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In May 2004 there was a shake-up in the private pharmaceutical industry in
South Africa. The National Department of Health (DOH) introduced a form of

price control which for the first time attempted to regulate prices at every level of

the pharmmaceutical distribution chain. The price controls was immediately
chailenged and was not properly implemented until partially upheld by the
Constitutional Court at the end of 2005. Throughout 2006 the DOH (through the
Pricing Committee) reconsidered parts of the price controls, dealing with an
appropriate dispensing fee for retailers, which were struck down by the
Constitutional Court. In late 2006, a new dispensing fee was published and then
immediately challenged. The DOH claims they had to do this to make sure that
medicines remain affordable, and pharmacists at the end of the day get a
reasonable income from each price band. The United South African Pharmacies
(USAP) and the Pharmacy Stakeholders’ Forum (PSF) claim that implementation
of the price controls would have pharmacies not being able to cover their
expenses. The objectives of the study are to ascertain whether the price controls
forced upon the healthcare industry by the DOH of South Africa is viable in small
retail pharmacies and what the impact will be on small retail pharmacies and their
communities. The actual annual income statements for 2006 of three typical
pharmacies were obtained. The next step was to determine the effect that the
price controls would have had on the total sales and key financial factors in the
income statement if the price controls was already in force in 2006. A revised
experimental income statement was then created for the pharmacies. The
experimental statements were then compared to the actual statements to
determine the effects of the price controls. The comparison showed that all the
pharmacies were following the same trend and had a decrease in net profit. Two
of the pharmmacies would have had a net loss for the year while the third will
continue to show a net profit although much lower. This net profit decreased
from 7% to 3% following a decrease in gross profit (GP) from 33% to 30%. The
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GP of the front sales shop remained unchanged, while the GP percentage for the
dispensary decreased by £% from 30% to 25%. The DuPont model showed that
the Return on Equity (ROE) decreased from 83% to 33%. Drug price
regulations could force many pharmacies into bankruptcy and ensure that the
distribution of drugs to rural and remote areas will be financially impracticable.
Once in place, the drug price regulations are likely to become ever more complex
and onerous to comply with. The price regulations may end up reducing price
competition among manufacturers, and in the long run, will harm the consumer
by fixing prices above what would otherwise have been achieved in an open
competitive market. The drug price regulations distort the normal market clearing
process and effectively increase demand for medicine without providing the

economic incentives that serve to match demand with supply.

Keywords: Department of Health, Drugs, Drug regulations, Pharmacies

Pharmacy Stakeholders’ Forum, Price controls, Schedule.
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1.1 INTRODUCTION

In May 2004 there was a shake-up in the private pharmaceutical industry in
South Africa. The National Department of Health (DOH) introduced a form of
price control which for the first time attempted to regulate prices at every level of
the pharmaceutical distribution chain. The price controls were immediately
challenged and were not properly implemented until partially upheld by the
Constitutional Court at the end of 2005. Throughout 2006 the DOH (through the
Pricing Committee) reconsidered sections of the price controls regulations
dealing with an appropriate dispensing fee for retailers, which were struck down
by the Constitutional Court. In late 2006, a new dispensing fee was published

and then immediately challenged (Williams, 2007).

1.2 BACKGROUND

Pharmaceutical manufacturers and retailers of medicine have seen a price freeze
for several years but this occurrence is rapidly changing. Face to Face’s Lindsay
Williams spoke to the Health Department’s director of pharmaceutical pricing Dr

Anban Pillay about the matter (Business Day, 2006).

“There has been a knee-jerk reaction — I’'m sure over the next couple of
days peopie will see what sort of effect it is going to have on the earnings
of these companies. I’'ve been looking through the change in the legislation

and it seems complicated. Can you explain?”

