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|. Introduction

“ Physicians [and other hedlth sector providers] have many different roles and
operate in different environments. From the point of view of regulation, the doctor is
far more than aphysician: he or sheis both an economic actor with skillsto sl and
commonly amember of a pressure group with interests to defend.” (Moran and
Wood, 1993).

The increasing privatization of heath systems around the world has aso led to wide-spread
interest in the role regulation has to play in achieving and structuring positive benefits from
this private sector activity. The purpose of this paper istwo-fold. Firg, it reviewsthe
available literature and experience of regulation within the health sector and second it
proposes some operationa principles for designing and implementing  effective regulation of
private sector health service ddlivery. The context for the review is globa and the derivation
of operationd principlesis of particular relevance to the Middle East and North Africa
(MENA).

The MENA region contains countries with differing ethnic compostions, political structures
and gtages of economic development. Theregion is generdly characterized by high fertility
rates. Thereisawide range of income levels within the region: from ahigh of over $17,000
GNP per capitain the United Arab Emirates to the poorest countries such as' Y emen and
Egypt ($260 and $790 GNP per capita) in 1995 (World Bank, 1997). The countries dso
differ in prevailing hedth problems, being at different stages of the epidemiologica and
demographic trangtion. There isincreasing discrepancies between the rich and poor as well
as the urban and rurd hedlth care, as greater resources flow into more costly and

technol ogy-intensive non-communicabl e disease trestment which favor the better-off. Given
the heterogeneity of countries found in the region, the operating principles are quite generd
In nature.

The paper begins by consdering the nature of the privatization process within the hedth
sector and the rationale for regulation. It then discusses concepts and definitions of
regulation. Section IV discusses what we have |learned about the use of regulation within the
hedlth sector. The last section proposes some operationa principles for the development of
effective regulation.

! In this paper, MENA refersto the following countries: Algeria, Bahrain, Egypt, Iran, Irag, Jordan,
Kuwait, Lebanon, Libya, Morocco, Oman, Palestinian Administration, Qatar, Saudi Arabia, Syria,
Tunisia, United Arab Emirates, and Y emen.



1. The Public and the Private in the Health Sector

A. The Process of Privatization

Privatization has been described as the process in which *non-government actors become
increasngly involved in the financing and provison of hedth care services” This can result
in changesin roles, respongbilities and ownership within the health sector (Muschell, 1995).
Thus privatization encompasses both for-profit (FP) and non-profit (NP) entities. Unless
mentioned explicitly, the paper will use the term private sector to mean the FP sector.

In many countries, there is now substantia private sector activity in hedth care provison.
For example, in Indonesia more than 60% of hedth expenditure was spent in the private
sector. In Indig, more than half of the hospitals and 49% of the dispensaries are privately
owned (Aljunid, 1995). Countries such as Pakistan, Kenyaand India respectively have
50%, 70% and 47% of dl physicians working in full-time private practice. In Thailand,
dthough only 109% of physcians are in full-time private practice, 90% of those who work in
the public sector also work in private practice (Roemer, 1993).

Thereisnot alot of information about the nature of the private sector in MENA countries.
In 1994, it was estimated that half of the expenditures are done in the private sector, with
more than 60% of hedlth expenditures being spent privately in Lebanon, but private
expenditures congtituted less than 30% of spending in countries such as Algeria and the
United Arab Emirates (Maede and Preker, 1995). In recent years, most countries have
seen arapid growth in the size of the private sector. For example in Jordan, between 1988-
94, the number of private hospital beds increased by 28% (Taylor Associates Internationd,
1997).

In generd, there are three main reasons for this globa increase in private sector activity
within the hedlth sector:

1. Deliberate Policy Choice (e.g. Health Sector Reform)

Encouraging the development of the private sector as an dternative means of hedlth
care provision has been an explicit part of health sector reform packages. This has
been spurred on by increasing resource congtraints and the poor performance of the
public sector. These scarce resources were often alocated inefficiently (e.g.
towards curative rather than preventative care). Services were often of “poor”
quaity with long waiting times and inadequate drugs/supplies (Cassels, 1995). The
poor performance of the public sector, increasng economic difficulties and changes
in prevailing ideologies led to cdls for areduction in the role of the date and an
increased role for the private sector (Zwi and Mills, 1995).  Through increasingly
competitive markets for hedlth care, privatization has been seen as away to improve
resource dlocation, efficiency and qudity, as well as broaden consumer choice.



2. A Responseto Weak Provision of Public Health Services and Rapid
Increasein Informal Sector Activity

The development of private sector activity also emerged spontaneoudy,
independently of actual policies. Again in response to poor and inadequate public
sarvices, there has been argpid development of informal private sector provision of
hedth care. This can be characterized by individuas operating for profit. These
providers are often untrained or unlicensed, but are seen as a source of inexpensive
care by patients. These providers can range from hedlth care professonds
operating at home or other premises to the drug-sdller on the Street corner.

3. AsaResponseto Increased Consumer Affluence (e.g. increasing middle-
class) and preferencefor greater quality Services

Particularly, in fast-growing economies of South-East ASaand Latin America, as
well as urban areas in many low and middle income countries (LMICs), the
demand for private sector care has been driven by its being seen as a higher-qudity
sarvice. Inthis context, we no longer seejust individua providers working aone,
but now have the emergence of clinicghospitas as wdl as private companies
organizing private hedlth care (some of these companies are even listed on nationa
stock exchanges). In areas where patients/consumers have increased demand for
private care, we often see

the use of high technology equipmen.

