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PREFACE

PTIONS for Population Policy 11 is

a five-year project funded by the

Office of Population of the U.S.
Ageney for International Development. The
goal ol the project is to help AdLD.-assisted
countries formulate and implement policies
that address the need to mobilize and
cffectively allocate resources for expanding
family planning services, The project
provides technical assistance to:

> improve the analvtic capacity of
developing country institutions to design,
manage, and monitor family planning
programs;

> assess legal and regulatory policies
affecting the delivery of family planning
SCIVICeS;

> promote efficient use of pnblic sector
resources in family planning prograns;
and

> increase private sector participation, in
service delivery.

The OPTIONS 1] Project has devel-
oped special policy approaches to promote
expanded support for family pluiming.
Technical experts have prepared working
papers aimed at codilying project experi-
ence and analytic approaches. The papers
are intended to provide uniform guidance
to OPTIONS current and future staff,
furnish ALD./W and Mission staff with
analytic tools to improve program and
strategic planning, and help developing
country policy makers and anay sts to con-
ceptualize and critically analyze policy
aspects of the population sector.

The papers are being published as part
ol an ongoing Policy Paper Series focusing
on various aspects of operational policy in
family planning. Titles in the Policy Paper
Series include:

(1) Assessing Legal and Regulatory Reform
in Family Planning

(2* Strategic Planning for the Expansion of
Family Planning

(3) Policy Issues in Expanding Private Sector
Family Planning

() Communicating Population and Family
Planning Information: Targeting Policy
Makers

(5) Cost Recovery and User Fees in Family
Planning

For more infornmation about the
CPTIONS II Project, contact:

Director, OPTIONS 11

The Frmres Group

1050 17t Street, NW, Suite 1000
Washington, DC 20036

Tel: (202) 775-9680

Fax: (202) 775-9694
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OPTIONS MANUAL ON [ EGAL
AND REGULATORY REFORM

ne of the mandates of the

OPTIONS for Population

Policv 11 projectis to work with
governments to reform laws and regulations
that inhibit family planning users and
providers. This manmual seeks to provide
background material on these regulatory
issues, give guidance on how these issues can
be analvzed, and suggest wavs that reform
can be ackicved. The central recommenda-
tion for setting priorities in this arcais to
weigh the likely benefits or pavolts resulting
from policy or legal reform against the an-
ticipated costs or difficulties of achieving it

Pavolfs can be conceived of as savings
that accerue to the government when clients
switch from the public sector to the private
SCCLOr, O ds increases in contraceptive
prevalence. Improvements can also be cast
in terms of interneediate outcomes, such as
increases in the number ol outlets or
providers of Funily planning services or
number of methods available. Costs relate
to all that is involved with achieving the
policy reform, such as required resources
and time, cte. When pavolfs can be quanti-
ficd in hnancial terms, such as with savings
to the govermment, this approach can be
thought of in a cost-henefit framework.,
When thevare defined as increases in con-
traceptive prevalence or in number of ser-
vice outlets, this approach represents a cost-
clfectiveness analysis,
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BACKGROUND

he macrocconomic, regulatory and

policy setting in which family plan-

ning services are provided is likely to
influence contraceptive prevalence levels,
method mix, and the distribution of contra-
ceptive services among public, commereial,
and private non-profit sources. The focus
here will be on the impacts of policies on
contraceptive previdence and on the source
distribution, specificilly on the share and
number of users obtainmg services from
private sources.

Some of the policvand regulatory
issues that are discussed here primarily
alfect the private sector, while others have
cffects on both the public and private
sectors, The policy and regulatory issues
that are likelv to have the greatest impacts
on contraceptive prevalence are those that
alfect both the public and private provision
of services. Among these are restrictions
that limit the number of family planning

methods and providers and sources of family

planning services. Empirical evidence from
different countries indicates that contracep-

tive prevalence inercases with the number of

methods that are widely available and with
the number of sources from which family
planning services can be obtained (Jain
1989; Ross et al. 1989).

Restrictions on methods, providers and
uscrs, which will be deseribed in more detail
shortly, can be the result of burcaucratic
delays and problems or they can result from
specific codes or regulations (i.e., prohibi-
tions on sterilization or requirements ol
husband’s consent, restrictions of pill,
injectable, TUD, ete. provision to physicians,
requirement of prescription for obtaining
oral contraceptives, ctel). These tvpes of
restrictions can severely limit the choices
that are available to potential users, in terms
of both methods and sources, which, in

turn, lowers contraceptive prevalence.
Regulatory issues that are of cross-cutting
importance for both the public and private
sectors should be evaluated in terms of
whether and how thev affect contraceptive
prevalence. While in most cases primary
cmphasis should be placed on tracking
changes in contraceptive prevalence, other
outcomes that shonld be considered are
changes in method mix, aceess and quality
of services, and non-pecuniary costs.