“Unfortunately we had to make it complicated, the simple reason is that for the
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Jow-cost medicines any dispensing fee with a flat rand value plus a percent would
make those very expensive. Most South Africans, unable to afford medical
schemes buy these medicines out of their pockets. What we have done is to try
to balance all of this by saying that at the lower end medicines will be priced that
there’s a high percent value and a low rand value. [n the RO - R75 band we have
R4 plus 33% — that means for a R10 item you are basically paying R3,30 plus
R4 which is R7,30. On the upper end, items of more than R1000, you're going to
be paying R50 plus 1,5%. That we think is the balance. There are tiers in
between, for example, R75 - R250 will be R25 plus 6%. From R250 - R1000 it is
going to R33 plus 3%. We have had to do this to make sure that medicines
remain affordable, and pharmacists at the end of the day get a reasonable

income from each price band” (Business Day, 2008).

USAP (United South African Pharmacies) claims that implementation of the
price control would lead to pharmacies not being able to cover their expenses.
David Boyce, the director of management healthcare systems, said that of 2 467
pharmacies polled, 63% of them would fail, 22% were likely to survive, while 15%
were at a significant risk of failing. "A casualty rate whereby operating expenses

exceeded operational income would occur’ (SABC News, 2006).

The Pharmacy Stakeholders’ Forum (PSF) said, using that formula, up to 76% of
phamacies were at a significant risk of failure if they relied on the dispensing fee
for their survival. Sham Moodley, coordinator of the PSF, said the impact would
hit pharmacies in rural areas the hardest. "You might have cheap medicine but is
that healthcare? This basically focuses on access to medication - if you destroy
that, the cost is going to escalate not for the guys in the cities but smaller
communities which would have to drive to bigger ‘centres to get medicine"
(Finance24 |, 20086).

While corporate pharmacies in affluent areas are most likely to survive, their
survival is by no means guaranteed. Smaller independent pharmacies are at
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higher risk, with pharmacies in rural and other underserved areas, where they
are needed most, at greatest risk (Finance24, 20086).

The public has repeatedly seen this battle unfold in the media with the DOH
claiming that pharmacies will survive and the PSF claiming exactly the opposite.
The PSF had analyzed financial data of 75% of the pharmacies in SA and made
a conclusion that the future of pharmacies is in jeopardy. The DOH keeps
informing the public that their analysis (DOH) shows suitable profit margins for
pharmacies. This study attempts to bring some clarity on the subject and
hopefully give the confused public some insight into the prices of drugs and the
impact that price control might have on their community. The public can’t be kept
in the dark and stay uninformed, for the closure of pharmacies in rural areas will
most definitely increase costs of drugs if consumers have to drive hundreds of

kilometres to gain access to essential drugs.

1.3 PROBLEM STATEMENT

The pharmacist profession provides a service to the South African communities
and it is essential in the control of scheduled substances. It is also a profession
that is responsible for the safe usage and storage of drugs by consumers. The
fact that there is even speculation that the price controls can harm the pharmacy
profession is a troubling factor for the health sector in South Africa.

The DOH claims that the proposed price controls is necessary to keep the
prices of medicine affordable for all South Africans (Business day, 2006).
They also claim that pharmacists will still earn a reasonable income with
the implementation of the price control on drugs. The PSF contradicts this
statement hence this study will therefore undertake to evaluate the substantiality

of these statements.
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It is clear that a problem is mainly caused by two parties that have made
conclusions from their individual analysis. They are both struggling to prove their
conclusions because financial data of the analysis are kept hidden from the
public. This study is therefore a downright necessity to make sure the price
controls have been thoroughly studied and evaluated before it is forced upon all
pharmacies by the DOH.

1.3.1 Research questions to be addressed

This study will focus on gaining insight into the statements and speculations
made by the DOH and the PSF. The focus shifts to the following questions that
need to be addressed as soon as possible before the implementation of the price

controls takes place in order to clarify the present uncertainty:

+ |s the proposed price control on drugs viable in small retail pharmacies?

o What will the impact be on small retail pharmacies and their communities?

1.3.2 Study objectives

To answer the above research questions, this study proposes two objectives, i.e.:

1. to ascertain whether the price controls forced upon the healthcare

industry by the DOH of South Africa is viable in small retail
pharmacies; and to

2. determine what the impact will be on small retail pharmacies and their

communities.