The private sector is not an homogenous entity. Rether, the extent and type of private
sector activity can vary by country and within the country. It isawaysimportant to kegpin
mind the leve or nature of private sector development for the context in which discussons
about regulation are taking place.

Visudly we can characterize private sector development in a smple continuum:

[ | ]

informal mor e formal very formal
- dngle practitioners - individuas/groups - companies
- often untrained - generdly licensed - high technology

and running fadilities

In addition, to the level and nature of private sector development, another complexity in
characterizing private sector activity is the relationship between the public and private
sectors. Traditionaly services have been characterized in afour-fold classfication:
public/private and provison/financing. However, in practice this classfication is not so
diginct. Burchardt (1997) adds an additiond leve of classfication which she calls



“decison-making” For decisonsto be made privatdy, “there must be arange of services
available to the consumer which are close in terms of price and quaity, and the choice of
sarvices must be made directly by the consumer. For public decisions, agents acting on
behdf of consumers or decisons on leve of service and identity or provider are made by a
public body rather than individua consumers.”

Thus a third component is now added to the taxonomy:

Type of Provision Financing Decision-M aking
Relationships/
Markets

Purdy Public public public public

Purdly private private private private

User Charges public private/public public

Contracted private private public
Services paid by
consumer

Contracted private public public
Services paid by
State

Private services private public private
bought by
vouchers, tax-
relief and grants

Public services public public private
bought by
vouchers

Public services public private private
bought by
individuals

Almogt al these forms of relaionships are observed in LMIC . One key fesature of private
sector activity within the hedlth sector is the co-existence of actors with highly complex
internal organization longside individua providers. Thus we have both a varied range of
markets and market mechanisms as wdl as extremesin terms of privete sector devel opment
within these markets (Kumaranayake, 1998b).

Within MENA countries, private providers, are for the most part, characterized by
individua practitioners, and the emergence of private clinics and hospitals in urban aress.
These private facilities depend on the existence of public hospitas for referras and
specidized care. Theimportation and distribution of drugsis another prominent area with




sgnificant private sector development. Most financing of private care, including on drugs, is
made by out-of-pocket payments rather than hedth insurance. Private hedth insuranceis
now expanding across countries.

B. The Rationale for Regulation

Regardless of the precise reason for private sector activity in the hedlth sector, “regulation”
Is often discussed in the context of privatization. Regulation is often seen as a potentid
regponse to address the many problems which arisein the private production, financing and
ddivery of hedth services. It is seen ashaving a crucid and baancing role in the push
towards privatization.

Problems associated with private sector activity in the hedlth sector include: poor physica
infrastructure and a shortage of qudified staff; low standards of care; poor equipment or
ingppropriate technology; misuse of public resources within the private sector (e.g. public
supplies and time of professond staff diverted to the private sector); and medica

mal practice and negligence (Bennett, 1991).> Y esudian (1994) describes examples of the
misuse of privileges, medicd mdpractice and medica negligence among licensed privae
doctorsin Bombay.

Increasing inequities in the provison of health care have also been associated with increased
private sector activity. For example in the Chilean promotion of ISAPRES, which included
the transfer of government revenue to these private companies, about 2/3 of the population
were excluded from the private insurance schemes (Hsao, 1995). Thisisaclassc example
of adverse selection in insurance markets where the schemes select the better-off, leaving
the elderly, disabled, unemployed and poor to rely on the public provison of services.

Private sector provison can dso beinefficient and lead to cost-escdation. This may be due
to things such as overcharging and the use of unnecessary high technology equipment and
over-reliance on laboratory tests. The discussion above has focused to alarge extent on
traditional modds of price competition, which assumes varigionsin qudity avay. These
modd s suggest that as competition becomes more intense priceswill drop. However,
qudity isacrucid factor in hedth care, particularly for patients who seek private hedth care
(Aljunid, 1995). Qudity compstition is often (but not always) associated with higher
investment in high technology equipment and the hotel agpects of care. It isless commonly
suggested that quaity competition actualy leads to improvementsin process qudlity.
Petients may judge hospitas by rather crude indicators such as availability of certain
equipment or the style of the building. Thus providers may invest in these agpectsin order to
‘sgnd’ to the patient the qudity of the service. Thus quality competition is often associated

% These problems can also be found in the public sector. For example, in pre-reform Tanzania, many
public health workers were charging patients feesin order to supplement their income, although private
practice was not allowed at the time (Mogedal et al, 1995). However, given the profit-oriented motives
that are dominant in private sector activity the scale and frequency of these problems has been
systematically associated with private sector provisionin many LMIC.



with excessive high technology equipment being accumulated. For example, Zwi and Mills
(1995) cite studies which find that South Korea has three times the number of CAT
scanners per population than Canada. The city of Bangkok hasa CAT scanner per
population ratio thet is higher than most indudtrialized countries, with the exception of Japan
and the United States. Both South Korea and Bangkok have a substantid degree of private
sector activity.  The sheer rgpidity of growth in private sector activity may dso mean that it
Is hard to maintain qudity.

