers from a comparative legal basis the
existing controls upon the supply of medicines throughout
the world. It assesses the desirability and effectiveness
of those controls and makes recommendations as to how
these could be improved.

Part I describes and analyses the legislative controls
over medicines as contained in the United Kingdom
Medicines Act 1968. 1In particular there is discussion of
licensing systems, the role of the prescribing doctor and
aspects of consumer safety.

Part II considers the effect upon the United Kingdom of
entry in to the European Economic Community in relation to
trade in medicines. Free movement of goods, competition
policy and harmonisation of the legislation of Member
States are the main themes discussed.

Part III deals with trade in medicines in relation to the
Third World. The external relations policy of the EEC is
discussed and its interaction with GATT. Also considered
are the roles played by the various agencies of the United
Nations in relation to the supply of medicines and the
activities of transnational pharmaceutical companies 1in
this field.

Part IV is concerned with some specific problems posed by
trade in medicines, including consumer safety, product
liability, price control and post-marketing surveillance.

Part V deals with the development of the supply of
medicines as a human right and the part played by
non-government organisations in securing that aim upon a
global basis.

Part VI contains conclusions and recomendations, in which
the role of the World Health Organisation is discussed in

relation to a new pharmaceutical code of conduct.
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LEGAL ASPECTS OF TRADE IN MEDICINES

INTRODUCTION

There has existed some form of regulation over the supply
of medicines for human use since the earliest times.
Indeed, evidence of such regulation exists for almost a
long a period as evidence exists of medicine taking
itself. 1In speaking of medicines in this context is meant
those substances used by man for the purpose of preventing
or treating 1illness, alleviating symptoms or improving
health. This definition clearly includes sophisticated
medicines maufactured for rare diseases as well as simple
herbal remedies and extends to products which may be used
on a world-wide basis, thereby emphasising the unique
nature of medicines.l Illicit trade in medicines 1is not
within the scope of this thesis.

In the United Kingdom three main periods of control may be
identified. First, the period from about 1316 to 1500,
when the Guilds imposed some jurisdiction over the quality
of products used in medicines. Secondly, the period from
1501 to 1858, during which the concept of the
pharmacopoeia was developed. Thirdly, from 1858 (which
marked the passing of the Medical Act of that year) until
the present day, during which the method of control has
been largely by legislation,

It is being increasingly recognised that these 1legal
controls have wide ranging implications, at both a
national and international basis, for many aspects of the
world's welfare, Some of these implications have been
considered and the discussion has been developed later in
Part I in relation to the United Kingdom, in Part II in
relation to the EEC and in Part III in relation to the
Third World.



First, there are some obvious ecnomic considerations. One
of the main reasons for introducing controls has been to
contain costs. In those countries where the medicines
bill under a National Health Service programme as part of
the welfare state is a clearly defined portion of national
expenditure, there 1is an obvious interest 1in <curbing
costs. It is also well recognised that the pharmaceutical
industry is research orientated, innovation being the life
blood of the industry. Such 1innovation needs to be
converted into commercial profits, which must be paid for,
either directly by the consumer or indirectly by the tax
payer. In the Third World2 it will be seen in Part III
that most of the medicines provided are made available by
multi-national enterprises. This has an important bearing
upon the policy of the World Health Organization and its
illustrative list of essential drugs. There may,
therefore, be a potential conflict between the
pharmaceutical industry, which 1is continually seeking to
introduce new products, and the policy of the Third World
countries, which requires rationalisation and
concentration of their resources on products suited to

meet their most common ailments.

A further legal aspect of control over medicines concerns
the nature of the restrictions imposed and some considera-
tion of the procedure for registration of a product and by
whom decisions are taken. The United Kingdom Medicines
Act 1968 provides a sophisticated system for decision
making to be shared between the Government licensing
authority on the one hand and independent committees drawn
from medical experts on the other. There are also some
international aspects to this, as membership of the EEC
has introduced the possibility of applying for a single
licence upon a Community basis. Further scope for the
future may be upon the lines of a new international body
for the worldwide licensing of medicines.



It is intended to show that any consideration of supply of
medicines must also take account of the restrictions
placed on doctors and others responsible for the
distribution and administration of medicines. These
restrictions must be enforced and changed in the light of
scientific advance, Patients need to have access to
medicines on prescription or otherwise and to obtain
reliable 1information about these products, There 1is a
role for a regulatory authority in both 1legislation and
enforcing these restrictions, again both at national and
international level,

It has been argued later, there are trends on an inter-
national level which are operating in different directions
upon national authorities. The EEC is clearly seeking to
harmonise the approaches of its Member States to various
aspects of regulation over medicines. This is in keeping
with its emphasis upon the free movement of goods
provisions of the Treaty of Rome. But the regulation of
medicines 1is surely of concern to the world at large
rather than to merely one section of it.
Inter-governmental co-operation of the establishment and
monitoring of controls over the safety and quality of
medicines should 1logically act as an 1incentive to
increased international trade. Other provisions, such as
the monitoring of adverse reactions and information about
medicines on the market, are also of universal interest,
But the problems of the Third World may require a
different approach. There the problem 1is not one of
harmonisation but of small markets for medicinal products
and industrial resources which are both scarce and under
developed. For them the transfer of technology to provide
self-sufficiency and industrial growth may be more
important than free trade. Attempts have been made in
Part VI to suggest how these conflicting approaches may
best be resolved.



With regard to trade in medicines, various trends may be
identified. Prior to the Second World War there was
little control over either the export or import of
medicines from or to the United Kingdom. Part ITI of the
Medicines Act 19683 contains various provisions about
the export of medicines from the United Kingdom. First,
Section 48 of that Act ©provides that the 1licensing
restrictions of that Act were not to take immediate effect
in relation to exports unless and until Ministers had made
an Order for the purposes of that section, Such Order was
not to be made unless it appeared to Ministers "to be
necessary or expedient to do so for the purpose of giving
effect to an agreement to which the United Kingdom or
Her Majesty's Government in the United Kingdom is a party
or will be a party on the day appointed by the Order".4

Secondly, Section 49 contained further provisions in
respect of the exportation of products consisting wholly
or partly of substances the purity or potency of which
cannot be adequately tested by chemical means. Neither of

these provisions has yet been implemented.

Recent Government policy in relation to the export of
medicines generally may be seen from a gquestion raised by
Lord Brockway in the House of Lords on 2lst February
1979.5 This question asked whether, in view of
exposures made by Social Audit, the Government would
conduct an enquiry into the promotion of drugs and food
sales in Third World countries. On behalf of the
Government Lord Wells-Pestell replied that it was for
Third World countries themselves to decide whether
particular products should be made available in their
jurisdiction. It was the Government's policy to control
the activities of multi-national enterprises by
participating in the work for codes of conduct for such
organisations through participation in the United Nations.



A third provision contained in the Medicines Act 1968
relating to the export of medicines is Section 50, which
is 1in operation. This enables exporters to obtain from
the licensing authority of the United Kingdon a
certificate giving certain information about the product
in question, As may be seen from the reply of
Lord Wells-Pestell mentioned above, present controls over
the exportation of medicines from the United Kingdom take
the form of negotiated codes of conduct rather than
legislative provisions. But, as regards trade between
Member States of the European Economic Community, certain
provisions of the Treaty of Rome are relevant. Some of
the Community case law relevant to trade in medicines 1is
considered in Part II.

It will be seen that the Medicines Act 1968 is concerned
with safety and that many of its provisions are orientated
towards consumer protection, In spite of this there 1is
nothing contained in that Act, or 1indeed elsewhere 1in
United Kingdom legislation, which is specifically related
to providing compensation for those patients who may be
injured by the use of a medicine. This is at present left
to the general law of negligence and product 1liability.
It will be considered whether this is satisfactory from
the consumer's point of view, particularly having regard
to the principle of freedom to prescribe which 1is
generally enjoyed by the medical profession. This freedom
has come under attack in recent years from both consumer
interests and from within the medical profession itself.
It is also of concern to Government as the paymaster for
the medicines bill. This interchange between the medical
profession, Government and the pharmaceutical industry has
also been explored.

Some particular safety issues have been dealt with in
Part IV and the subject of Product Liability has also been
discussed there as this 1is 1likely to provide a more



satisfactory basis upon which consumers suffering damage
as a result of taking medicines will be provided with
remedies in the Courts,

It will be seen that Western Europe is important for the
pharmaceutical 1industry, both in terms of 1its share of
world consumption of medicines, and its dominant position
with regard to their manufacture. Thus, in 1980 one-third
of the world consumption of medicines took place in
Western Europe, while 32.5% of the world's production was
manufactured there.6 In the United Kingdom alone,
exports of medicines to the developing countries were
estimated at about £250m; this being about one-ninth of

total United Kingdom production.7

Part V discusses the influence of some national and inter-
national agencies in the field of trade in medicines {(with
particular reference to human rights), while Part VI
contains general conclusions,

It is submitted as axiomatic that trade in medicines is
different from trade in other products because of the
potential hazards (often hidden) for human health which it
involves. As has been stated by the Council of Europe 1in
this context:-

"The sale of pharmaceutical products cannot be
considered as an ordinary trade since it

involves human health and well-being".®

It is for this reason in particular that the legal aspects
of trade 1in medicines 1is considered to be of some
international importance.
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(Rapporteur: M Lind), Document 5113, 2lst September
1983, p 3.