Should this forced price controls be impracticable and hamper the

pharmaceutical industry, then retail pharmacists will have to find new strategies
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to ensure their survival. Should the price controls bear any fruit and a number of
phammacies do actually survive, the quest will be to determine how and for how
long they will be able to keep their doors open.

1.4 RESEARCH METHODOLOGY

The research will be done in two phases:

1. A literature study. The most recent literature, locally and globally, in
respect of the factors influencing the financial viability of retail
phamacies as well as the measurements and benchmarks thereof, will
be consulted. Information obtained from the literature study will be

used as basis for the empirical study.

2. Due to the sensitive nature of this regulation it was impossible to
collect any financial data from the PSF. The PSF represents
approximately 80% of independent pharmacies in South Africa and is
the largest representative body for pharmacists and pharmacies in the
country. It was planned to acquire at least 5 years’ financial
statements of pharmacies that would statistically represent the
population of small pharmacies in South Africa, but the request was
denied. This setback required the researcher to approach volunteers
who trusted him with financial data. The financial data obtained will be
used to study the financial impact of the new regulation on the relevant

financial success factors of a pharmacy.

The conclusion will be based on the findings of the literature and empirical
study in respect of the two study objectives.
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1.5

1.6

CHAPTER DELINEATION

Chapter 1 — Introduction and background.

Chapter 2 — Literature study: A short introduction to the scheduling and
pricing of drugs followed by literature on the economics, history and
international experiences of price controls.

Chapter 3 — Empirical study: A financial analysis of a voluntary pharmacy
group. A control set of data was compared to the experimental projected
data if price control were to be implemented.

Chapter 4 — Conclusion: A conclusion is drawn based on the findings,
with  additional information about further study topics and

recommendations.

CONCLUSION

It is clear that the skirmish between the DOH and the PSF will just lead to further

debate between the parties and more confusion for the public. A decision can

only be made if all uncertainties about price controls have been clarified and

agreed upon. This next chapter will attempt to reduce some of the current

confusion by researching the literature and history of previous price control

attempts.
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21 INTRODUCTION

The pharmaceutical pricing battle has been long and acrimonious and much of
the debate has been clouded by political rhetoric and a lack of transparency.
Interestingly, the greatest controversy has surrounded the dispensing fee for
retailers (pharmacists). It is unclear why there has been so much focus on that
particular end of the distribution chain, rather than on the manufacturing end,
considering that the ex-manufacturer price of drugs is more relevant to the
affordability and availability of medicines (Williams, 2007).

This, however, is about to change with the introduction of international
benchmarking, which is likely to result in the price of medicines being based on
international prices rather than being set by the manufacturer. The Constitutional
Court has noted the central significance of the international benchmarking
methodology to the transparent pricing system remarking that, “the methodology
will ultimately determine the Single Exit Price (SEP) of every medicine or
scheduled substance in South Africa (Williams, 2007).

The ongoing pharmaceutical price regulation litigation makes for interesting
reading and the jurisprudence which has emerged as a result, has contributed to
many pertinent debates in administrative and constitutional law. This study will

not focus on these issues; instead, it will examine the foliowing:

¢« The scheduling of drugs for the reason that the price control regutations
differ for certain schedules. '
e Price control and the economics involved will also be explained

extensively.
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« Historical and international experiences of price control will also be stated
due to dire consequences which happened in the past that was supposed
to be a wamning out of which the same mistakes were made over and over
again.

e The negative consequences of price control obtained from the literature.

2.2 INTRODUCTION TO MEDICINE

One of the many roles that a pharmacist fulfils is being the safeguardian of
scheduled medicine. These drugs are potentially unsafe and may cause some
patients to become addictive (especially the higher the schedule becomes). The
pharmacies and pharmacists therefore need to control the access to these
medicines and the safe effective usage of it for unique patients. An example of a
dangerous drug that sometimes finds its way onto the black market is the
schedule 6 drug Rohypnol which is commonly known as the “Date Rape Pill". It
is essential for pharmacies to safeguard these dangerous drugs and to not leave

patients with an excess supply of these drugs.