A shift towards privatization may aso lead to an ingppropriate mix of hedth care services.
For patients with imperfect knowledge, items such as pharmaceuticals and injections are
visbleindicators of the qudity of service. Thus, one would anticipate that private
practitioners may try and signd qudity through these mechanisms and this leads to irrationa
prescribing practices. Mnyika and Killewo (1992) found that over 60% of health workers
prescribed drugs requested by patients, and workers admitted that they occasiondly gave
drugs not indicated for the disease in order to satisfy them psychologicaly.

The response to many of these problemsisacdl for the impostion of regulaion. The World
Bank’s 1993 World Development Report on hedlth, which promotes priveate ddivery of
specific services to improve quaity and decrease costs, posts asgnificant role for regulation
in achieving these pogtive benefits from privetization:

“Strong government regulation is aso crucid, induding regulation of privately
ddivered hedlth insurance to encourage universa access to coverage and to discourage
[perverse] practices that lead to overuse of services and escalation of cogs..... As less
developed countries take steps to encourage a diversified system of hedlth service delivery,
they need to strengthen government’ s capacity to regulate the private sector. Regulations
are required to ensure that quaity standards are met, that financid fraud and other abuses
do not take place, that those entitled to care are not denied services, and the confidentidity
of medical information isrespected” (World Bank, 1993).

The traditiona economic rationde for the introduction of regulation is based on the existence
of market failures (e.,g. monopoly) which lead to inefficient resource dlocation. However,
the characteristics of health and hedlth care dso mean that there is a strong case for
government involvement  The key characteridics are the:

presence of externaities (here differences between private and socid benefits arise when
there are exter nalities so that the total benefits of a transaction to society are not taken
into account by the parties involved in the transaction, thus leading to an underinvestment
inagood, if left to the market to alocate resources.)

exisgence of public goods where the total costs of production do not increase asthe
number of consumersincrease. The two key characteristics of public goods are that
they are non-rival (the amount that one person consumers should not affect the amount



that other people consume, e.g. a street light) and non-excludable (oncethisgood is
produced there is no way to stop anyone else from consuming it e.g. the creation of an
army for nationa defence will protect everyone). In the case of a pure public good,
these characterigtics will mean that people will not be will to pay for something which
they could get if someone ese bought the good. Thus there would be no private market
for apure public good. In practice, the degree of non-rivaness and non-excludability
will vary, and sinceit is difficult to charge usersto cover the costs of production, the
private market will produce an output lower than the socidly efficient level of output.

exigence of asymmetric information. When information is not fredy availableto dl,

two important sources of fallure when privately hed information is bought or sold are
dueto moral hazard and adver se selection So that when insurance leads people to
engage in more risky behaviour, socid costs are unnecessarily high and when buyers and
slers have unegua knowledge about ther transaction, the outcome will be less efficient
than if there were full information. This arisesin the principd-agent relationship.

uncertainty. Given the nature of hedlth and hedlth care, there are inherent uncertaintiesin
terms of both the probabilities of having hedth problems and the resulting effect that care

might have.
Markets may aso be inefficient because they fail to achieve other socia gods such as.

improving equity - and important characteristic of the market economy is the distribution
of income that it determines. People whose services are in heavy demand reative to
supply earn large incomes relative to others. Thus redigtribution of income may be
thought to be an important god of the society in terms of improving equity and
digributive justice.

protecting individuas from others - maximising behaviour may lead to exploitation of
individuas in ways that society finds offensive (e.g. child labour or hazardous working
conditions).

merit goods - they may be goods that society deemsto be especidly important (e.g.
such as education and hedlth care) and those in power fed individuas should be
required/encouraged to consume.

Thus even if the price system dlocated goods and services with complete efficiency,
members of society may not want to rely solely on the market since they have other goa's
that they want to achieve. It is clear that markets within the health sector are largely
imperfect. These markets have many characterigtics (such as asymmetric information,
mord hazard and uncertainty) which lead to market failure. Thusa priori, thereisastrong
public interest rationae for government involvement in the hedlth sector. The more difficult
question isjust what form thisintervention should take.



The dmost symbictic rdationship between private sector activity and regulaion is clearly
illugtrated in the American hedth care system, which is among the most market-oriented in
the world and yet this sector remains one of the most intensdly regulated sectorsin the
American economy. (Phelps, 1992). Thus the problems associated with privatization may
not result in adiminished role for government but rather one which isinvolves the regulation
and monitoring of hedth service provison (Muschell, 1995).



1. Regulation: Concepts and Definitions

A. Concepts

Generdly, regulation can be thought of as occurring when a government/state exerts
control over the activities of individuas and firms (Roemer, 1993). More specificaly,
regulation has been defined as government * action to manipulate prices, quantities [and
digtribution], and quality of products’ (Maynard, 1982). There are severd actorsinvolved
in the regulatory process. hedlth care professionas, managers, the ministry of hedlth,
commercid interests, non-governmenta organizations, community and consumer groups.

The exact “action” is often described as the regulatory intervention or regulatory
mechanism. These interventions which are used to affect variables such as price and
qudity can be categorized as.

1) legal restrictions or controls where participants must conform to legidated
requirements. If participants do not abide by these laws then they will face punishment. In
addition to these formd rules, more informal codes of conduct, guidelines or
recommendations may exist. These informd rules are not binding on the regulatees (Moran
and Wood, 1993). These type of legal redtrictions are only successful in the context of a
well-resourced regulatory framework (e.g. both for implementation and monitoring) as well
asthe existence of awd|-functioning judicid system (for enforcement and sanctioning).
Information is crucia in determining whether a particular regulation is being followed.