Other regulatory and policy issues
primarilv adfect the private sector, Many
governments have grown increasingly
interested in stimulating greater private
provision ol fumily planning services, partly
in the hope of shifting some of the service
and financing burden away (rom the public
sector, Another reason for interest in the
private sector is the concern that free public
services are often going 1o middle- and
upper-middle-income housceholds that could
afford 1o pay for services, Finally, low service
quality (i.e., long waiting times, ete.) in
some public svstems has been cited as a
possible deterrent to contraceptive use, anel
itis hoped that an expansion of private
sector services, which are of higher quality,
could induce increases in contraceptive
prevalence,

The starting point for analvzing con-
straints on private provision of family plan-
ning services is the standard microcconomic
supply and demand framework. In this
[ramework, reliance on private services s
viewed as a result of the interaction of the
supply ol and demand for private services,
Private supply depends on the returns from
delivering family planning services and the
returns associated with alternative invest-
ments. The demand for private services
depends on houschold income and on the
convenience, price, and quality of private
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and alternative sources of family planning
services. The public policies that are de-
scribed here generally lower either the
demand or supply of private services, which
in turn reduces the services provided by the
private sector to levels that are lower than
tney would otherwise be, Regulations and
policies that primarily affect the private
sector should be evaluated in terms of
whether and how they raise government
spending levels by lowering private sector
service provision, and the extent to which
they lower contraceptive prevalence,

This document describes how regula-
tory issues can be conceptualized and
assessed with the ultimate objective of
achiceving poliey and regulatory reform.,
However, the overall approach and analysis
proposed here mav prove useful even in
contexts where adoption of a formal process
for undertaking reform is not feasible. First,
it mav help policy makers better understand
how structural adjustment programs will
affect the family planning sector. Second, it
may provide insights about the sector that
are helpful when formulating strategic
plans, even where regulatory reform is not
envisioned.
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INITIAL ANALYSIS

ne of the challenges will be to

recognize when and where regula-

tory and policyv retorm alone can
hring about signilicant increases in contra-
ceptive prevalence and private sector service
use. Other Bctors may be plaving such an
important role that accomplishing policy
reform can have onhy acsmall effect on
contraceptive prevalence or private sector
use. Insuch cases, policy reform may be
necessary but not sufficient to bring abowt
the desired changes, and one should iden-
v what other changes would be required.

Analvsis of the unmet need for family
planning services should shed ligho on the
magnitude of increases in contraceptive
prevatence that wounld result from the
oosening ol restrictions governing method
availabilitv and service provision. For ex-
ample,if analvsis ol recent Demographic
Health Survevs (DHS) data suggests that
desived fertilitvis very close to actual fertiliy
and that those who wish to space or limil
their childbearing are contracepting, then
changing the tvpes ol policies outlined here
mav have livde impact on overall contracep-
tive prevalence, whether provided publicly
or privatelv. On the other hand, if steriliza-
tion is illegal and a large proportion off
women indicate that thev do not want anv
more children butare either non-
contracepting or using less effective metn-
ods, then working toward the legalization
and diffusion of sterilization services could
have asignilicant pavolt in terms ol in-
creases in contraceptive prevalence and
births averted. Analvsis of the souree distri-
bution and characteristios ol private sector
users mav also indicate the potential for
shifting to private sources, For exanmple, if
many higher-income, educated residents use
public sources, it mav indicate a wide scope
for private sector growth.

OTHER INFLUENCES ON THE PRIVATE
SECTOR

While analvsis of the determinants off
private sector use is in its infaney, several
factors that are outside the scope of these
regulatoryissues have been argued o have
nujor effects on private sector use. First, the
widespread availabiline of free public services
mav deter contraceptors from switching to
private sources, even il private prices fall or
il private services become more readily
available. In these cases it may be essential
to introduce some tvpe ol cost recovery
scheme, or sereening “testing into the public
svstem il these reforms are to induce a shif
from public to private sowrces. Second,
houschold income levels v be so low that
cven it private prices drop stightlv, thev may
still be so high that they discourage privine
sector use, Third, private delivery networks
mav be poorlv developed and private provid-
crs maw Lack the mraining and equipment 1o
provide funilv planning services because of
inadequate access to capital markets, so thit
these reforms mav do littde on their own to
increase use of private services. In such
cases, a complementary package of service
delivery assistance mav be necessary to
stimulate private sector expansion,