The scheduling of medicine

The High Court of South Africa has defined a medicine as a substance used for a
therapeutic or medicinal purpose. A scheduled substance merely means a
substance declared to be such by the Minister of Health in the schedules to the
Medicines Act. The active ingredient(s) in the product usually dictate its status.
The degree of control is based on the safety profile of the substance and the
therapeutic indication for its use and may result in a substance being placed in
more than one schedule (Doms, 2007).
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Each schedule has its own conditions under which substances in a particular

schedule may be sold. They are categorised as (Doms, 2007):

SCHEDULE 0 - These are Over the Counter (OTC) medicines, available
for open sale, thaft are known to be substantially safe in use and for which
advice or counseling by a pharmacist is not usually required. These
products are indicated for minor ailments or symptoms that may be easily
recognised by the patient and which do not require medical diagnoses or
monitoring.

SCHEDULE 1 - These are pharmacy-only OTC medicines that are known
to be safe in use, but where advice or counseling by a pharmacist may be
required. These products are indicated for minor diseases or symptoms
which can be easily recognised by the patient and which do not require

medical diagnoses or monitoring.

SCHEDULE 2 - These are pharmacy-only OTC medicine that are known
to be safe in use but may only be supplied following intervention by a
pharmacist. Products in this category are indicated for minor diseases or
symptoms that can be recognised by the patient and verified by a

pharmacist.

SCHEDULE 3 -These are prescription-only medicine indicated for use in
diseases or conditions that require professional medical, dental or
veterinary diagnoses and management, but do not require close medical
monitoring after treatment has been initiated. These substances are often
indicated for chronic use and their long-term safety and efficacy are well
established. Pharmacists are allowed to dispense some of these drugs

(which include anti-inflammatory drugs) for a period of 5 days.
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« SCHEDULE 4 - These are prescription-only medicine indicated for use in
diseases or conditions that require professional medical, dental or
veterinary diagnoses, management and monitoring. The safety and

efficacy of these substances may require further evaluation.

» SCHEDULE 5 - These are prescription-only medicine that may have a low
to moderate potential for abuse or dependence and which necessitates
medical, dental or veterinary management and supervision as well as

control of supply.

o SCHEDULE 6 - These are prescription-only medicine with a moderate to
high potential for abuse or dependence and which necessitates close
medical management and supervision and strict control over supply
(Doms, 2007).

For example, probiotics are considered to be complementary medicine.
Probiotics are produots containing potentially beneficial bacteria used to treaf,
amongst others, gastro-intestinal disorders such as diarrhoea. Lactobacillus
acidophilus and bifidus when used therapeutically are listed in Schedule 1 to the

Medicines Act. They have been used extensively in dairy products.

Applying the Schedule 1 rules - Lactobacillus through its history of prolonged
usage in food has been shown to be safe. Diarrhoea is easily recognisable albeit
that in children professional guidance is advisable. They have a tendency to de-
hydrate quickly. In this case it is not the substance that requires a precautionary
measure but the condition needing treatment. Generally acute diarrhoea does
not necessitate a medical diagnosis or monitoring.

The scheduling status of a medicine is dependant on a number of factors and not

only the fact that the active ingredient appears in the schedules to the Medicines
Act. Its intended usage plays a part. Each medicine must be assessed on its own
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merits. It should also be noted that the schedule of a medicine has nothing to do
with the price of that medicine. There are other factors that influence the end

retail price of drugs to consumers.

2.3 PRICE CONTROL AND THE ECONOMICS INVOLVED

Price control can be described as an government dictated ceiling on the prices of
essential consumer goods, to keep cost of living within a manageable range
(Business dictionary, 2007). It is basically a legal limitation placed on market

prices by a government.
2.3.1 The prices of medicine

South Africa has had two distinct markets for medicine and other controiled
substances: the private sector and the state sector. Around seven million South
Africans are members of medical aid schemes and another 13.5 million have
access of some description to healthcare in the private sector. The state sector
is thought to provide healthcare services to a potential 33 million South Africans
through the various state heailth facilities (Davie & Urbach, 2006:3).