2) incentives, in response to which participants change their behavior and which lead to
changesin the target variable (e.g. price, quality being affected). These incentives could be
in both monetary and non-monetary forms. The underlying notion of incentivesto
accomplish regulatory godsis that:

“ regulation configures the economic system so that individua
actors making decisionsin their own best interest achieve dlocative efficiency
for society.” (Jackson and Price, 1993)

Interest in using incentives to accomplish regulatory goals was first seen in utility regulation.
It was recognized that with the inditutiond, informationa and capacity condraintsthat are
gpparent, the implementation and impact of these legidated mechanismsislimited. Evenin
countries with agreat ded of resources, lega controlsto affect price, etc. may have serious
drawbacksin practice. For example legidation aimed at lowering profits of monopolies,
such asrate-of - return regulation, was heavily dependent on being able to gain detailed
knowledge of the cost and revenue structures of the regulated firm .

3) incentive regulation -A further extension of the use of incentivesis the use of incentive
regulaion which can be thought of as“rules’ which regulate the rdaionship of verifiable
outcomes such as price (Laffont and Tirole, 1993). To understand the rationale for



incentive regulation, it isimportant to go back the economic theory of incentives. Origindly
developed in the context of afirm and employee, the theory uses the context of agency
relaionships asitsbads. Essentidly because of information problems, the behavior of the
agent (or manager or regulatee) can, through some hidden action, lead to a sub-optimal
dlocation (e.g. lower profits).

The solution to the problem (e.g. how to affect the behavior of the manager so that profits
are maximized) results in different contracts where the different wages are paid for different
observable outcomes.

In the case where effort is unobserved, then the solution to the problem depends on whether
the parties are willing to bear risk. Within this context, the incentives must be structured so
asto dlow for managers or individuas to be willing to participate in the firm (the
participation condraint). Second, the incentives are structured in such away asto alow for
agreater return if there is higher effort than the return to the manager for alower effort (the
incentive-compatibility congraint). Thus the result mechanismsis arule which relates returns
or wages to different observed outcomes.

Incentive regulation can be market-based. Rather than attempting to micro-manage an
individua participant’ s behavior, these schemes can adopt market-based criteria.  For
example, in the regulation of telecommunications in the UK, a price-cap incentive scheme
has been put into placing, replacing the rate-type regulation. In this case, the ruleis written
as P=RP! -X%, where P is price and RPI isthe rate of inflation. Price-cap regulation
atempts to address the same problems as rate-regulation but breaks the link between
revenue and costs. Thus the firm/market pricesis based on last year’ s price, corrected for
inflation and then decreased by some percentage X. This X factor means that the red price
will fal over the period of the price cap. Thus, the price-cap reduces the disadvantage of
new firmstrying to enter. There is some incentive to lower qudity and so this must be
monitored by theregulator.  Other incentive regulation schemes are based on the
government and contractor/regulated sharing costs or profits. Alternatively if X is condant,
then firms are alowed to keep cost improvements which are greater than X% (Propper,
19959). The advantage of such schemesisthat if the variables are well-specified and easlly
observable, then the monitoring and implementing costs of such regulation isreatively low.

Both incentives and incentive regulaion can be implemented through contractua obligations,
rather than legidated requirements.

Anather digtinction which is made is between formal and informal regulations.  The types
of interventions described above can be consdered as formd, whereby there is mixture of
formd rule setting and explicit contractua agreements. Informa regulation is described asa
system which uses cooperation between parties (e.g. hedth professonds, the ministry of
hedlth, and other interested parties) to achieve outcomes (Macintosh, 1997). Interventions
in this case may be the development of good practice norms and the regulation largely
works due to the socia norms where people behave in accordance with socia rewards such
as approva or disgpprova of others (Lindbeck 1997). These interventions may be
structured so that benefits are shared for the different possible outcomes of intervention.



These types of informal gpproaches have also been described as “indtitution-light options”
rather than “inditution-intensive options’ for regulation (World Bank, 1997). These
gpproaches can dso include bottom-up regulatory approaches such as public information,
locdl initiatives to strengthen citizens' voices and initiatives by locd authorities.  Inditution-
light options may aso involve more forma approaches such as the use of incentives and
incentive-regulation which are based on amplerules.

In generd the use of forma regulatory mechanisms requires thet there be precise rules or
incentives which are established and are monitored by aregulatory body. Within the hedth
sector, we find that thereis quite substantid self-regulation, particularly among hedth care
professonas. Instead of an independent regulatory body, professionas are often regulated
by agroup of peers (e.g. Medicd Councils) who have the authority under existing legidation
to license and sanction them. Again, the advantage of such a processisthe rdatively smdl
resource requirements required to administer such saf-regulation. However, there are very
redl questions of effectiveness and trangparency in the case of sdlf-regulation. Even without
sdf-regulation, a close relationship between the regulatory body the regulatee may
jeopardise the implementation of regulation, as the regulatory may be sympathetic towards
or easly manipulated by the regulatees. This phenomena has been described asregulatory

capture.