PART I
CHAPTER I

EARLY LEGISLATION AND GENERAL BACKGROUND TO THE
PRESCRIBING OF MEDICINE AND THE PHARMACEUTICAL INDUSTRY

1.1 TINTRODUCTION

The first legislation governing the control of medicine
was concerned with the quality of the product. These
controls were aimed at establishing both the identity of
the active substance and its freedom from any contamina-
tion, Rileyl has described how the ordinances of the
Guild of Pepperers of Soper Lane laid down the first
written code of quality control in 1316. During the
following <centuries there was a period of inter-
professional conflict. Henry VIII founded the College of
Physicians in 1518 and this was followed by an Act of
Parliament (32 HEN VIII c.40 for Physicians and their
Privileges). This statute gave power to the College of
Physicians to appoint four inspectors of T“apothecary
wares, drugs and stuffs". From the early 17th Century
those inspectors were joined in their statutory duties by
representatives from the Society of Apothecaries. It was
from the apothecaries that two separate professions
emerged - those who eventually established themselves as
general medical practitioners and those who, together with
the chemists and druggists, later founded the
Pharmaceutical Society. This combination thus formed the
profession of what is now known as pharmacists,

1.2 DEVELOPMENT OF THE PHARMACOPOEIA

Apart from legislation, another important method of
ensuring quality control of medicines was the development
of the pharmacopoeia, which is an authoritative 1list of
ingredients for medicinal products and standards for
quality. In 1498 the Florentine Guild issued the New



Compound Dispensatory. Penn2 regards this as the first
official pharmacopoeia in Europe in the sense that 1its
standards were related to a specific political unit.
Other European cities followed Florence, the Pharmacopoeia
Londinensis being published in 1618 for the whole of
England. Subsequent editions followed and this eventually
led to the passing of the Medical Act 1858, which
established the General Medical Council. This Council
had, as one of its statutory duties, the compilation of an
official pharmacopoeia for the United Kingdom. This was
achieved by the publication of the British Pharmacopoeia
in 1864, This method of control 1is now governed by
Section 65 of the Medicines Act 19683, which makes it an
offence to sell or supply a medicinal product which does
not comply with the standard specified in certain
monographs where it can be shown that this standard formed
the basis of transaction., These publications include the
European Pharmacopoeia.

With regard to the status of the British Pharmacopoeia,
this has originally no precise legal standing. But it
became to be the presumptive 1legal standard for any
medicines or preparations it contained.4 Wwith the
advance of scientific knowledge during the 19th Century,
each successive edition showed advances over the last.
The edition published in 1914 included for the first time
such important medicines as adrenalin, aspirin, the first
barbiturate (barbitone) and the first synthetic urinary

antiseptic (hexamine).

With the outbreak of the World Wars there was under-
standably delay in the publication of the British
Pharmacopoeia. An edition published in 1932, after the
passing of the Therapeutic Substances Act 1925, included
biological assays for such new discoveries as antitoxins,
sera and insulin.6 With the next edition in 1948,

assays were introduced for both tablets and injections and

9



important new changes were made for sterilisation
procedures, Two later editions, those published in 1963
and 1966, introduced further advances. These were ultra-
violet and 1infra-red methods for the examination of
steroids in the former and new monographs and methods of
expressing with greater accuracy any variation in

preparations for the latter.7

Closely related to the British Pharmacopoeia was the
introduction of the British Pharmaceutical Codex. This
has a much wider scope than the Pharmacopoeia and also
became the presumptive standard for preparations described
in it. An edition of the Codex published in 1934
introduced qualitative standards for dressings, while that
published in 1949 introduced standards for blood
products.8 Both Pharmacopoeia and Codex were and are
kept continuously under review and the committees advising

both the publications contain common members.

1.3 MODERN LEGISLATIVE CONTROLS OVER MEDICINES
IN THE UNITED KINGDOM

Control over the sale and supply of medicines 1in the
United Kingdom has, until comparatively recently, been on
a haphazard and irrational basis. Until the passing of
the Medicines Act 19689 those few controls which existed
were related to the sale and distribution of poisons. It
is significant that the words "drug", "medicine" and
"poison®" were not defined in the early legislation. Thus,
Section 22 of the Offences Against the Person Act 1861
referred to the unlawful applying or administrating of
"... chloroform, laudanum or other stupefying or
overpowering drugs, matter or thing ..." and to the
unlawful administering of "... any poison or other
destructive or noxious thing". At the time when the 1861
Act was passed, the only substance subject to any legal

restruction on sale was arsenic.10 Then the Pharmacy

10



Act 1852 provided for the registration of pharmaceutical
chemists and prohibited those who were not duly registered
from assuming that title,

It was, however, the Pharmacy Act 1868ll

which
introduced the first really effective control over
substances used as medicines,. This Act extended the
registration requirements of those who compounded the
prescriptions of medical practitioners and called
themselves "chemists and druggists". It also set out a
list of 15 substances, which were specified as poisons and
placed restrictions upon their sale., This list of poisons
was steadily increased over the years, many of the

substances being used as medicines.

A separate but inter-related body of legislation,
beginning with the Food and Drugs Act 1875, provided for
standards of drugs and legislated against adulteration,
although it avoided the wuse of that term. It did,
however, require the appointment of both analysts and
inspectors. It was made a criminal offence to sell a drug
to the "prejudice" of a purchaser on the grounds that it
was "not of the nature, substance and quality of the
article demanded, or that it was not compounded 1in
accordance with the demand of the purchaser". From the
point of view of effective <control over standards,
therefore, the 1875 Act had a very limited scope.

This unsatisfactory approach to the control of medicines
did not pass entirely without criticism. A select
committee of the House of Commons reported in 1914 upon
the unregulated sale of the patented drugs in the
following terms:

"For all practical purposes British law is
powerless to prevent any person from procuring
any drug, or making any nixture whether potent or

11



without any therapeutical activity whatsoever (so
long as it does not contain a scheduled poison),
advertising it 1in any decent terms as a cure for
any disease or ailment, recommending by bogus
testimonials and the invented opinions and
facsimile signatures of fictitious physicians,
and selling it under any name he chooses, on
payment of a small stamp duty, for any price he

can persuade a credulous public to pay".12

In their report the Committee recommended that a special
commission should be appointed to authorise the marketing
of patented drugs, and that drug manufacturers should be
registered and that checks should be made by a Government
chemist upon the composition of, and medicinal claims made
for, these products. But none of these recommendations
was acted upon, and the piecemeal approach of passing
legislation upon different aspects of control of medicines
continued.

By the Dangerous Drugs Act 1920, which implemented the
Hague convention of 1912, the manufacture, trading in and
possession of opium and certain narcotics without express
authority was prohibited. These drugs were, by virtue of
widespread international agreement, felt to be worthy of
control because of their addictive properties.

Also in 1920 a committee was set up by the Minister of
Health to advise wupon the <controls of therapeutic
substances which could not be tested adequately by
chemical means. The report of this committee included the
outlines of a draft Bill to implement their recommen-
dations.13 This led to the passing of the Therapeutic
Substances Act 1925, which included most of the
recommendations of the Committee. It provided for the
licensing by the Health Ministers of the premises, quality

control, and employment of approved trained staff in

12



relation to the therapeutic substances brought subject to
the Act's control. These included vaccines, sera, toxins,
antigens and posteria pituitary injections, Subsequent
regulations made under that Act brought blood products and
cortico-steroids under control. Similar controls were
imposed in relation to penicillin by the Penicillin Act
1947 and the Penicillin (Merchant Ships) Act 1951. Later,
the Therapeutic Substances Act 1956 <consolidated these
restrictions by merging the manufacturing, quality and
distribution controls for both therapeutic substances and

penicillin into one Act.

Some miscellaneous pieces of 1legislation may also be
briefly mentioned. Both the Venereal Diseases Act 1917
and the Cancer Act 1939 were concerned to prevent the
advertisement to the public and promotion of medicine for
the conditions mentioned respectively 1in the titles of
those Acts, and to prevent the sufferers of those
conditions from inadequate and unsuitable treatment and
fraudulent claims, Under the Radioactive Substances Act
1948 powers were contained to control the sale and supply
of radioactive substances intended to be taken internally
by, injected into or supplied to human beings, and to
control the use of certain irradiating apparatus for

therapeutic purposes.
1.4 THE PHARMACEUTICAL INDUSTRY IN THE UNITED KINGDOM

In considering the legislative controls over the sale and
supply of medicines it is also necessary to examine the
structure of the pharmaceutical industry in the
United Kingdom and its relationship with the National
Health Service and the ultimate consumer. This close knit
inter-relationship was described in the following way by
the Sainsbury Report:

13



"The National Health Service, which pays almost the
entire bill for prescription medicines, 1is not an
ordinary buyer, The medicines are developed,
manufactured and supplied by the pharmaceutical
industry; they are prescribed by the doctors; they are
consumed by patients; and, through the National Health
Service, the tax payer eventually pays for them. But
neither the doctor who prescribes or the patient who
consumes is immediately concerned with prices. It is
the indirectness of their relationship with the
industry which imposes on the Health Departments both
a difficulty in controlling costs and a special duty
to exXercise a surveillance over prices 1in order to
ensure, as far as possible, that they are fair both to

the industry and to the tax payer".14

A feature of the pharmaceutical industry 1is that it 1is
comprised of companies having diverse national back-
grounds. In the United Kingdom there are eighty-five
major manufacturers, of which thirty-six are American,
thity-three are European owned, leaving only sixteen
companies British owned.15 During the last thirty
years, five countries have dominated the industry in terms
of both sources of innovations and of volume of word
trade. These countries are the USA, Switzerland, the
United Kingdom, West Germany and France. A sixth
country - Japan, should be mentioned. Although exports of
pharmaceutical products from Japan are currently small,
the 1large amounts which that country 1is spending on
research and development suggest that it will not be long

before Japan becomes one of the major exporters.16

Among the companies in the pharmecutical industry which
are United Kingdom owned, there is a wide range if
different types of company. Some are small specialist
companies which deal in particular sectors of the market,
while some are huge conglomorates such as ICI, for whom

14



pharmaceuticals represent only one component of the
company classified as belonging to the chemical sector.
0Of those companies whose major 1interests are concerned
with pharamecutical investment, there are only nine
companies listed 1in the Financial Times All Share Index
under the classification "Health and Household". Two of
these may be said to dominate the sector - Glaxo
Holdings plc and Beecham Group plc. Two further companies
in the sector, Fisons plc and Amersham International plc,

7

may also be said to be research based.l One company in

this sector is unusual in that it is privately owned, the

shares being held (until 1986) by a charitable trust,18
while another19 is largely a wholesale operation with
pharmaceutical distribution listed as its  principal
activity.20

From this brief survey it may be seen that the
United Kingdom pharmaceutical industry forms an important
part of the world pharmaceutical industry. But many of
the companies, although based in the United Kingdom, are
foreign-owned and form part of multi-national
enterprises, The subsidiaries of international companies
are often based in the United Kingdom with perhaps a
dominant position in both the international as well as the
United Kingdom market. This international aspect of the
pharmaceutical industry has important effects upon pricing
policies of Government. There is a potential conflict

between a desire to control the prices of medicines,
particularly where the National Health Service 1is a
monopoly purchaser of medicines prescribed by doctors, and
the need to attract multi-national enterprises to set up
business in the United Kingdom so as to increase
employment and profits there. There are also implications
here for the free movement of goods provisions of the
Treaty of Rome, which has been discussed in Part II.