Many people use both private and public health services. These people include
especially those that purchase traditional and other natural medicines but use
public hospitals when they need surgery or specialised treatments. There is a
considerable overlap. There are also many people that hardly ever use
medication or other health services, so determining the respective healthcare
contributions of the public and private sectors is very difficult.

In recent media attention in South Africa on the issue of drug pricing, the DOH
has claimed that South Africa has amongst the highest prices in the world. This
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is their main motivation for justifying price control. Drug prices are high because

of the following primary reasons (Rietveld & Haaijer-Ruskamp, 2002:29):

Rigorous standards to protect the public from poor quality, unsafe and
inefficacious drugs require manufacturers to invest in expensive research
and development programs. Those drugs that pass the standards are
priced so that a company obtains a retum sufficient to cover its investment
in the drugs themselves, the costs of the drug research projects that
failed, the costs of promotion, investment in future research and

development, and still yield the shareholders an attractive dividend.

There are certain factors which tend to create monopolies. One such
factor is the quality standard already referred to, which imposes significant
entry barriers for new market participants. Alongside patent protection it
allows pharmaceutical companies to build up monopolistic positions within
important segments of the pharmaceutical market. Products that improve
health are relatively inelastic commodities, and strong demand enables
the monopoly holder to command a high price.

There are third party payers (medical schemes), rather than the patient,

that pay for drugs, making the consumer less price sensitive.

As with all products of which the consumer has no real understanding, he
or she tends to judge the quality and perhaps also the efficacy of a drug
on the basis of its price: a higher price is thought to indicate better quality
and, vice versa; a low price (as in the case of generics) is believed to

signify a lower standard.

In the market for more typical consumer products, the “fair” price of an item is the

result of an ongoing process of negotiation between the supplier and the user.

The outcome of such a process depends on the strength of the parties involved
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relative to each other. In the phammaceutical market, by contrast, there can be no
real negotiation between the patient and the supplier of drugs. The patient is
simply not in a position to enter into such negotiation, as he would have been
(either individually or by contributing to market resistance) when buying another
type of product (Rietveld & Haaijer-Ruskamp, 2002:30).

Free pricing of pharmaceuticals is usually associated with high price levels. The
retail price of a medicine is not determined by the real costs of its development,
production and distribution, but as with any other commercial products by what
the market will bear. From the perspective of safeguarding universal access to
health care, it is however necessary that prices are kept at reasonable levels
(Rietveld & Haajjer-Ruskamp, 2002:29).

Most European countries, even those that at one time maintained a system of
free pricing, have therefore implemented some form of price control (Rietveld &
Haaijer-Ruskamp, 2002:30). It should however be borne in mind that price
control measures are just one of the instruments available to govemments to
contain the costs of the country’s health care. Several alternative methods are
used to contain the prices of pharmaceuticals. All these methods have in
common that regulators attempt to calculate a price for pharmaceuticals which is

“correct” or “fair” to the various parties concemed.

The South African govemment’s primary motivation for imposing a new form of
price control is to “ensure reasonable access to affordable medicine”. Any
discussion of drug prices in South Africa should take into account the price
discrimination that has traditionally occurred, with drug manufacturers selling
drugs at relatively high prices to the private sector and at greatly discounted
prices to the state sector. The fact that manufacturers have been able to price-
discriminate has meant that overall, drug prices in South Africa are amongst the

lowest in the world (Louw, Davie & Nolutshungu, 2006).
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2.3.2 Price control of medicine: a historical perspective

For many, price control may seem like a tempting solution to hold down

healthcare costs. However, past attempts at price control teach us a very

different lesson - this is one government policy guaranteed to do more harm than

good. In fact, throughout history, price control have been a notorious failure,

bringing on economic stagnation and decline, rationing, hoarding, black

marketing and organised crime, assaults on civil liberties, and even inflation, not

to mention untold waste, graft, and human suffering.

.