B. Regulation within the Health Sector

The key roles that regulation can play within the health sector indlude?®
- control of market entry and exit
- control of competitive practices
- control of market organization
- control of remuneration
- control of standards/quality
- ensuring safety

Indl LMIC there exist Some basic legidation with respect to licensng (e.g. market entry) for
medica professonas such as physcians, nurses and pharmacists. Many of the licensang
regimes creste medica councils of professonas who then sdf-regulate their profession.
Many countries dso have requirements regarding the regigration of private and public
facilities (e.g. hospitas, dinics and nursing homes). However many do not. There dso exist
widespread pharmaceuticd legidation controlling the entry of drugs. Qudity of providon is
essentialy done through the slf-regulating function of medical professonds. Although some
middle-income countries are now gtarting to use accreditation of hospitd facilitiesasa
means to improve quality and sandards of facilities (e.g. Tawan and Brazil). Incentive
schemes could include such things as the introduction of quality assurance mechanisms such
as accreditation on avoluntary basis.  The advantages of such schemes are that

% Taken from Allsop and Mulcahy (1996).



participation is voluntary, with participants willingly providing a great ded of information, and
the bureaucratic support that is needed is quite smal. Taiwan has successfully implemented
asystem of accreditation over the past 15 years, and now digibility for payment by Nationd
Insurance is linked to accreditation (Huang, 1995). Thusthe state in it role as procurer of
sarvices can link tendering and public funding of contracts with these quadlity criteria.

Measures to organize and control competition (e.g. mergers) are dmost non-existent in
LMIC. Apart from accreditation, most of these regulations are in the form of legd controls
or legidation, which carry some punitive action if the controls are not followed.  Within the
MENA region, there are generdly very few regulations amed at the private sector. The
private insurance market remains smal, athough growing, and unregulated (Maede and
Preker, 1995). There are some incentives available to the private sector which can be used
by private hedlth care providers. For examplein Egypt, 5 and 10 year tax holidays are
available for new congruction - physicians and facilities are taking advantage of thisto
expand in size (Taylor Associates Internationa, 1997).



V. Regulation: What have we L ear ned?

“Oncethe legidation is passed, we' Il have a greater ability to
enforce it as there will be sanctions, but we haven't yet worked
out what these will be.*

This section looks at the lessons learned from regulatory experience around the world,
focusng mainly on legidated controls.

A. Effectiveness

Despite the existence of basic legidation, the degree to which regulations are enforced and
effectiveislow (WHO 1991; Asimwe and Lule, 1993; Mujinja, Urassa and Mnyika, 1993,
Y esudian, 1994, Kumaranayake, 1997). For example, Bennett and Ngalande-Banda
(1994) found that the enforcement of regulatory controls is often weak or lacking in Sub-
Saharan Africa. Many regulations affecting the hedth sector are old, inherited from pre-
independence days, cumbersome and irrelevant to the concerns of today’ s health sector.

The use of licensing is designed to redtrict entry (e.g. to qudified professionds, appropriate
drugs) and to thus guarantee quadlity. In addition to the lack of enforcement, the failureto
guarantee qudlity is attributed to limited funding available to the professond bodies which
are respongible for regulating the professon. Second, even if professiona bodies are
adequately resourced, they can be reluctant to operate againgt their own membership and
sf-interest. Bennett and Ngaande-Banda (1994) present the case of the Zimbabwean
Medica Council which has not publicized any cases of mdpractice for fear of damaging the
reputetion of the profession.

Other examples of regulatory capture , where regulatory bodies are hampered by close
relationships to industry are also apparent. For instance, The Public Citizen's Hedlth
Research Group (HRG), in the US, found one-third to half of 1700 hospitals examined by
the Joint Commission on Accreditation of Health Care Organizations (JCAHO) lacked
adequate procedures for grading and reviewing physician hospitd privileges, failed to ensure
asafe physical environment, lacked adequate infection-control programs, and had poor
monitoring and evauation of surgica and anesthesia procedures. However, the JCAHO
accredited 99% of these facilities. The JCAHO was founded 45 years ago by industry
groups including the American Hospita Association and the American Medica Association.
HRG concluded that the JCAHO customers were the hospitas rather than the public
(Firshein, 1996).

Evidence from LMIC on the impact of drug regulationsis quite disheartening. Widespread
problems with pharmaceutica prescription and distribution require particular attention in
LMIC. For example, Bhuttaand Bachin (1996) did a survey to examine the effectiveness

“ Dr. Lev quoted in Siegel-Itzkovitch J (1995).



of deregidration of 6 paediatric drugs. They found that while the deregistered products had
been successfully withdrawn from the mgority of outlets, black-marketing of the products
was dill taking place. The lack of inspectors and monitoring meant that the extent and pace
of withdrawa of these drugs was determined by the pharmaceutical companies themsalves.
They found that many practitioners were unaware of some of the problems associated with
the drugs and while they did not prescribe them, they substituted other irrational practices.
Thus regulatory intervention was not enough, it needed to be accompanied by effortsto
change patient attitudes and physician prescribing habits.

Irrationd prescribing practices are rampant, there is extengve salling of prescription drugs
from drug sdlers, there is wide-spread counterfeit or fake drugs being sold and thereisdso
an extensive black market for drugs (Roemer, 1991). Again there are too few resources
expended on monitoring these regulations.

The experience of LMIC with respect to regulation isin marked contrast to that of Canada
and Europe, which have sgnificant private sector activity within their hedth sysems. In
these countries, a strong regulatory framework is reinforced by public responsbility and
resources (Muschell, 1995).