15



Although the pharmaceutical companies operating 1in the
United Kingdom have varied backgrounds and interests, they
have in common a heavy reliance upon exports. This was
originally founded upon the supply of the medicines to the
commonwealth but is now becoming increasingly orientated

towards other countries and, in particular, the USA.21

1.5 REGULATIONS THROUGH CONTROL OF PRICES

Although by Section 20(2) of the Medicines Act 1968 the
cost at which a medicine is to be sold must not be taken
into account in considering an application for a licence
under that Act, there are other provisions which are
concerned with price control. These take the form of the
Pharmaceutical Price Regulation Scheme (PPRS), a voluntary
agreement between the Department of Health and Social
Security and the Association of the British Pharmaceutical
Industry, designed to secure that -

"safe and effective medicines should be available
on reasonable terms to the National Health
Service, but also that a strong, efficient and
profitable pharmaceutical industry should exist

in the United Kingdom".22

The PPRS operates by controlling the costs and profits of
companies which sell ©prescription medicines to the
National Health Service but does not control the price of
individual medicines. An annual return on capital
employed on National Health Service business is allowed
under the scheme for the pharmaceutical industry as a
whole. Individual profit targets for companies are
expressed as a return on capital employed in producing
medicines for the National Health Service and vary
according to the contribution each company makes to the
United Kingdom economy in terms of investment, value added
manufacture, research and exports.

16



In a report23 the Public Accounts Committee of the House

of Commons investigated the PPRS and found that the scheme
had not, in the Committee's view, ensured the reasonable-
ness of drug prices generally. As a result of discussions
with the pharmaceutical industry, a reduction of £25m in
the drugs bill was agreed in August 1983.24 This
reduction was achieved through price reductions of 2 1/2%
on average and a freeze on prices until 31 March 1984,
Further details of changes in the PPRS were announced 1in
Parliament on 8 December 1983 as follows:

(1) A reduction in the industry target profit
rate of an average of 4% (from 25% to 21%) from
1 April 1984.

(2) A change in the method, and a reduction in
the size, of the area of discretion the
Department allows in certain circumstances when
companies exceed their target profit rates from a
flat 10 percentage points addition to a maximum
of one-third of the company's target profit,

(3) Stiffer penalties on companies which exceed
their sales promotion allowance permitted by the
Department.

These savings were estimated to amount to £65m in 1984-85

and over £100m per annum in later years.

One of the points brought out by the witnesses of the
Department of Health and Social Security before the Public
Accounts Committee was the substantial long-term
investment undertaken by the pharmaceutical industry in
its continuing search for new products. With the period
of patent promotion for medicines being twenty years, it
could take between eight and ten years to develop a new
drug, leaving only twelve or ten years within which its
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monopoly could be exploited. After that period, other
manufacturers could introduce similar products and capture
a share of the market. It was argued that if a product
failed at a late stage of its development, it was
difficult if not impossible to recover the investment of
research and development.

Evidence from the Association of the British
Pharmaceutical 1Industry was also submitted to the Public

Accounts Committee.26

This emphasised that, in the
pharmaceutical 1industry, the normal commercial risks were
greater than 1in most other industries. In addition to
these commercial risks, there was also what were described
as the medical and scientific risks attached to the
introduction of a new product, related to the difficulty
of forecasting the actual safety and efficacy of a product
in man based solely upon laboratory studies. All of these
risks resulted in the need for the industry to earn a
substantial premium profit over forms of investment €for
innovation to continue in a competitive international
environment. One example quoted in the evidence submitted
by the Association of British Pharmaceutical Industry was
the product proxyeromil. This had been developed by
Fisons as a potentially important product which had
eventually fallen down on safety grounds at a very late
stage during final clinical studies. As a result of this
failure the company concerned had suffered a 27% fall in
its share price overnight due to fears about future
profitability.

In its conclusions the Public Accounts Committee welcomed
the overall profit target for the 1industry and other
proposed changes to achieve the savings indicated. But it
believed that the savings expected to be achieved by these
measures confirmed the earlier findings of the Committee
to the effect that the PPRS had not ensured the
reasonableness of drug prices generally.
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1.6 GENERIC PRESCRIBING

When a doctor writes a prescription for a medicine he may
either 1indicate the brand name of the product he wishes
the patient to have or the approved name describing the
active ingredient, which may perhaps be produced by
several different manufacturers. In 1960 the Hinchcliffe
Committee on the cost of prescribing27 recommended that
official names should be used on prescriptions in
preference to proprietary names, Despite this
recommendation only 20% of prescriptions were written by

approved names in 1980.28

There are undoubted cost
savings to be achieved by the adoption of a policy of
widespread generic prescribing because generic medicines
are generally cheaper than branded equivalents, As
against this potential savings in cost, however, are some
important reservations which need to be considered.

29

In 1its report the Greenfield Committee recommended

that generic prescribing should be encouraged in general
practice by providing a box on form EPlO30 which the
doctor would 1initial if the branded version of the
medicine prescribed was required. If that box were not so
initialled, a generic version of the medicine (if it
existed and was available) could be dispensed by the

pharmacist.

By putting forwrd this recommendation the Greenfield
Committee recognised that the final decision about which
medicine a patient should receive must rest with the
doctor concerned but it was felt that this proposal could
be implemented without interfering with the traditional
principle of clinical freedom.31 Support for the view
that generic prescibing could achieve substantial savings
to the National Health Service was confirmed by a report
subsequently published by the Royal College of General
Practitioners.32 In this is was suggested that much of
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the financial saving could come from six products alone -
Mogadon, Valium, 1Indocid, Aldomet, Lesix and Inderal.
Calculations made in the report concluded that a doctor
with a patient 1list of average size could reduce his
prescribing costs by more than £1,000 a vyear by

prescribing these medicines by their generic names.33

The report published by the Royal College of General
Practitioners assumed that the policies of the advisory
committees such as the Committee on Safety of Medicines
made generic prescribing safe, This point was also
considered by the Greenfield Committee, which was
conscious of the fact that advertisements of manufacturers
often drew attention to the advantages in the quality and
efficacy of a branded product as opposed to its generic
equivalent. The Greenfield Committee concluded that the
implementation the Medicines Act 1968 had imposed high
enough standards to enable prescribers to ignore any
differences there might be between generic and branded

products.

A further objection to generic prescribing considered by
the Greenfield Committee concerned the presentation of the
product. It was felt that prescribing by an approved name
might result in difficulties arising out of differences in
size, shape and colour of the medicines supplied. While
recognising these difficulties, the Committee concluded
that the problems could be overcome by careful examination
undertaken by both prescribing doctor and dispensing
pharmacist.

The most potent objection to generic prescribing, however,
came from the pharmaceutical industry itself and was
related to patent protection. It has been seen that the
length of effective patent protection may be limited to

34

twn years or even less. If a new medicine has

resulted in a large financial outlay to the manufacturer,
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the effective patent life may expire before these research

costs have been recouped. After a patent expires for a
medicine, it 1s only the brand name which remains to
protect the profits of the manufacturer, If generic
prescribing were widely practised, an innovating

manufacturer might 1lose all of his profits after the
expiration of his patent rights. This might result 1in
manufacturers becoming reluctant to undertake research,
with the consequent loss of employment and exports for the
United Kingdonm. The Greenfield Committee, while
recognising this argument35 did not <consider it in

detail as it was not within its terms of reference.

It is difficult to quantify this problem in financial
terms. But it must be accepted that the arguments of the
industry have some force, It should be pointed out,
however, that a system of generic substitution, as
recommended by the Greenfield Report, is already in use at
National Health Service hospitals, where the medicine bill
is subject to cash limits, In these circumstances it 1is
difficult to accept that the pharmaceutical industry could
not adapt to a generic prescribing regulation, if such a
provision were to be introduced. In this connection it
may be noted that a Bill entitled "Generic Prescribing
(National Health Service)" was introduced into the House
of Commons on 22 July 1983 by Mr Laurie Pavitt. Under its
terms, a pharmacist would have been able to substitute a
generic product for a medicine prescribed by a doctor
under the National Health Service, unless that
prescription was marked "no substitute". But such a Bill
was not supported by the Government and lapsed.
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CHAPTER II
The Medicines Act 1968
2.1 INTRODUCTION

In 1960 the Ministry of Health, aware of the
unsatisfactory nature of the legislation upon medicines,
set up an informal committee to examine the position,
Then, in 1962, a more formal committeel was appointed
with the following terms of reference:

"To advise the Minister of Health and the
Secretary of State for Scotland on what measures

are needed:

(1) To secure adequate pharmacological and
safety testing and clinical trials of new
drugs before their release for general use;

(2) To secure early detection of adverse
affects arising after their release for

general use; and

(3) To keep doctors informed of the
experience of such drugs in clinical

practice”,

This Committee recommended a voluntary system of toxicity
testing and clinical trials for drugs released on to the
market.2 This was to be administered by a Committee on
the safety of Drugs, appointed by the Health Ministers.
It is interesting to see that in a strongly worded note of

3 two members of the Committee drew attention to

dissent
what they described as "the present chaos of
authorities". In their view there was no alternative but

for the Government to introduce comprehensive legislation
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dealing with drugs and medicines under the responsibility
of the Health Ministers, advised by a central body of
experts., There was little doubt that this report focused
the attention to the public upon the medicines problem. A
spokesman for the Opposition in a debate in the House of
Commons put it in this way:

The House and public suddenly woke up to the fact
that any drug manufacturer could market any
product, however inadequately tested, however
dangerous without having to satisfy any
independent body as to its efficacy or its
safety".4

Following the advice of the Committee, and pending the
introduction of legislation, the Committee of the Safety
of Drugs was appointed by the Health Ministers under the
Chairmanship of Sir Derrick Dunlop and began to work in
January 1984, Sir Derrick has described the work and
constitution of his Committee in the following way:

"It consisted of eleven fairly part-time,
originally unpaid scientists, physicians and
pharmacists whose careers depended in no way on
their membership of the Committee, on which they
served largely as an altruistic public chore.
They were assisted by a small staff of civil
servants who did most of the preparatory work but
the members of the Committee took full
responsibility for the ultimate decisions".5

It 1its annual report for 19666 the Committee of the
safety of Drugs emphasised that it was an expert group and
not a respresentative body. It operated through three
sub-committees dealing with toxicity, clinical trials and
adverse reactions respectively. Drug manufacturers
voluntarily submitted details of drugs to the Committee

27



before they were either used in clinical trials or placed
upon the market., A register of adverse reactions was also
established by the Committee so0 as to monitor the effects
of drugs once they were on the market. The 1966 report of
the Committee stated that in that year, as in the past, no
new drug had been used in a clinical trial or placed upon
the market without the <Committee's agreement.7 One
further point of some general importance was also
mentioned in the Committee's report for that vyear. This
was the fact that the Committee's terms of reference did
not require it to consider the efficacy of a drug, except
insofar as its safety was concerned. As a result of this,
the Committee was conscious that it has approved a number
of products for use which were relatively worthless,
although not unsafe. It therefore felt constrained to
point out that, in clearing a drug for use, it did not
thereby imply that the product would be efficacious for
its intended  use. When the Medicines Act 1968 was
eventually passed, the efficacy of a product (as well as
its safety and quality) were expressly set out as separate
and independent factors which were to be satisfied before

a drug could be placed on the market.8

In its report for 19679

two factors emerged which began
to cast doubt upon the desirability of having a voluntary
method of control without proper sanctions. First, two
varieties of a drug were placed upon the market without
the agreement of the Committee. The Health Ministers were
at once informed of this and, when doctors and others were
warned not to dispense these drugs, they were immediately
removed from the market by the manufacturer concerned.
Secondly, and of some more immediate impact from the
viewpoint of the consumer, was the position regarding
misleading trade names. The Committee drew attention to
the fact that mixtures of drugs were sometimes made
available under trade names which were similar to those of
only one ingredient of the product. While deploring this
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practice, the Committee pointed out that it had no power
to prevent it, Its action was limited to eliciting the
support of the Association of the British Pharmaceutical
Industry and the Proprietary Association of Great Britain
with a view to stopping the practice.

The Committee's report for 1968lo shows that one company
had marketed a number of products in the United Kingdom
without first obtaining the consent of the Committee,
Again, Health Ministers had been alerted to this, and had
advised against the use of the products. Also during that
year the Committee had received some reports of adverse
reactions after the use of a product for arthritis. When
the manufacturer of the product was told of this
information, the product had been voluntarily taken off
the market. Upon a more general point, the Committee
advised that containers for drugs should be labelled with
the name of medicine prescribed unless otherwise specified
by the doctor. The Committee stated its disappointment
that the procedure for implementing this proposal had not
been introduced. This once again emphasised the lack of
legislative powers to implement its advice.

2.2 THE WHITE PAPER

In September of 1967 a White Paper was published outlining
the Government's proposals for legislation relating to

medicine.ll

One of the reasons given for the proposals
to legislate was the fact that Directives governing
medicines were then being prepared by the members of the
European Economic Community.12 Having regard to the
possibility of the United Kingdom joining the Community,
the proposals for legislation were designed to be
compatible with the contents of those Directives, In
addition, the proposals for legislation drew heavily upon
the experience gained by the Committee of the Safety of

Drugs, and recommended the establishment of an expert
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advisory committee recognised by statute to succeed it.
Central to the proposals was a statutory system for
controlling the safety, quality and efficacy of medicines
by licensing, 1including toxicity testing of new drugs
before being authorised for wuse in <clinical trials,
Proposals were also put forward relating to official
standards for substances wused in the manufacture of
medicines, controls over retail sale and supply, and for
labelling and advertising,

Further impetus to the movement towards statutory control
over medicines was provided by the Sainsbury Report.l3
A Committee had been appointed by the Minister of Health
and the Secretary of State for Scotland in May of 1965

with the following terms of reference:

"To examine the relationship of the
pharmaceutical industry in Great Britain with the
National Health Service, having regard to the
structure of the industry, to the commercial
policies of the firms comprising it, to pricing
and sales promotion practices, to the effects of
patents and to the relevance and value of
research and to make recommendations".

In some far-reaching recommendations, not all of which
were implemented, Lord Sainsbury proposed the setting up
by statute of an independent body to be known as the
Medicines Commission to advise the Government upon all
questions relating to medicines.14 One of the specific
terms of reference proposed for this Commission was that
no prescription medicine should be licensed without its
approval. 1In relation to this it was recommended that the
role of the Commission should be merely advisory, with the
final decision as to whether or not a medicine should be
licensed being 1left to Ministers.15 As will be seen
later, this suggestion was incorporated into the Medicines
Act 1968, but in a slightly modified form.
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One 1important recommendation made by Sainsbury, relating
to the control of advertisements for medicines, should
also be mentioned. This was the introduction of a
"control document" to be agreed between the proposed
Commission and the manufacturer of the product, against
which all advertisements for it could be checked.16
Part of the system of control was that a copy of the
agreed document should be sent to all practising doctors
and pharmacists before the product could be advertised,
It was also intended that all advertisements for the
product in question should be consistent with the control
document and that it should be a requirement that the
firm's representative should place a copy of the control
document before any doctor or pharmacist with whom he
discussed his firm's product. These proposals were

largely included in the Medicines Act l968.17

But it was not until the thalidomide tragedy that the
Government was galvanised into introducing comprehensive
legislation. A Bill was introduced into the House of
commons on 2 February 1968 and received Royal Assent as
the Medicines Act in October of that year, although many
of 1its provisions did not <come into operation until
appointed days.

2.3 THE ACT

The purpose of this Act may be said to be to provide a
comprehensive framework for regulating the manufacture,
sale and supply, and advertising of medicines, It has
enabled a new foundation to be laid for regqulating all
aspects of legal control over medicines in the
United Kingdom in place of the piecemeal legislation which

had been introduced over the previous century.18

By Section 2 of the Act a body is established known as the
Medicines cCommission, which is appointed by Ministers to
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advise them on matters relating to the execution of the

Act and on any matter which relates to medicines.19

One of the snecific functions of the Commission is to make
recommendations to Ministers about the number of Advisory
Committees to be appointed and about their membership and
functions. Following the advice of +the Commission,
Ministers have established a Committee on the Safety of
Medicines, which has the following terms of reference:

"(1) giving advice with respect to the safety,
quality and efficacy of medicinal products, and

(2) promoting the collection and investigation
of information relating to adverse reactions, for
the purpose of enabling such advice to be

given".20

Thus statutory effect has now been given to the former
voluntary Committee of the Safety of Drugs.

Under the Act the main method of control is a system of
licensing, which operates at a number of levels. In

relation to human medicines21

this system provides for
product licences and «clinical trial certificates. In
general it is unlawful for any person, in the course of
the business carried on by him, to manufacture, sell,
supply or import any medicinal product without holding the
appropriate licence or certificate. There are, however,
various exemptions from these restrictions. This choice
of 1licensing as the main method of control has EEC

implications, which are discussed in Part II.

In dealing with an application for a product licence the

licensing authority22 must, 1in particular, take 1into
consideration the safety, quality and efficacy of the
product.23 Considerations of safety are taken as
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including the extent to which the product is capable of
causing danger to the health of the community if used
without proper safeguards and the possible harm to the
person who administers it.24 This 1is an important
safeguard for the consumer, whether he is in the
United Kingdom or elsewhere. But as will be seen, it does
not mean that a patient who 1is injured by taking a
medicine will necessarily have an effective cause of
action for damages. The 1licensing authority must not
refuse to grant a licence on any gdgrounds relating to the
safety, quality or efficacy of medicinal products without
25 This  will
normally be the Committee on Safety of Medicines. If the

consulting the appropriate committee.

appropriate committee have reason to think they may be
unable to advise the grant of a licence, the applicant
must be given the opportunity of appearing before the
committee or of making written representations to it.26
If, after this procedure, the Committee maintain their
refusal, or are only prepared to advise the grant of a
licence subject to conditions, the 1licensing authority
must serve notice upon the applicant stating the advice of
the committee and the reasons stated for giving that

27

advice. An applicant may then give notice that he

wishes to be heard by the Medicines Commission or that he
wishes to submit written representations ¢to them.28
After this, the Medicines Commission report their findings
and advice to the 1licensing authority, which must take
their report into account in determing the

application.29

When the 1licensing authority has taken a
final decision, neither the validity of the licence, not
of any decision of the 1licensing authority, may be
questioned in any legal proceedings.30 But a person to
whom any decision relates may question its validity upon
limited grounds within three months. Such a person may
apply to the High Court upon the grounds that the decision
is not within the powers of the Act or that the
requirements of the Act or of regulations made under it

have not been complied with.31
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From this description of the adjudication system provided
for the 1licensing of medicines it may be seen that the
legal position 1is that the power of taking executive
decisons rests with the Ministers forming the licensing
authority, acting on the expert advice made available to
them by the appropriate committee or the Medicines
Commission. In practice, however, the licensing authority
invariably follow the recommendations made to it. The
advice of the Committee on Safety of Medicines was not,
however, followed 1in connection with the recommendation
not to revoke the injectable contraceptive depot-provera
in 1982.32

This interaction Dbetween licensing authority taking
decisions but acting on the advice of an expert committee
presents difficulties for a potential litigant, which are
discussed in Section 3.8.