In Egypt during the Third Century B.C. there was a real omnipresence of
the state in regulating grain production and distribution. All prices were
fixed at all levels. This control took on frightening proportions. There was
a whole army of inspectors. Egyptian farmers became so infuriated with
the price control inspectors that many of them simply left their farms. By
the end of the century the Egyptian economy collapsed as did her political

stability.

In Babylon some 4,000 years ago the Code of Hammurabi was a maze of
price control regulations. “If a man hire a field-labourer, he shall give him
eight gur of com per annum”; "If a man hire a herdsman, he shall give him
six gur of com per annum"; "If a man hire a sixty-ton boat, he shall give a
sixth part of a shekel of silver per diem for her hire." And on and on and
on. Such laws "smothered economic pregress in the empire for many
centuries," as the historical record describes. Once these laws were laid
down, "there was a remarkable change in the fortunes of the people."

Ancient Greece also imposed price control on grain and established "an

army of grain inspectors appointed for the purpose of setting the price of
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grain at a level the Athenian government thought to be just." Greek price
controls inevitably led to grain shortages, but ancient entrepreneurs saved
thousands from starvation by evading these unjust laws. Despite the
imposition of the death penaity for evading Greek price control laws, the
laws "were almost impossible to enforce." The shortages created by the
price control laws created black market profit opportunities, to the great
benefit of the public (Scheuttinger & Butler, 1979 in Jean-Philippe Levy).

In 284 A.D. the Roman emperor Diocletian created inflation by placing too
much money in circulation, and then "fixed the maximum prices at which
beef, grain, eggs, clothing and other articles cbuld be sold, and prescribed
the penalty of death for anyone who disposed of his wares at a higher
figure." The results, as Schuettinger and Butler explain, quoting an ancient
historian, were that "the people brought provisions no more to markets,
since they could not get a reasonable price for them and this increased
the dearth so much, that at last after many had died by it, the law itself

was sef aside.”

Centuries later, during the siege of Antwerp in 1584, the Spanish
blockaded the city and food prices rose sharply. The city’s government
imposed price controls, and with no one willing to risk being killed to
smuggle goods past Spanish guns, all goods suddenly vanished. Facing

starvation, the desperate citizenry was forced to surrender (Fiske, 1904).

During World War 1l, the Roosevelt administration created the Office of
Price Administration, employing some 64,000 people plus over 100,000

volunteer “price watchers,” to maintain across-the-board price controls
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while all manner of goods were rationed. While official inflation was
relatively low, an expansive black market flourished, noncompliance was
commonplace, and the govemment had to resort to filing some 260,000
lawsuits in a vain attempt to enforce its price controls. Furthermore, as
economists Richard Vedder and Lowell Gallaway show in their award-
winning book, Out of Work, real GNP dropped as a result of price controls
during the period 1943-1946, delaying full economic recovery from the
Great Depression until 1947, when price controls were finally lifted. Labour
productivity was retarded during this period with a double-digit 'peroentage
of the labour force engaged in command-economy activity, in which
workers received wages far befow normal market compensation levels
(Vedder & Gallaway, 1998).

In 1971, President Nixon ordered price controls and appointed America’s
first “Czar” to enforce them, and with fewer goods being produced as a
direct result of the removal of profit incentives, an energy crisis, a
recession and double-digit inflation followed. Then in 1978, President
Carter tried the same approach, only this time entitled “voluntary wage-
price guidelines,” and inflation rose again into the double digits (Higgs,
1987:.252),

In fact, from Babylon's King Hammurabi to Presidents Richard Nixon and Jimmy

Carter, the 38-century history of price controls is a recurring economniics lesson

for any modern Luddite seeking a quick fix to health care costs. Once controls

are removed, prices almost always explode. Despite claims to the contrary, this

same kind of disastrous impact found throughout the history of the use of price

controls could be revisited with life-threatening consequences if recent proposals

are adopted for government,
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2.3.3 Types of price control
2.3.31 Direct price control