B. High Administrative and Transaction Costs

A traditiond andysis of regulation assumes that there are no transaction or other operating
codts for implementing, monitoring and enforcing the regulatory intervention. In practice,
the regulatory process can become both cumbersome and bureaucratic. In the extreme, an
amog pardld state machinery can be created with large aff aswell as the devel opment of
lobbyigts to interact with the regulators on behaf of variousinterest groups. For example, in
New Jersey, USA it was estimated that the Hospitd Rate Setting Commission and the
regulatory process surrounding it cost about $10-15 million dollars, which represented a
third of thetota cost savings envisaged by the intervention (Liss, 1995).

Severd countries have found that the design of gppropriate regulatory mechanismsis difficult
and the actual enforcement of these mechanisms imposes high administrative costs on both
the regulator (tate) and the regulatee. For example, the weeak regulatory capacity in Chile
alowed private insurers to deny coverage to high-risk individuas (World Bank, 1993).
There has been very little work done on transaction costs for other types of regulatory
mechanisms. Liss (1995) estimated that the operating costs for implementing, monitoring
and enforcing the Hospitd Rate Setting Commisson in New Jersey was about athird of the
totd cost savings envisaged by the intervention (about $US 10-15 miillion).

The experience of regulating private hedth insurance to avoid problems such as adverse
selection requires quite complicated regulatory mechaniams. These are very difficult to
implement and require personnel with specialized skills. Estimated transaction costs are so
high for the implementation of such legidation. In Chile, it has been estimated that
transaction costs represent about 30% of premium revenue in the regulated insurance



market. Transaction costs have been estimated to be about 25% of premium revenuein the
United States (Hsiao, 1995).

C. Implementing and Monitoring is resource-intensive

Ngdande-Banda and Walt (1995) examine the experience of Madawi after dlowing
physicians, paramedical and dlied hedlth professionas to enter private practice. The 1989
Statute which adlowed private practice aso laid down basic sandards for premises and the
drugs which private practitioners were ableto sdl.  Since 1989, the Medical Council has
meade initia inspections of premises for anyone gpplying to open a private practice (athough
there are few licenses refused) as well as performing periodic spot checks. However, ina
survey of private practitioners, Ngaande-Banda and Walt find that 73% of practitioners
have no fridge and that they dispensed awide variety of drugs (even some not on the
approved list).

The Mdawian example shows ardatively stringent monitoring of regulatory controls
compared to other countries. (For example, in most countries, private practitioners merely
register with the Ministry of Hedlth and there is no systematic ingpection of premises). Two
pointsto note: fird, even with this relaive stringency, regulators were not able to maintain
standards regarding drug qudity. Thiswas largely due to resource condraints. Second, the
number of private providerswasinitidly smal (sarting with 24 physiciansin 1989).
However, the number of medical practitioners has grown substantidly over 5 years. the
number of physicians has dmaost doubled and the number of paramedicas hasincreased 11-
fold (Ngdande-Banda and Wadlt, 1995). Given available resources, the leve of monitoring
cannot continue to be so stringent.

The potentialy large resource requirements for implementing regulations can aso be seen if
we look at the example of Brazil. Its Nationd Hedth Surveillance Secretariat handles
gpplications for registrations of drugs, food, cosmetics and other products. The agency
receives more regigration requests than it can process. For example in one month, it
received 5511 requests, 2122 related to drugs. The applicationsto register new drugs are
often disguised as requests for minor changes to an existing product, such as changing the
labeling or packing. Of the 2122 gpplications made, 61% related to product modification.
Given thisvolume, it is very difficult to handle qudity contral - last year atechnicd
commission found more than 800 irregularities (Csillag 1995). The resource requirements
for such ajob, particularly for LMIC, look overwheming if we consder that the US Food
and Drug Adminigtration center for drug evauation and research employs 1400 people full-
time, including over 130 doctors (Guest 1995).

D. Regulation isa political process
Regulation is dso an inherently political process involving individuas and groups with vested

sf-interests attempting to influence the relative success or fallure of aregulatory
intervention. For example in Maawi, one of the driving forces behind the liberdization of



private practice was the interest/|obbying of physiciansto alow private practitioners
(Ngaande-Banda and Walt, 1995).

A second example occurred when Pakistan attempted to increase universal access to
essentid drugs. The proposed policy required pharmaceutical companies to produce a
amadl fixed percentage of their output in the form of essentid drugs to overcome the chronic
non-avalability and short supply of many important essentia drugs. However, Ministry
efforts were disrupted when the Pharmaceutical Bureau, an organization representing
transnational pharmaceutical companies (and accounting for about 80% of market) showed
their strong opposition. The proposed policy was subsequently dropped by the Ministry
(Mirza, 1996)

E. Therole of the consumer iscritical

Consumers are important in bringing to light information on the functioning of the hedth care
system and the impacts of regulatory interventions. The key channels are the complaints
proceduresand legd action. Traditionaly, the participation of consumers have been
neglected in much of the regulation literature, gpart from references to the possible benefits

which they may enjoy.

Educating consumersiis thus a powerful way to mobilize and make people aware of ther
rights and what congtitutes good medicd practice. For example, in Zimbabwe campaigns
agang excessve injections and prescriptions and many drugs have thought to be successful
(WHO, 1991).