These non-regulatory influences
should be considered before embarking on
an assessment of regulatory issues. Thev
constitute an important part ol the context
ol familv planning service provision and are
likelv o plava major role ininfluencing how
cltective poliev and regulitory reform will be
at generating higher contraceptive preva-
fence or stimubating greater private sector
use. Ingeneral, greater emphasis should be
placed on legal and regulators vetorm in
cnvironments where there isafaree nnmet
demand for family planning and - or where
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there is greater potential for users to switch
from the public 1o the private sector.,

ASSESSMENT OF REGULATORY ISSUES

When taking stock of the regulatory
cnvironment in a particular country, first, it
chould be determined whether any prior
assessment of some or all of these issues has
been undertaken. Many of these issues have
heen examined as a part of SOMARC coun-
try assessments and The World Bank sector
reports. For example, assessments have
been done for Indonesia (The World Bank
1990; Kenney 1989 and SOMARC T987),
Ghana (SOMARC 1990w, the Philippines
(Kenney 1990 and SONARC T990D), as well
as many other countries in the world, More-
over, since family planning services are
provided within a Lwger health context,
previous studies from health projects/
sources should be also sought out. Two
other potentially useful references are the
checklist devised for the OPTIONS | Project
and a review paper by Lewis and Kenney on
the private sector (Issacs TOSS: Lewis and
Kenney 1988).

Sccond, through structured interviews
with government and private sector repre-
sentatives (from manufacturing, retailers,
distributors, service providers, NGOs, profes-
sional associations, ete.), it mayv be possible
to niurrow down the issues to those that are
likely to be relevant for a particular counury,
Many private sector organizations are knowl-
cdgeable about their markets and are likely
to have a very good understanding of which
legal and regulatory barriers constitute
major constraints. They may also he willing
to share analysis from market rescarch
studies that provides insight into other
market Lactors that are important consider-
ations,

CAVEATS

Before discussing specific regulatory
issues in more detail, several general points
shonld be made. The first point is that the
importance of any one ol tiese [actors is
likely o vary significantly across countries.
The second pointis that these factors may
have different effects on the private and
public sectors. For example, high writts on
imported commercial contraceptives raise
the retail price of commercial products,
which can lower the demand for services
from private sources. This may then lead to
higher demand for services [rom public
sources, which could increase the financing
burden on the public sector.

The third pointis that specific policies
or regulations mav be of importance for one
method or secof providers, and have litlde
bearing or even positive effects on other
methods or providers. For example, the
preseription drug requirement for oral
contraceptives mav have adverse impacts on
the commercial pill market with no adverse
citect on the commercial market for
condoms (in facta preseription drug re-
quirement could actually hoost sales off
condoms as potential pill users substitute
condoms instead). Likewise, physicians may
support the preseription drug requirement
while midwives and pharmacists may advo-
cate its removal,

The forrth pointis that itis important
to understand the rationale for a policy or
regulation. Many of the regulations that are
discussed here (such as the registration of
pharmacentical products) were intended 1o
protect the general public from fraudulent
or unsafe practices. Others are the result off
pressure exerted by special intervest groups
with vested interests in the regulation (such
as prohibitively high tiffs on timported
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products that are designed o protect do-
mestic production). Other policies may be
in place o satisfv macrocconomic objectives
(as with taxes and wariffs designed 1o raise
revenues and balance federal budgets).
Understanding the background and sup-
porters of a particular policy or regulation
provides a basis for determining how diffi-
cult it will be to change the poliev. Tt can
also provide a guide for amticipating which
groups will be opposed to reform and which
groups will be supportive.

The [ifth pointis that the
nmacrocconomic context may playv an impor-
tant role in influencing which reforms e
feasible or even desirable. In many coun-
tries, govermments have been implementing
uniform tax and import policies across all
sectors as a part ol overall cconomic relorm
packages. One of the rationales for this
policvis that it makes the svstem less cum-
bersome. I the government has adopted
this tvpe of approach, it mav be verv dilficult
to gain exception for family planning
products.