It has been <clearly settled by the Courts that an
applicant for a licence is in general entitled to a fair
hearing and must also be given the opportunity of knowing
the basis of any allegation made against him so that he
may deal with it. This was established in

A-G -V- Ryan,33 which c¢oncerned the qgquestion of whether

a Minister in the Bahamas had given a fair hearing to an
application for registraton of a citizen. 1In the course
of his opinion Lord Diplock stated:

"... the Ministry was a person having legal
authority to determine a question affecting the
rights of individuals. This being so it 1is a
necessary implication that he 1is required to
observe the principles of natural justice when
exercising that authority and if he fails to do
so, his purported decision is a nullity",
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It is suggested that these principles apply to
applications for licences made under the 1968 Act and, in
particular, to hearings before the Medicines Commission
and the statutory Committees established by that Act.
Similarly, where it 1is proposed that a 1licence already
granted under the Act should be revoked, suspended or
varied, it would seem then the licence holder should again
rely on the principles of natural justice so as to defend
his position. 1In relation to the revocation of a licence
it further appears that there is a heavier onus upon the
licensing authority in Jjustifying its decision that when
considering the initial refusal of a 1licence. This
position has been described by Professor S A de Smith in
the following terms:

"There ought to be a strong presumption that
prior notice and opportunity to be heard should
be given before a 1licence can be revoked, It
should be especially strong where revocation
causes deprivation of 1livelihood or serious
pecuniary 1loss, or is dependent on a finding of
misconduct. The presumption should be rebuttable
in similar circumstances to those in which
summary interference with vested property rights
may be permissible, That the considerations
applicable to the revocation of licences may be
different from those applicable to refusal of
licences has 1indeed been recognised by some
British statutes and judicial dicta and a number
of judicial decisions in other Commonwealth

jurisdictions".34

This right of legitimate expectation may also apply
to renewals of 1licences under the Act. Licences
expire after a period of five years unless previously

revoked but may be renewed for further periods of
five years, with or without modification.35
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Section 24(3)(c) of the 1968 Act provides that the
licensing authority may refuse to renew a licence if,
having regard to the provisions of the Act, they
consider it necessary or expedient to do so. It has
been held in Canada that a new condition ought not to
be attached to a renewed licence without the holder
of the licence having £first been offered that
opportunity of making representations against the
proposed new conditions.3® Similar considerations
would, it is submitted, apply to licences coming up
for renewal under the 1968 Act.

Further restrictions upon dealing in medicinal
products were introduced by the Act where those
products are to be used for the purpose of a clinical
trial certificate.37 Similar adjudication
provisions apply 1in relation to applications for
clinical trial certificates apply to the applications
for product 1licences under the Act. Efficacy,
however, is of course excluded from consideration in
relation to products the subject of an application
for a clinical trial certificate. Clinical trial

certificates expire at the end of two years38 but

are renewable.39

2.4 CONSULTATION BY GOVERNMENT

There 1is a wide range of policy issues affecting
medicines upon which there is consultation by various
Government Departments in the United Kingdom with the
pharmaceutical industry. Some of these issues arise
out of the licensing provisions of the Medicines Act
1968. Indeed before Ministers make any regulations
or an order under powers contained 1in that Act
(except an order made in case of urgency with
immediate effect) they must consult with
organisations as appear to them to be representative
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of interests likely to be substantually affected by
the instrument in question.40 In relation to human
medicines, such consultation is undertaken by the
Department of Health, while the Ministry of
Agriculture, Fisheries and Food consults in relation

to animal medicines.4l

Other 1issues may arise 1in
this context which involve other Departments. Some
of these are both national and Community laws on
patents, trade marks, product 1liability and animal
experiments, which affect the Department of Trade and
Industry, the Foreign and Commonwealth Office and the

Home Office respectively,.

Organisations with whom Government consult reflect
their respective interests, particularly the
differentiation of the pharmaceutical industry
between manufacturers of prescription and
non-prescription medicines. With regard to
prescription medicines, there were one hundred and
fifty-five companies listed in the Annual Report of
the Association of the British Pharmaceutical
Industry for 1981/82 which produces nearly 99% of
medicines supplied to the National Health
Service.42 In contrast to this is the Proprietary
Association of Great Britain. This organisation
represents both manufacturers of non-prescription
medicines and companies which provide services to
those manufacturers, such as advertising agencies
with prioprietary medicine accounts.43 These two
organisations have, in general, interests which are
complementary rather than competitive and they often
collaborate when consulted by Government bodies on

matters of common interest to their members.44

Three other organisations which represent interests
in the pharmaceutical industry may be  briefly

45

mentioned. First, the Association of

Manufacturers
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of Medicinal Products, which is concerned with
manufacturers of comparatively little used medicines
such as tonics, Secondly, the Proprietary Articles
Trade Association, which 1is an alliance of mainly
retail pharmacies to ensure there 1is a system of
resale price maintenance in existence for ‘their
products. Thirdly, the British Herbal Medicines
Association which was established in 1964 to promote
co-operation between those interested in the supply
of herbal remedies,

In addition to these are those that represent the
interests of relevant professional bodies. As
regards doctors, these include the British Medical
Association and the Rovyal College of General
Practitioners, The interests of pharmacists are
represented by the Pharmaceutical Society of
Great Britain.,

Outside the recognised consultative bodies mentioned
above may also be noted various organisations
concerned with consumer interests, Among these are
Health Action International and Oxfam. Their work in
relation to the Third World is discussed in Part V.

2.5 CRITICISM OF THE REQUIREMENTS IMPOSED BY
THE MEDICINES ACT 1968

46 has been

A recent study by Hartley and Maynard
critical about the effects of the detailed
requirements of the Medicines Act 1968 wupon the
pharmaceutical industry. In particular this study
suggested that the statutory restrictions imposed
were having an adverse effect upon the industry's
competitive position and economic performance. The
study in fact argued that a major reappraisal of the

regulatory arrangements for medicines in the
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United Kingdom should be undertaken. It was
suggested that as a direct result of the passing of
the Medicines Act 1968 an additional delay of about
one year occurred up to the clinical trial
certificate stage and that the licensing authority
took some seven and a half months to handle an
application for such a certificate, It was pointed
out that the former Committee of the Safety of
Drugs47 had seldom taken more than four months to

grant approval for a clinical trial.

Two changes to the regulatory requirements were
introduced as a result of this criticism. First, an
exemption scheme for clinical trials was introduced
in 198148 which enabled clinical trials to take
place at an earlier stage in suitable cases without
the necessity of a formal application for a clinical
trial certificate. The data requirements under the
exemption scheme are 1identical to those for an
application for a clinical trial certificate but, for
an exemption, only a summary of the raw data 1is

required.49

The second easement introduced was greater
flexibility in the data required for a clinical
trial.50 Thus, teratology studies are no longer

requested if women of child-bearing potential are
excluded from the trial. Further, tests for
long-term carcinogenicity are only required if there
are serious grounds upon which to suspect risks.

A detailed explanation of the clinical trial

51

exemption scheme outlined its objectives 1in the

following terms:
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"(It brings) benefits to patients from newly

marketed drugs hvaing been adequately tested in

the therapeutic environment of the United

Kingdom ... that it enables industry to speed up

the "brain to bottle time"; it encourages the

development of departments of clinical

pharmacology both from the stimulus of new work

and the financial support afforded by the

industry; it provides an 1incentive for the

research and development element of industry to

develop in the United Kingdom, and it eases the

task of the licensing authority and the Committee

of Safety of Medicines 1in assessing drugs at

marketing stage if trials to a high standard have

been conducted in the United Kingdom".
A subsequent study52 has attempted to provide what it
describes as an interim report upon the safety of
operating the scheme. This did not, however, attempt to
assess whether any of the major adverse events which
occurred during the clinical trials taking place under the
exemption provisions were attributable to drug culpability
or other causes, It was found that the total number of
applications for an exemption under the scheme was
two hundred and ten from 1 April 1981 until 31 March 1982,
of which two hundred and seven were dranted. Four
clinical trials were suspended on the grounds of safety
where exemption had been granted. Twenty-three of the
exemption applications originated in the USA, nine from
Switzerland, seven from West Germany and five from Japan.

In their conclusion the authors of the study53

found
that the number of new clinical entities submitted for
evaluation in a clinical trial has increased two-fold in
the first year of the operation of the scheme. This
figure was reached by comparing the number of applications

for an exemption with the average number of applications
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for a clinical trial exemption in the previous
three years., It was also concluded that the operation of
the exemption scheme had resulted in no increased risk to
those patients who had participated in the clinical trials
which were granted exemption under the scheme. This
conclusion suggests that a limited amount of deregulation
may not necessarily be detrimental to patient safety. 1In
addition the exemption scheme had considerable reduced
delays due to the 1licensing authority in enabling new
products to be approved for the purpose of evaluation in
clinical trials.

A later study54 has shown that the increase 1in the
number of new chemical entities submitted for evaluation
through the clinical trial exemption scheme in the
United Kingdom has been sustained throughout the first
three years of its operation, This study has also found
that there has been a high degree of consistency between
the licensing authority's 1initial decision in issuing an
exemption and the subsequent advice of the Committee on
Safety of Medicines in granting a product licence for the
product. The study estimated that some increase had been
shown in both the number of extra jobs created and the
research budgets of certain companies as a direct result
of the introduction of the exemption scheme.
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CHAPTER III

Consumer Safety

3.1 INTRODUCTION

One thing, which may be said to run like a golden thread
through the Medicines Act 1968, 1is the question of
safety. Having regard to the reason for the introduction
of that legislation 1in the first place - namely, the
thalidomide tragedy of the early 1960s, it is not perhaps
surprising that this is so. From the viewpoint of the
consumer it 1is reasonable for him to assume that any
medicine placed upon the market has undergone controls to
ensure that 1t 1s reasonably safe for the purpose for
which it is provided. But 1is must be accepted that there
can be no such concept as absolute safety in relation to
medicine. Potential benefits to patients must be weighed
against potential risks, particularly in the case of new
and powerful products. It is the role of the licensing
authority under the Medicines Act 1968 to weigh those
risks and benefits having regard to developments 1in
science and the advice (which may of course change 1in
time) of the expert committees which are made available to
them. It is now proposed to consider such aspects of
consumer safety in relation to medicines.