Therole of consumer groups was vitd in overcoming the lack of action by the Indian
Medica Council on ma practice and negligence complaints by patients. Consumer groups
took the case to Court and argued that paying for medical services was like paying for any
other good, so patients should receive the same consumer protection as for other goods, as
st out by the Consumer Protection Act of 1986. The Indian Supreme Court ruled in their
favor, despite the strong campaign mounted by the Indian Medical Association againg the
inclusion of medica services. There are currently an estimated 8000 cases againgt doctors
are pending in consumer courts with charges such as unnecessary surgica operations or
ingppropriate trestment to medica negligence leading to disabilities or deaths of patients
(Mudur, 1995). The procedura ease of consumer protection courts, absence of hefty court
fees or lawyer’s charges and relatively speedy action have dl facilitated the use of consumer
courts.

F. Rent-seeking Behavior

In theory it is suggested that once aregulation isimplemented (regardless of the cost), then
desired outcome is achieved. However, this does not take into account the response of
those being regulated. In Stuations, where large rents (profits) are being made, providers



will attempt to protect these rents and this rent-seeking behavior may lead to adverse
consequences. For example, studies have found that hospital's respond to the threat of
regulation (designed to reduce costs) in ways which lead to a declinein the quality of
services and increase in mortdity rates. They may respond by reducing saff, diminating
selective services, consolidation of services and postponement of capital improvements
(Marquez, 1990).

G. Lack of/ or Biased Information in Monitoring Legislation

The regulator will to alarge extent be dependent on the regulatee to provide information
about the firm. Thefirmisin apogtion to delay or midead the regulator by delaying the
tranamittal of data or by presenting inaccurate information.

H. Incentives

In the review of regulatory mechanisms, we have seen that there has been little work donein
LMIC on the effects of regulatory interventions. However, it is recognized that with the
indtitutiond, informationa and capacity condraints that are gpparent, the implementation and
impact of these legidated mechaniamsislimited. Even in countries with agreat ded of
resources, lega controlsto affect price, etc. may have serious drawbacks in practice. For
example, rate regulation depends to a great extent on the detailed knowledge of the cost and
revenue structures of the regulated. This type of intervention is designed to micro-manage
the participant’ s behavior. Clearly, obtaining this kind of information is time-consuming,
cogily and there is no incentive for the regulated to reved the true Sate.

Given these informationd, transaction, adminigrative and political condraintsinterest has
now turned to examining whether incentive schemes may accomplish the same end.
Incentive schemes are dready gpparent in LMIC (for example in Maaysia, there are
alowances paid to encourage physicians to remain in the private sector).

Incentive schemes rely on two methods. Firdt, the government has the ability to subsidize or
tax regulated firms,, Transfers can take severa forms. direct subsdies, government loans,
a low interest, government guarantees for borrowing on the private markets, transfers of
public inputs, etc. (Laffont and Tirole, 1993). Second, the government can make transfers
to participants through its purchasing function.

There has been little sudy of the role of incentives within the hedth sector. Hughes (1993)
examines the target paymentsto physiciansinthe NHS.  He finds that the introduction of
target payments (lump sum payments for achieving target levels of immunization coverage
and cervicd smears) lead to a short-term increase in the number of smears being performed.
However, in the long-term physicians had the incentive to reorganize existing services, rather
than provide extra services and Hill receive the target payment. This was due to the fact that
payments were not linked to outcomes, but rather to information about the patients.



In asocid experiment on incentive regulation of nurang homes, Norton (1992) looked at
whether monetary incentives can improve the access and health of Medicaid resdentsin
nurang homes while saving money. Nursing homes were given three kinds of financid
incentives

- tied to admission (daily reimbursement rate was changed to depend on case-mix in
order to increase the admission of sck patients)

- tied to case outcomes (alump sum bonus was awarded when aresdent improved
her hedth)

- tied to discharges (alump sum bonus was awarded when aresident was promptly
discharged to home or to an intermediate care facility to encourage nursang homesto fill their
beds with people who could most benefit from their care).

Norton found that the incentive regulation was found to have had beneficid effects on
access, qudity and codts of care. The admission incentives induced the nursng home to
take in people with severe disabilities. The cautionary note about this experiment was the
need to have independent confirmation of discharges.

Whynes and Baines (1998) suggest thet for incentives to fulfill their role, the regulatees must
have some discretion over their behavior. They suggest that the income-based economic
incentives for UK GPs have had limited impact because a high-proportion of their income
continues to be determined by patient characteristics and thus the scope for a discretionary
responseto income incentives is correspondingly smal

Thus the incentive type mechanisms seem to have much lower transactions costs associated
with them. However, monitoring is still important, particularly to seeif the incentive is having
the desired effect on behavior.

I. Informal Coping Mechanisms

Despite the many problems encountered in the review, there have aso been examples of the
development of coping Strategiesin the presence of thesefallures. For example, in
Zimbabwe it was found that informa arrangements were made between the centralized
regulatory body (Hedth Professons Council) and locd municipdities, whereby the loca
municipaities would ingpect and carry out other monitoring functions, which the centrdized
body was unable to do so (Hongoro et a, 1998).

J. Regulatory Changeisan Incremental Process

The recent example of Lebanon (van Lerberghe et d, 1997) highlights the fact thet red
change is generdly accomplished by an incrementa process of both experimentation and
aliance building (in this case between the Minigtry of Hedlth and International Donors),
rather than arapid overhaul of the system. The Lebanese example aso points to the
importance of recognizing the political process in which the regulatory intervention is
planned.