CHECKLIST

Table 1 gives alist of regulations and
laws that mav be deterring family planning
service use, These factors have been
grouped into five different categories:
Regulations that Constrain Contraceptive
Options: Tax and Import Policies: Advertis-
ing and Promotion Regulations: Other
Regulations Affecting the Commercial
Sectorsand Regulations Affecting Non-Profit
Organizations, Table 2 summarizes the
mechanisms through which o given govern-
ment regulation or policy can lower contra-
ceptive prevalence or deter privace Family
planning service provision and the govern-
ment anthorities that are likelv to be in
charge of the policv. The text provides

more background information on cach of
the major regulatory issues and also contains
suggestions for some simple analvsis that
could be undertaken in the field to provide
evidence about whether the poliey is actually
acting as a constraint on use, and what the
likely magnitude of the impactis. Ttalso
provides an indication of who is likely to
gain and who is likelv to lose from reform.,
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LecAL AND REGULATORY CHECKLIST
I e S R D

Regulations that Constrain Contraceptive Options
Restrictions on Specific Methods
» Prohibitions on provision of certain methods
» Restrictions on who may receive a method and under what circumstances
Restrictions on Service Delivery and Distribution
» Prescription requirement
» Regulations on sale, distribution, or delivery of services
Registration, Licensing, and Certification Policies
> Approval and registration of contraceptive products, formulations, packaging
» Certification of family planning providers and clinics
Limitations on Private Practice
> Barring private practice
» Who can practice and where

Tax and Import Policies
Tax Policies
» Sales taxes/value added taxes
Import Policies
» Import tariffs
> Import quotas
» Lixchange controls

Adpvertising and Promotion Regulations
» On prescription drugs
» On family planning products
» On usce of point of purchase materials or mass media
> On generic and brand advertising

Other Regulations Affecting the Commercial Sector
> Patent and trademark laws
> Discouragement of foreign investment
> Statutory price controls

Restrictions Affecting Non-Profit Organizations
> On sale of donated commodities
> On use of ficldworkers
> On fees charged for services



TABLE 2

SUMMARY OF REGuLATIONS AND PoLicy Issues

REGULATORY OR
POLICY AREA

AUTHORITY
RESIFONSIBLE

ISSUE/PROBLEM

CONSEQUENCES

Specific methods

IHealth Regulations (MOIT)
Other Studies

Prohibition of sterilization or

other methods; restrictions on
who can receive methods and

under whut conditions

Reduces choices available o potential
contraceptors which is likelv to reduce
contraceptive prevalence. Could ceither
stimulate or reduce private sector service
provision. Mav stimulate private sector if
private sector is able 1o circumvent

restrictions,

Delivery/Distribution
of Scervices

Health Regulatdions (MOI)

Restricting IUD insertion,
injectable, or implant provision
to physicians

Lowers access to services by reducing
supply points and raising travel times and
raises costs of service provision; may
reduce supply and demand: no qualit loss
has been found from loosening these
restrictions in many studices, but thev mav
cnhance safety/quality.

Prese ption and
Dispensing

Health Codes
Medical/Nursing
Practice Acts (MOH)

Requirement of prescription
for pills

Raises the costs to consumers ol obtaining
commercial products: likelv to result in
lower demand: may increase safety/quality
of pill use.

Product Approval;

Licensing: Registration

Local FDA Equivalent

Papenwvork/Delavs/Higher
costs

Raises costs of bringing commercial
products to the market: mav reduce
availability and diversity of commercial
products: mav raise quality of commercial
products. Can limit availabilitv of methods
in the public program.
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REGULATORY OR
POLICY AREA

AUTHORITY
RESPONSIBLE

ISSUE/PROBLEM

CONSEQUENCES

Certification of Private
Providers,/Clinices

MO /Family Planning
Service

Paperwork/Delavs/Strict
requirements

Raises costs of gaining certification as a
family planning provider: mav reduce
availability /number of private providers;
may raise quality of private services.

Private Practice

Health Regulations (MOH)

Restrictions on private practice

By restricting or banning private practice,
may lower supply of private services, and
hence raise prices.

Sales/Value Added

Taxes

Finance Minisuy/Treasury

Raise retail prices of’
commecial products

With higher prices, demand may be
reduced.

Import Tarifts

Customs/Trade Ministry

Raisce retail prices of
comnecial products

With higher prices, private demand may be
reduced.

Advertising and
Promotion

Health Regulations
(MOFD): Other Laws

Prohibition or limitation on
advertisement of presceription
drugs or all family planning
products

May lower awareness of commercial
products/providers, reducing demand for
commercial products and services.

Patent or Trademark
[aws

Legislative or Judicial
Svstem

Abscence of protection or
cnforcement

Can reduce RED and lower quality in an
unregulated environment: can lower
supply costs; may lead to highly
competitive conditions with many products
and low prices.