Direct price regulation often means that the ex-manufacturer drug price is
approved by the regulator. Canada, France, ltaly and South Africa all implement
a form of direct price regulation. In Canada, for example, the Patent Medicines
Prices Review Board (PMPRB) places an upper Iirhit on the prices set by
manufacturers for all patented medicines | sold to hospitals, wholesalers,
distributors and pharmacies. The PMPRB does not regulate the prices of generic
scheduled drugs and nor does it regulate the prices of scheduled drugs charged
by wholesalers, distributors or retailers. It considers a range of factors in the
Canadian Patent Act and its own pricing guide to determine the price cap for
patented medicines. These factors include ensuring that the new drug price is
within a similar price range to similar drugs treating the same disease on the
market; external price referencing for drugs in specified developed countries; and
ensuring that the price that Canadians pay for a drug is never the highest in the
world. Additionally, the PMPRB is given the power to review prices on an
ongoing basis and to conduct an investigation if it is concemed that prices are
too high. It is even given remedial powers to order a manufacturer to reduce the
price of a drug and to offset revenues that the manufacturer might have received
as a result of the excessive price. Direét price regulation can also occur through
controls on firm revenue rather than drug prices. For example, in France the
regulator first sets a target growth rate for general pharmaceutical expenditure
and then negotiates a specific revenue limit with each firm. If a firm exceeds its
revenue limit its drug prices are reduced. This is thought to give the firm some
flexibility in individual drug pricing while keeping drug prices within reasonable
limits and reducing the administrative costs of negotiating prices for each
individual drug (Williams, 2007:8)
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2332 [ndirect price control

Indirect price regulation allows relatively free pricing and controls government
expenditure on drugs by way of reimbursement schemes. For example, in
Germany, The Netherlands, Denmark and New Zealand the regulators set a
reference price limit on reimbursement (reimbursement price). Drugs are
grouped together in therapeutic groups and a single reimbursement price is set
for each therapeutic group. If a manufacturer sets a drug price greater than the
reimbursement price then the consumer has to pay the difference. In Germany,
in practice it seems that manufacturers are unlikely to charge above the
reimbursement price as physicians have to explain to patients why an extra
charge is necessary and demand becomes highly price elastic. A further method
of indirect price regulation is through profit regulation. In the United Kingdom
(UK), the Pharmaceutical Price Regulation Scheme (PPRS) regulates the profits
made by pharmaceutical manufacturers which sell drugs to the National Health
Service. For companies which have capital in the UK the negotiations centre on
what is a reasonable rate of return on capital employed. Companies which do not
have capital in the UK negotiate on the basis of a reasonable rate of return on
sales. The profit range is set and pharmaceutical manufacturers are free to
determine drug prices as long as their profits are less than or equal to the
percentage agreed upon. The PPRS does not apply to generic drugs (Williams,
2007:9)
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2.3.3.3 Introducing competition into the market

Competition may be encouraged in a drug price regulatory scheme. For example,
in Japan the government sets the reimbursement price for drugs prescribed by
physicians. If a drug manufacturer sells to the physician at a price lower than the
reimbursement price the physician may retain the difference between the
reimbursement price and the ex-manufacturer price. This stimulates competition
between drug manufacturers. The government then conducts a review of drug
prices every two years where it considers the difference between reimbursement
price and ex-manufacturer price, and if this difference is unreasonable it lowers
the reimbursement price. As a result, in the long term, prices are pushed down to
their lowest sustainable level. Competition in the pharmaceutical market may
also be achieved through patient co-payment for drugs as this will ensure that
consumers are price sensitive. If patients contribute to a portion of drug
expenditure the demand is likely to be more price elastic and drug manufacturers
are likely to reduce prices accordingly. Consumers may also form powerful
bargaining collectives which are able to negotiate lower drug prices if they buy in
bulk. Practically, this occurs through pharmaceutical benefit managers (Williams,

2007:8).