3.2 ADVERTISING

part VI of the Medicines Act 1968 contains wide powers
giverning sales promotion of medicinal products, and these
include both the issue of advertisements and the making of
representations. An “advertisement"™ includes every form
of advertising, whether in a publication, or by the
display of any notice or by means of any catalogue, price
list, letter (whether circular or addressed to a
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particular person) or other document, or by words
inscribed on any article, or by the exhibition of a
photograph of a cinematograph film, or by way of sound
recording, sound broadcasting or television, or in any
other way.l Both the sale or supply of a medicinal
product in a labelled container and the supply of a
leaflet are excluded from the definition of advertising,
This is because they are both governed by other provisions

of the Act.2

Before an advertisement is sent or delivered to a doctor
or dentist, or a representation 1is made to him about
medicinal products of any description, it is a requirement
that a data sheet should have been sent or delivered to
him within the last fifteen months.3 Such a data sheet
is prepared by the holder of the appropriate product
licence and must conform to the prescribed form and
contents and contain no other information.4 The 1968
Act contains a power for the 1licensing authority to be
provided with copies of any advertisement issued within
the previous year.5 Further controls on advertising to
doctors and dentists are contained 1in the Medicines
(Advertising to Medical and Dental Practitioners)

Regulations 1978.6

Enforcement of Part VI of the Act 1is achieved by two
methods. First, there are criminal penalties imposed,
although these powers are rarely exercised. Secondly,
there are various codes of practice which have been drawn
up and are observed by the appropriate bodies. One of the
most important of these is the code of practice for the
pharmaceutical industry prepared by the Association of the
British Pharnaceutical Industry after consultation with
the British Medical Association and the Department of
Health and Social Security.7 This code recognises that
it is important 1in the public interest to provide the
medical profession with accurate, fair and objective

48



information about medicinal products so that rational
prescribing decisions can be made. The code provides8
that any claims made must be based on an up-to-date
evaluation of all the evidence and must reflect this
evidence accurately and clearly. It is also provided9
that the word "new" should not be used to describe any
product or presentation which has been generally promoted,

for more than twelve months in the United Kingdom.

This code of practice also contains guidance for medical
representatives, who are required to be adequately trained
and possess sufficient medical and technical knowledge to
present information on the company's products in an

accurate and responsible manner.10

Upon the subject of
hospitality offered for the purpose of sales promotion,
this should be secondary to the main purpose of the

meeting and not out of proportion to the occasion.ll

Although it may seem from these comprehensive controls
imposed in relation to the advertising of medicines that
the restrictions are stringent, there are in fact a number
of indications that suggest that they do not unduly hinder
the promotional activities of the manufacturers. There
are in the United Kingdom a very large number of medicines
available on prescription. Those total about
six thousand five hundred products, which should be
compared with the one thousand nine hundred products
available 1in Norway and the two thousand five hundred
prescribable 1in Sweden.12
may seem high in considering that the Norwegian

Even this figure for Norway

authorities have 1licensed some seven hundred and thirty
active ingredients, which is about three times as many as
have been 1identified as essential drugs by the World
Health Authority for wuse 1in the Third WOrld.13 Some
indication of the promotional activities of medicine

manufacturers in the United Kingdom may be obtained from
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the fact that they spent about £150m on this in 1982.
This is the equivalent of £4,000 ro £5,000 on each general

medical practitioner in the United Kingdom.l4

Having regard to this large level of promotion it 1is not
surprising to learn that doctors are increasingly coming
to depend upon literature provided by medicine
manufacturers as the source of their information about
medicines. According to the Office of Health
Economics15 the medicine manufacturers were virtually
the sole source of information and education of doctors
about drugs in the 1950s. In 1967 the Sainsbury
Committee16 produced the following table showing that

industry was still the main source of such information:

Sources of Information which most Influence General

Practitioners' Prescribing Habits

Source %
Drug Firm Representatives 29
Recommendations from Consultants 27
Articles in Journals 12
Drug Firm Literature 10

Professional Contacts with other Doctors 8

Advertisement in Journals 1
Drug Firm Meetings 1
Other Source 10
pon't know 2

surveys carried out since the Sainsbury Committee Report
have shown that doctors still rely heavily on the
industry's literature and representatives to provide

information to them.17
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3.3 CLINICAL FREEDOM

In considering this heavy reliance by doctors upon the
information made available to them by the industry it is
important to  bear in mind that doctors in the
United Kingdom enjoy almost complete clinical freedom 1in
the choice of the medicine they prescribe for their
patients. Although some limited controls are now imposed
upon what doctors prescribe under the National Health
Service18 the wide freedom for doctors to prescribe
whatever they regard as necessary, and a wide range of
products from which to choose, give them almost complete
discretion as to the products they select for their
patients. Doctors are also free to ignore, if they so
choose, the cost to the National Health Service of the

treatment they prescribe.

There has been, however, mounting criticism of ¢this
clinical freedom and even suggestions made that it should
be removed. J R Hampton, Professor of Cardiology at
Nottingham University Hospital has concluded:

"Clinical freedom died accidentally, crushed
beneath the rising cost of new forms of
investigation and treatment, and the financial
limits 1inevitable in an economy that cannot
expand indefinitely. Clinical freedom should,
however, have been strangled 1long ago, for at
best it was a cloak of ignorance and at worst an
excuse for quackery. Clinical freedom was a myth
that prevented true advance. We must welcome its
demise, and seize the opportunities now laid down

before us'.19

A more direct attack upon this long held freedom has been
mounted by the Government. 1In the Queen's Speech for 1984
the Secretary of State for Social Services,
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Mr Norman Fowler, announced20 that in future only

generic medicines would be prescribable under the National
Health Service for <certain conditions, These were
identified as the less serious conditions such as coughs
and colds and tranquillisers and sedatives.

Under these proposals it would be possible for a patient
to have a particular branded product in one of two ways.
If it was not a prescription-only medicine, it could be
purchased from a chemist. Alternatively, 1if it was a
prescription-only medicine, it would be possible for the
doctor to write a private prescription for the patient.
It was estimated that the savings for the National Health
Service by introducing such a scheme would amount to about
£100m per annum, In explaining these proposals it was
stated21 that the drugs bill for the National Health
Service was almost £1,400m per year, compared to about
£250m ten years before. Further, more medicines than ever
were being prescribed, with general medical practitioners
issuing one hundred million more prescriptions each year
as compared to twenty-five years previously.

In its consultation with the medical profession and the
industry upon these rather radical changes the Government
met with fierce opposition, The Association of the
British Pharmaceutical Industry, in particular, issued a

series of advertisements22

which argued that the plan
was both unnecessary and uncaring. Their arguments are
that the effect of the scheme would be to reduce the
prescribing freedom of doctors under the National Health
Service, impair the treatment of some patients and harm
the British pharmaceutical industry. Some less
fundamental criticisms have been mounted by the Royal
College of Physicians. The position of this influential
body was made clear in a letter to The Times.23 The

President stated that his College was critical of the
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presentation and many of the details of the Government's
list, but supported the general principle of 1limited

prescribing, subject to several important safeguards:

1. That the gquality of the drugs on the 1list
must be assured;

2. That drugs should be available to meet the
full range of desired therapeutic activity;

3. That an appeal mechanism should exist
through which a non-listed product should be
considered for inclusion; and

4, That there should be a regular review of the
list.

With effect from 1 April 1985 general medical
practitioners may no longer prescribe at National Health
Service expense certain products listed in Schedule 3A to
the National Health Service (General Medical and
Pharmaceutical Services) Amendment Regulations 1985.25

such doctors may, however, issue a non-National Health
Service prescription to National Health Service patients
for products so listed to be issued in the course of
National Health Service treatment, if their patients so

wish.26

Thus some legal restraint has been imposed upon the
hitherto unchallenged right of clinical freedom enjoyed by
general medical practitioners under the National Health
Service although in a very limited form.

But the Government scheme hardly provides anything that
could seriously be regarded as a national essential drug
policy. The Greenfield Committee on effective prescribing
did consider the point but produced 1little evidence to
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support the introduction of a 1limited drug 1list. Its
report stated:

"There are in the region of six thousand

five hundred preparations available for

prescribing at NHS expense and the BNF lists some

four thousand five hundred of these, In

comparison, the average prescriber is said to use

a range of two hundred to three hundred drugs. A

number of schemes for the introduction of a

national limited list of drugs has been proposed

at various times by different people. We have

considered these, but it 1is our view that a

limitation on prescribing at NHS expense would be

interpreted by some doctors as an attempt to

curtail their <clinical freedom. Since we have

not seen convincing evidence suggesting that

financial benefits would outweigh the

administrative problems in drawing up and

maintaining the list, we have concluded that such

a move would not be Jjustified and we do not

recommend any measures to introduce nationwide a

limited 1list®.?’
This recommendation has been criticised by Medawar28 on
two main grounds. First, the Committee seems to have
ignored the experience from other countries such as Norway
and New Zealand, where 1limited drug 1lists have been
successfully introduced. Nor did it make any reference to
the initiatives of the World Health Organization in
drawing up a list of essential drugs for countries in the
Third World.29 Even more surprising was the omission of
the Committee to consider the successful and widespread
use of drug formularies in National Health Service
hospitals. Secondly, the Committee (composed of eleven
doctors out of a membership of twelve) failed to produce a
recommendation which reflected the interests of either the

54



tax payer, as the national paymaster for the drugs bill,
or the consumer. For these reasons the recommendation of
the Greenfield Committee on the introduction of a limited
drug list cannot be said to carry much authority. It is
significant that the Government has thought to ignore it
in implementing its limited list, even though this is on a

very small scale.
3.4 QUALITY OF PRESCRIBING

Some concern has also been expressed about the quality of
prescribing practised by the medical profession. Against
a background of almost total clinical freedom, and a large
measure of dependence by doctors upon the information
provided by the medicine manufacturers for their
knowledge, it 1s necessary to consider whether their
knowledge and education is satisfactory so as to ensure
that medicines are prescribed effectively. The evidence
suggests that doctors may not be so prescribing and that
they may lack the necessary expertise to do so. Medawar
has described the problem in the following way:

"The emphasis in the training of doctors is still
very much on diagnosis - on learning how the body
works and how its responds to disease, Medical
students do learn how to manage different
diseases, and how to use different drugs when
doing so. But they are still taught very little
about the principles about drug use and drug
effects and are not taught much about assessing
the efficacy and safety of drugs 1in <clinical

trials".30

This concern was also reflected in some passages of
the Greenfield Report. In recommending that medical
students should be given basic training 1in both
pharmacology and therapeutics the Committee said:

55



"We believe that the pre-clinical years should
provide an introduction to the general aspects of
drug action, absorption, execretion, and
metabolism ... the aim should be to view the link

between physiology, pharmacology and
therapeutics".31
Greenfield also made recommendations about the

postgraduate training of doctors and the importance of
prescribing in general practice. The report said:

"We consider that prescribing should have a prior
priority in vocational training.,. There are
strong reasons to put forward to support this
argument: the increasing incidence of iatrogenic
disease (disease caused by doctors or medicine),
particularly in elderly patients; the fregquency
of prescription given in a high proportion of GP
consultations resulting in high and sometimes
unnecessary cost to the NHS; the need for
trainees to understand that there are
alternatives to a prescription which should be
considered; and the attraction as a subject for

review by the individual doctor".32

These passages sudgdest that both the knowledge and
education of doctors are lacking, with the result that
prescribing is not really so effective as it should be.
Having regard to the economic and therapeutic consequences
which invariably flow from this, it logically leads to a
conclusion that some legal constraint upon the freedom to
prescribe would be a perfectly Jjustified approach for
Government to take.
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3.5 COMMERCIAL INFLUENCE ON PRESCRIBING

The Greenfield Committee also considered the question of
whether the industry exercised some commercial 1influence
on the prescribing pattern of doctors. In its report the
Committee said:

"With constant developments in drugs and
therapeutics, doctors can soon become out of
touch. It is clearly important that they should
be in a position to assess the data presented to

them by the drug companies".33

A related subject, and one of much public concern, is the
ethical position of some of the relationships between the
medical profession and the pharmaceutical industry.

This particular concern has recently been described in
this way by Rawlins:

"The charge against us that in many of our
dealings with the industry we have become
corrupt; that in return for needlessly and
sometimes recklessly prescribing their expensive
products we accept or even demand rewards on a
breath-taking scale. Most doctors believe that
they are quite untouched by the seductive ways of
the industries marketing men, that there are
uninfluenced by the promotional propaganda they
receive; that they can enjoy a company's
generosity in the form of gifts and hospitality
without prescribing its products. The degree to
which the profession, mainly concerned of
honourable and decent people, can practice such
self-deceit is quite extraordinary. No drug
company gives away its shareholders' money in an
act of disinterested generosity. The harsh truth
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is that not one of us 1is 1impervious to the
promotional activities and that the industry uses
its wvarious sales techniques because they are

effective".34

Quite clearly there is a real danger that doctors may lose
the public's confidence if it is seen that their
relationship with the suppliers of the medicines they
prescribe is not one of total independence. If it is
suggested that the choice of drug may depend, not upon an
objective and scientific basis, but upon mercenary
considerations, the whole foundation upon which the
concept of clinical freedom is erected may crumble away.
That this is real rather than a mere theoretical problem
may be seen from the fact the Royal College of Physicians
has published a report giving guidelines for the
profession to follow in their dealings with the
industry.35 Announcing the proposed publication of
these guidelines Sir Raymond Hoffenburg said:

"We are not afraid of offending some member of
the medical profession or the pharmaceutical
industry, and indeed we probably will because
there 1is no question that some of the behaviour

is completely unsatisfactory".36

In the report the <close working relationship between
doctors and the pharmaceutical industry was stressed. 1In
considering this relationship it was stated:

"The over-riding principle is that any benefit in
cash or kind, any gift, any hospitality or any
subsidy received from a pharmaceutical company
must leave the doctor's independence of judgment
manifestly impaired. When it comes to the margin

between what is acceptable, judgment may
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sometimes be difficult: a useful criterion of
acceptability may be 'would you be willing to

have these arrangements generally known?"‘.37

3.6 GOVERNMENT CONTROLS AND INFLUENCE

It would not give a balanced picture of the influence of
the pharmaceutical industry over the medical profession if
no reference were made to the policy of the Department of
Health in the context of the use of medicines. This has
been officially described in the following terms:

*To help doctors to be reliably informed about
drugs and therapeutics and the effect of that in

prescribing habits".38

This policy is carried out in a number of ways. First, it
pays for doctors to be sent publications which encourage
effective prescribing, including the British National
Formulary, Prescribers' Journal, Drug and Therapeutics
Bulletin and comparative charges prepared by the
Department setting out the various costs of prescribing
similar products. Secondly, it arranges meetings between
its own Regional Medical Officers and prescribers to
discuss prescribing matters. Such meetings might be
arranged if the prescriber's costs were unusually high or
the prescriptions were unusual in some way such as if the
combinations of drugs on one prescription for a particular
patient was considered dangerous.39 In England the
Prescription Pricing Authority collects all prescriptions
written by general medical practitioners and analyses a
sample so that the prescribing costs of practices may be
compared with the norm. This information enables the
Regional Medical Officers to discuss the prescribing
habits of doctors upon an informed basis, but the emphasis
is upon education and encouragement to prescribe more
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effectively than upon legal sanctions. Thirdly, the
Government has some little used legal controls contained
in the National Health Service (Service Committees and
Tribunal) Regulations 1974.40

Under Regqulation 20 of those Regulations, if a Medical
Service Committee decide that a substance prescribed by a
general medical practitioner is not a drug or medicine
forming part of the pharmaceutical services provided by
the National Health Service, it must recover the cost from
the doctor by deduction from his remuneration. This cost
is to be apportioned where any substance not a drug is an
ingredient in a preparation of which other ingredients are
drugs. Either the Committee or the Secretary of State, if
dissatisfied with the decision, may refer the question to
independent referees (not exceeding three), one of whom
must be a doctor appointed by the Secretary of State,

One decision given by such referees has been considered by
the High Court.41 In that case a proprietary
preparation containing about fifty per <cent drinking
chocolate, was prescribed by three general medical
practitioners for patients suffering from depression. In
the view of the referees the drinking chocolate moiety
could not be described as a drug, with the result that the
doctors were surcharged for the proportion of the
preparation. The doctors then appealed to the High Court
for the decision of the Secretary of State to be quashed
and the Divisional Court allowed their appeal. It was
held that the referees had concerned themselves not so
much with the question whether the drinking chocolate
moiety as a masking agent made the preparation a drug, but
whether the masking agent itself was a drug. It was not
the only flavouring agent which could have been used and
patients could add their own. In the opinion of the Lord
chief Justice the preparation should have been viewed as
one and indivisible, As a whole, it was a drug "even
though in other cases, the reasons which might seem good

60



to them, either the medical practitioner or the Committee
might seem ¢to have a substance considered which was

combined with other ingredients",.

A further form of control is contained in Regulation 16 of
the National Health Service (Service Committees and
Tribunal) Regulations 1974. Under this provision, where
the Secretary of State considers that the character or
quantity of drugs prescribed by a general medical
practitioner for his patients is excessive, he may refer
the matter to the Local Medical Committee for their
consideration. If the complaint 1is upheld there is
provision for withholding money from the doctor concerned,
subject to a right of appeal.

3.7 ADVERSE REACTIONS

part of the terms of references of the Committee on Safety

of Medicines is "promoting the collection and
investigation of information relating to adverse
42

reactions", But the adverse reaction reporting system
began in May 1964 when Sir Derrick Dunlop, Chairman of the
committee of Safety of Drugs, wrote to all doctors and
dentists in the United Kingdom asking for reports of "any
untoward condition in a patient which might be the result
of drug treatment". The Register of Adverse Reactions set
up by the Committee of Safety of Drugs was continued by

43 Doctors were

the Committee on Safety of Medicines,
originally asked to report on the yellow card, which has
given its name to this system of reporting. Each doctor
is given a supply of yellow cards which they are requested
to fill in whenever they come across a doubtful drug
reaction. Speirs has estimated that of one hundred and
twenty-two thousand doctors who were eligible to report an
adverse reaction during the period from 1972 until 1980,

only sixteen per cent in fact did so. From this it was

61



concluded that the yellow card system was considerably
under-used, and that this was itself a cause for concern.
It has been suggested that for a variety of reasons, such
as inertia, complacency and the fear of litigation, only
some ten per cent of adverse reactions are in fact

reported.44

One obvious difficulty arising out of the yellow card
system 1is where a patient 1is taking more than one
medicine. In these circumstances it may be difficult to
say which particular medicine has caused the adverse
reaction in the patient. It is to overcome this
difficulty that the concept of prescription event
monitoring has been introduced, which is often looking for
specifically suspected adverse effects, by the Drug
Surveillance Research Unit at Southampton University.
This unit is able to rely upon the availability of British

National Health Service prescriptions.45

In addition to reports received through the yellow card
system the 1licensing authority regards the 1information
contained in medical Jjournals as an important source of
evidence for adverse reactions. A medical member of the
Medicines Division of the Department of Health and Social
Security has evaluated this source and commented
favourably upon it.46 A third potential source of
information relating to adverse reactions is the
manufacturer of the medicine itself., They have a legal
obligation47 to record any adverse reaction of which
they are informed. Failure to comply with that provision
is a ground upon which a product licence granted under the

Medicines Act 1968 may be suspended, varied or revoked.48

serious doubts about the effectiveness of the yellow card
system of reporting have, however, been raised, Two
editorials in important medical journals published in 1982
questioned the utility of the system's failure to detect
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the adverse reactions associated with either practolol or

49

benoxabrofen. Venning has also concluded that the

system has made a negligible contribution to detecting

adverse reactions50

and Crombie has identified an
important reason for the failure of doctors to report
adverse reactions - namely, the number of adverse
reactions seen by an individual doctor.51 His study has
shown that a general medical practitioner is unlikely to
see more than one example of an adverse reaction. In
contrast to this, a hospital doctor has a gdgreater chance
of seeing more than one adverse reaction. This is because
hospital doctors specialise 1in particular branches of
medicine and are likely to see larger numbers of patients
taking the medicine causing the adverse reaction and are
able to detect the relationship between medicine and
reaction, It 1is because of this that Crombie has

52

suggested that the yellow card system would have more

effect if concentrated upon hospital doctors.