V. Operational Principles

Given the earlier review of evidence, the following operationd principles are suggested when
attempting to introduce (or remove) regulations concerning the private sector:

1. For dl countries, there is need for basic legidation governing the entry (e.g. licensng and
registration) of health professonas and facilities. Despite the evidence that these regulations
may be ineffective, without being backed by adequate resources, experience suggests that
as the private sector develops or as resources become available, it is much harder to
implement legidation. Although, these type of regulations will not affect the informa sector
(which by definition is outsde the government’ s ambit), this basic legidation can be thought
of as establishing minimum standards which to strive for. Second, the existence of basic
legidation dso meansthat asthe judicid system is strengthened, or consumers become more
aware of their rights, then there islega recourse through which to pursue the implementation
of regulations.

2. Thetiming of regulation iscrucid. Asthe private sector develops and becomes more
formalized coditions of interest emerge, it is very difficult to put into place basic regulatory
legidation which works againgt private sector interests. In the MENA region, many
countries are just embarking on a process of hedlth sector reform and privatization. Thisis
then the idedl opportunity to consider the regulatory framework that should bein place.
Even though the extent of private hedth insuranceis smdl at the moment, experience from
countries such as Thailand suggest thet it is virtually impossible to implement legidation for
private hedlth insurance, once the industry is well-established.

3. Understanding the poalitical processis crucid, and the development of dliances essentid
for successful implementation of health provider regulation. Thus, a mapping of interested
parties and their likely interests and naturd dlies should be created, in order to increase
understanding of the latent political processes. Cregting Strategic links and partnerships
between the private sector (e.g. with key leaders) and the public sector (e.g. the Minister)
can assg in the improved application of interventions.

4. Therole of consumers and patients should be strengthened in order to have a widespread
understanding of appropriate preventative and thergpeutic regimes. The recent casein India
illustrated how consumer groups can take effective action to ensure the provision of
minimum standards through the judicia process. Key to this was consumer awareness of
their “rights’, good medica practice, and established legdl standards.

Continuing education for health workers, particularly with respect to pharmaceutica
prescribing practicesis dso important.  This alows hedth workers, including physicians and
paramedicals to stay abreast of changing practices and drug regimes. Methods for
influencing education indude influencing training and medica schoal curricula, aswell as
refresher and continuing education courses

5. Judicious use of incentives, particularly in middle-income countries can work. Whilelittle
use has been made of incentive mechanisms, it is clear that participants do respond to



financid incentives (dthough not awaysin the manner predicted). The example of Taiwan,
suggedts that linking the government’ s purchasing power

to accreditation and improved quaity can be successful. The key isto recognize when
opportunities for incentive-based intervention exigt.

Second, in terms of types of markets where incentives may be used, this review suggests
that there needs to be some pre-existing relationship between regulator and regulatee. This
is because the implementation of regulatory incentives will usudly rely on the use/redesign of
exiging systems of government trandfers and procurement. Thusin terms of the various
market structures which were reviewed in section 11, market structures where governments
il retain rolesin provison or financing (e.g. public, contracting out of services and public
provision) are more suitable for incentives (and possbly incentive regulation).

6. Incentive regulation may have limited usesin the hedlth sector. Incentive regulation in the
public utilities field include profit/cost and risk sharing based on verifiable performance
measures and this may be amenable to use in the hedlth sector (Laffont and Tirole, 1993).
Asinthe case of public utilities, it is clear that regulation based on detailed knowledge of the
provider’ s organizations and practicesis not successful, and points to the need to move from
thisleve of micro-management to favoring market-based incentive schemes (Abbott and
Crew, 1995). Within the hedlth sector, characterized by uncertainty and multi-dimensiona
aspects of care, itisdifficult to get Smpleindicators of outcome.

The qudity dimengon is particularly problematic.  Improving qudity using incentive
regulation seems to be quite difficult given the multidimensiona characteridtics of qudity and
the difficulty in measuring it. The need for clear formulae and narrow outcomes suggest that
incentives with respect to quantity or output and price (or remuneration), which is more
eadly quantified may be more feasble (Kumaranayake, 1998b).

7. The regulatory process must be seen as a process of incrementa change, dthough thisis
not incongstent with having a strategic or overdl idea of where the regulatory framework is
heading towards. However, changes should be planned through a phased-in process,
recognizing the politica context that surrounds the changes.

8. When conddering the process of reform regulation needs to be thought of concomitantly
to privatization drategies. If potentia gains from privatization are to be redized, then this
may require aregulatory framework in place. Privatization and regulation should be planned
for jointly.

10. Regulation islimited in what it can accomplish.  While there is a tendency to view
regulation as the solution to the various problems associated with the private sector, the
ability of regulation to address these problems must be recognized. Some problems may
require much broader-scae changes such as overal organization or adminigtrative processes
being changed.



11. Emphasis on improving government’ s capability, in order to improve effectiveness.
There is no automatic formulae to ensure successful implementation of regulation. Rather,
the actud design of any intervention will vary from system to system, and its ingtitutiond and
regulatory capacity. Regardless of what type of intervention is dedired, thereisawaysa
need for Srong monitoring capacity within the government
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