2.3.4 Economics of price controls

Figure 2.1 shows the separate welfare effects of both a governmentally imposed
price ceiling and a price floor in a competitive industry. For purposes of ease of
exposition, the supply and demand functions in Figure 2.1 were drawn as linear.
There is little empirical evidence conceming the shape of either the demand

function or the supply function for pharmaceuticals in the real world.
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It should be noted that any welfare implications depend on the elasticity of
demand for pharmaceutical products and the elasticity of supply. Demand
elasticity is dependent on the existence and kinds of substitutes for the product
and economic complements to the product, as well as the principal agent thé

physician prescribes for the patient.

In a freely competitive pharmaceutical market, the quantity of the
pharmaceuticals supplied and demanded would be Q and its price would be P.
The area under the demand curve measures how much consumers value the
pharmaceutical (i.e., their willingness and ability to pay for it). If they can obtain
the pharmaceutical at a price of E but some consumers would be willing and able
to pay even more (as indicated by the triangle ACP in FIGURE 2.1), then we can
say that these persons enjoy a consumer surplus of the amount ACP (Vogel,
2004:1331).

Likewise, the supply curve shows the various prices at which the suppliers of the
pharmaceutical would be willing and able to supply it. If the price of the
pharmaceutical is P in Figure 2.1, then suppliers of the pharmaceutical can be
said to enjoy a producer surplus of the amount DCP. If a pharmaceutical
regulatory body were to decide that the maximum allowable price for the
pharmaceutical would be only Pl in Figure 2.1, then the quantity demanded of the
pharmaceutical would increase to Q1, but the quantity supplied would decrease
to Q2. The imposition of the price ceiling would create a net transfer of resources
from sellers to buyers, as measured by the rectangle PFEP1 in Figure 2.1. The
price ceiling would also cause a welfare loss for the buyers of the pharmaceutical
who would have been willing and able to pay for the guantity Q2 to Q of the
pharmmaceutical at the price of P1 but can no longer do so. This welfare loss is
shown by the triangle BCE. The price ceiling also causes a welfare loss for the
sellers who would have been willing and able to sell the additional quantity Q2 to
Q of pharmaceuticals, but can no longer do so because of the imposition of the

price ceiling. This welfare loss is shown by the triangle ECF in Figure 2.1.
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Economists refer to triangles BCF and ECF as "deadweight welfare losses
(Vogel, 2004:1331).

The demand for most forms of healthcare has been measured to be less price
sensitive (elastic) than the demand for many other goods and services that are
consumed. The demand for pharmaceuticals, while slightly more price sensitive
than the demand for hospital and physician services (both of which are well
insured, with consequent lower out-of-pocket costs to patients), nevertheless
remains price insensitive (price inelastic), because the pharmaceuticals are
highly valued for their preventive or health-producing effects. The majority of
phammaceutical price controls that currently exist in the EU can be characterised

as price ceilings (Vogel, 2004:1331).

FIGURE 2.1 GOVERNMENTALLY IMPOSED PRICE CEILING AND PRICE FLOOR
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The demand and supply functions in Figure 2.1 were drawn as linear to facilitate
the exposition. If the demand or supply functions, in reality, were nonlinear and if
the demand function were more price inelastic than the supply function, then it
could be shown that when the free-market price of P is reduced to Pl by a
governmentally imposed price ceiling, the producers of this pharmaceutical would
lose the rectangle PFEP1 and the triangle ECF in producer surplus. Consumers
would gain the rectangle PFEP1 but lose the triangle BCF in consumer surpius
(Vogel, 2004:1331).

Because the area of the triangle BCF (the consumer loss) would be much larger
with an inelastic demand function than the area of the rectangle PFEP1 (the
consumer gain), there would be a net welfare loss to both the producers and the
consumers of this pharmaceutical, caused by the governmentally imposed price
ceiling. Thus, both price floors and price ceilings are associated with welfare

losses to consumers as well as producers (Vogel, 2004:1331).

2.4 NEGATIVE CONSEQUENCES OF PRICE CONTROLS

The most fundamental problem with price controls, be they for medicine or for
any other product, is that they interfere with the normal pricing mechanism and
the signals that prices send to buyers and sellers. If consumers appear willing to
buy more of a product, then manufacturers will have an incentive to produce
more of that good and more manufacturers will enter the market. Because of
competit