Because of «criticism surrounding the delay in taking
action on Opren the Committee on Safety of Medicines
established a working party on the subject of adverse
reactions under the chairmanship of
Professor D J Grahame Smith. In Part I of its report53
the working party recognised that it was unusual for more
than about one thousand patients to have received a new
drug prior to its being placed on the market. From this
it was noted that, if the prescription rate for the new
drug was low, it might be many years before a rare adverse
drug reaction was identified. The working party also
recognised that the yellow card system had been criticised
upon a number of grounds - 1including failure to detect
unsuspected reactions quickly enough, under-reporting by
doctors and failure to communicate information to the
medical profession. While recognising these problems, the
working party concluded that the yellow card system was,
in terms of numbers of reports per doctor or patient
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population, among the best centralised national systems
for reporting adverse reactions in the world. It was felt
that the yellow card system should be retained in its
present form but that some further publicity should be
given to the system so that doctors would report more
freely and that guidance should be circulated to the
pharmaceutical industry clarifying the extent of its legal

obligation to report adverse reactions.
3.8 CONSUMER SAFETY

Various provisions are contained in the Medicines Act 1968
relating to consumer safety and protection. Of these, one
of the most important is Section 62, This enables an
order to be made by statutory instrument prohibiting
either totally or subject to exceptions the sale, supply
or importation of medicinal products. Before making such
an order the appropriate Ministers must be satisfied that
it is necessary to do so in the interests of safety and
they must, unless they consider it essential to make the
order with immediate effect to avoid serious danger to
health, first consult with the appropriate committee or
the Medicines Commission. Where an order under Section 62
is made without prior consultation it may only have effect
for a period of three months, though this does not prevent
further orders being made for periods of three months
without prior consultation. These powers were exercised
in 1976/77 1in relation to a baby tonic known as
Bal Jivan Chanco, Here two temporary three-month orders
were made without consultation, followed by a permanent
order made after consultation with both representatives
and the Committee on Safety of Medicines.54

section 67(3) of the Medicines Act 1968 makes it a
criminal offence to sell, supply or import any medicinal
product in contravention of an order made under Section 62
of that Act.
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A further consumer protection provision is contained in
Section 65 of the Act. This makes it an offence to sell
or supply a medicinal product which does not comply with
the standard specified in certain monographs where it is
shown that this standard formed the basis of a
transaction, The publications to which these requirements
extend are the European Pharmacopoeia, the British

Pharmacopoeia, the British Pharmaceutical Codex and any

compendium published under Part VII of the Act.55 A
case decided before the passing of the Medicines Act 1968
illustrates how this provision would operate.56 A

purchaser went into a chemist shop and asked to be
supplied with "mercury ointment"™, This ointment was one
of the medicines contained in the British Pharmacopoeia.
An ointment was supplied to the purchaser which contained
a lesser proportion of mercury than that prescribed in the
monograph. It was held that the chemist had committed an
offence by having sold a drug not being of the quality
demanded of the purchaser,

These provisions, however, are enforced by means of
penalties in the criminal Courts. This may result in a
fine being imposed upon the manufacturer or supplier by
provide no right to compensation for a patient suffering
from the adverse effects of taking a medicine. At present
the general position in the United Kingdom is that a
manufacturer will only be liable in damages if he 1is
proved to have been negligent. In many cases, there may
be no fault which can reasonably be attributed to the
manufacturer, particularly where the adverse reaction

experienced Wwas unexpected, At present no person has
obtained judgment for personal injury against a drug
manufacturer in the English Courts,57 although some

actions are still pending. A number of factors contribute
towards this position. Firstly, there are the
difficulties of identifying the fact that the injury
caused has resulted from the medicine in question, which
must be determined by medical evidence. Secondly,
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there are strict financial 1limitations 1imposed upon
potential plaintiffs under the Legal Aid Scheme, Few
people are wealthy enough to be prepared to sue a large
international corporation in such a speculative cause of
action. There is no provision in the United Kingdom for a
contingency fee basis, which applies in some States of the
USA, whereby the lawyer only receives a fee if and when he
has recovered damges for his client, Thirdly, there may
pe a bewildering choice of potential defendants, which may
include the doctor who prescribed the medicine, the Health
Aauthority concerned, the 1licensing authority who granted
the licence for the medicine, and the Advisory Committee
upon whose advice the licensing authority relied, as well
as the manufacturer of the product. As MacKintosh has

observed:

"The juxtaposition of other defendants not only
complicates the litigation and, to the detriment
of the plaintiff, slows it down but also makes it
more difficult for early out of court

settlements."58

As regards the position of the licensing authority in the
United Kingdom as a potential defendant to an action for
negligence, the position seems to be that although there
may be as a general principle a possible cause of action,
there seems little likelihood of it being successful 1in
practice. The principle has been expressed by
Lord Denning in the following terms:

"This principle has received powerful support
from the House of Lords. 1If a statute imposes a
duty on a public authority - or entrusts it with
a power - to do this or that in the public
interest, but expresses it in general terms so
that it leaves it open to the public authority to
do it in one of several ways or by one of several
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means, then it 1is for the public authority to
determine the particular way or the particular
means by which the performance of the statute can

best be fulfilled. If it honestly so
determined - by a decision which is not entirely
unreasonable - its action is then ultra vires and
the courts will not unterfere with 1it: see

especially by Lord Diplock in Dorset Yacht
Company Limited -v- The Home Office ... but if
the public authority flies in the face of the
statute, by doing something which the statute

expressly prohibits, or by failing to do
something which the statute expressly enjoins,
or ... otherwise so conducts itself - by omission
or commission - as to frustrate or hinder the
policy and objects of the Act, then it is doing
what it ought not to do - it is going outside its
jurisdiction - it is acting ultra vires, Any
person who is particularly damnified thereby can
bring an action in the Courts for damages or an
injunction, whichever be the more

. n39
appropriate.

Wwhile this principle has never had occasion to be tested
in the Courts 1in relation to the liability of the
licensing authority under the Medicines Act 1968, it does
seem unlikely that such an action would be successful,
This is particularly so where the licensing authority has
acted 1in accordance with the advice given to it by a
committee established under the Act or the Medicines

Commission.

This is in contrast to the position in the United States,
which is generally accepted as the most favourable forum
for plaintiffs seeking damages for personal injuries.
There the influence of powerful consumer organisations has
ensured that pharmaceutical companies have been
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successfully sued in product liability actions. 1In recent
years, however, a number of action groups have been
established in the United Kingdom such as the Association
60 and the
Opren Action Group. There are a number of actions pending

for Parents of Vaccine Damage to Children

the British Courts claiming damages against the Eli Lilly
Company and its British subsidiaries in respect of damage
allegedly suffered as a result of taking the
anti-arthritis drug Opren.61

It cannot be argued with any conviction that the common
law remedy of negligence has provided a satisfactory
remedy to potential litigants in this area. Indeed the
position may be accurately expressed in terms that the
manufacturer of medicines is insulated from direct legal
action 1in relation to his activities. Such a position
cannot be viewed with equanimity where no redress may be
obtained for personal injuries suffered by the adverse
reactions of a medicine. As Cranston has remarked in the

context of thalidomide:

"The thalidomide tragedy illustrates the
deficiencies of negligence as a system of
compensating consumers injured by defective

products".62

An EEC Council Directive (85/374/EEC), introducing strict
liability for damage caused by defective products, came
into effect on 25 July 1985. It must be implemented
within three years from that date and its implications for
medicines has been discussed in Section 10.5.

3.9 CONCLUSION

It is generally accepted that the United Kingdom has one
of the most stringent controls in the world for

medicines.63 While absolute safety for the consumer can
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never be guaranteed, the Committee on Safety of Medicines
has an enviable international reputation for the quality
of its advice 1in this field, In this review of the
regulation of the Medicines Act 1968 Teff has concluded
that:

"As we have seen, one cannot quantify with
precision the benefits of regulation in the terms
of safer, better quality and more effective
drugs. But set aside industry profits estimated
to have exceeded calculations to minimise the
risk of disasters such as thalidomide 1in the
future and to help maintain standards in the
industry generally, especially given the reality
of imperfect prescribing. All things considered
the Medicines Act now embodies a prescription for

health - not a regulatory over—dose".64

It is difficult to argue against Teff's conclusion upon
this but there are a number of additional factors which
may be criticised as being less than satisfactory from the
point of view of the consumer. Control over the safety of
medicines has not been matched by a corresponding control
over prices. In spite of various changes in the voluntary
price regulations schemes, the reasonableness of drug
prices has still not been achieved, as found by the Public
Accounts Committee. An introduction of some form of
compulsory generic prescribing would undoubtedly do much
to reduce the national drug bill, without any additional
risk to consumer safety.

safety of medicines is, however, a much wider concept than
the regulation of which medicines should be granted a
licence. Unless doctors are sufficiently educated, and
kept up-to-date with current developments in medicines by
independent evaluations of new products, they will not be
in a position to choose the appropriate medicines for
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their ©patients. This will not be achieved by an
over-reliance upon information provided by the
pharmaceutical industry itself. The proposed introduction
of ethical guidelines is an indication that the influence
of commercial pressures upon prescribing is felt necessary
by the medical profession itself. Such a form of control,
being a form of self-regulation by the profession, may
also be more effective than Government controls, which are
likely to be regarded as interference with <c¢linical

freedom.

There are two further areas in which additional provisions
for safeguarding the interests of consumers are clearly
required. First, the system of reporting of adverse
reactions., Recent experience has shown that the yellow
card system of reporting is not adequate to detect all
cases of serious adverse reactions., What may be required
is a more <closely controlled system of post-marketing
surveillance for new products, particularly those which
may reasonably be regarded as potentially hazardous.
Secondly, it 1is <clear that the existing 1law 1in the
United Kingdom is inadequate in that it fails to provide
for compensation for patients suffering from the effects
of taking medicines, Those actions for negligence which
have been pursued up to the present time have proved
extremely costly and have not resulted in awards of
damages. That such a system of compensation is possible
may be seen from the corresponding position in the USA,
which 1s regarded as the most favourable forum for those
seeking damages against manufacturers in respect of
personal injuries.65 As Lord Denning has cogently

remarked:

"As a moth is drawn to the light, so a litigant
is drawn to the United States. If he can only
get his case into their Courts, he stands to win

a fortune".66
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It remains to be seen whether the implementation of

the EEC Directive on Product Liability will remedy

this deficiency.
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