Statutory Price
Controls

National Price Board:
Finunce or Health Ministry

May lower commercial prices

If commercial prices are constrained at
artificially low levels.

Non-Profit
Organizations

Justice, Finance.
Comimerce Ninistries:
MOIT or Family Planning
Service

Restrictions on fee schedules,
charges for commodities, scope
of semvice

May constrain NGO providers from
expanding service levels or make it difficult
for them to cover costs.

l
!
l

Note: MOH denotes Ministry of Health: FDA denotes Food and Drug Administration: R&1Y denotes Research and Development: NGO denotes Non-Governmental organization,
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REGULATIONS THAT CONSTRAIN
CONTRACEPTIVE OPTIONS

cgulations and policies in this area
can affect both the public and
private sectors and relate to:

a. prohibition on provision of certain
methods;

bh. restrictions on who may receive a method
and under what circumstances;

c. preseription requirements;

d. restrictions on what tvpes of health
personnel may offer different funily
planning services and where services can
be provided;

¢. registration of contraceptive products;
and

f. certification of new family planning

providers and clinics.

These regulations constrain the op-
tions available to potential contraceptors,
cither by reducing the number of methods
that are available and the number of outlets
where services can be provided, or by limit-
ing contraceptive choices for some groups.

RESTRICTIONS ON SPECHIC METTIODS
Some governments prohibit the use of
certain fanily planning methods, such as
sterilization, or place limits or conditions on
who can receive a method, such as requiring
the husband's consent, a certain parity level,
or that a woman’s health be endangered in
order for her to receive asterilization,
Other regulations include requirements of
laboratory tests or physical exams or comple-
tion of lengthy forms that request personal
information as a condition of service provi-
sion or resupply. These reguliations are
sometimes referred to as “punitive qualiny”
(Bruce 1990) because they may actually leacd
to worse outcomes in the name of improving
quality. If these policies are enforeed, they
may scrve to effectively narrow the range of

available methods to the point that they do
not mect contraceptors’ necds or desires.
They may also increase the psyehic costs of
contracepting, lengthen waiting times, and
increase the costs of providing services,

These policies can alfect both public
and private providers—but not always in the
same direction, For example, if sterilization
is officially prohibited, it may be completely
unavailable through the publie health
system, but it mav be obtainable through the
private sector, for those who are able o pay.
In that case, the sterilization restriction may
actually stimulate private sector provision.,
Likcwise for restrictive medical practices,
such as requirements of physical exams
cvery six months for pill resupply in the
public sector. In other circumstances, the
regulations may deter both public and
private provision of services. These types of
policies are often contained in health
regulations or in other public statutes.,

These regulations can have many
differentypes of supporters. For example,
religious groups may support prohibitions
on sterilization services while medical
socicties may back the regulations that
govern method provision, If the private
sector actually benefits from restrictive
practices in the public system, it may be
resistant to change.

With all the policies and vegulations
described here, the first step is to make
certain that the regulations and statutes on
the books are implemented in practice. If
they are not implemented, it may not be
worth devoting any time to trving to change
them, unless they are of symbolic impor-
tance. In fact, drawing auention 1o their
lack of enforcement could do more harm
than good if it leads opposition groups to
call for their enforecement. Seeond, it is

11
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important to ascertain whether there are
unwritten rules that are actually used in
practice but which are not reflected in
official regulitions or statutes, In somne
countrics, practices may have developed
over time that serve as constraints while at
the same time not representing an official
written policy. Furthermore, statutes or
policies mav bve been officially changed in
some countries, without attendant dissemi-
nation about the policy change to providers
or clients, so that the svstem may continne
to function as il the poliey were on the
books. Therefore, if providers and clients
arce unaware ol an official policy change, it
might be best to recommend that the
government implement an education and
training program to inform providers and
clients ol the new poliey,

Targeted unmet need analysis, indicat-
ing perhaps that a significant share of the
respondents want to use a method but are
not contracepting, can also reveal whether
these reguliions are acting as constraints,
I it does appear that these policies are
limiting the availability of modern methods,
a rough estimate can then be made of the
cffects on contraceptive prevalence. Jain
(1989) did a simple analysis in which he
usced cross-national data to estimate the
relationship between contraceptive preva-
lence and the “availability™ of modern
methods. He found that the widespread
availability of one additional modern
method is associated with an increase ol

12 percentage points in contraceptive
prevalence. The availability index was
constructed using inale sterilization, female
sterilization, the 1UD, the pill, the condom,
and abortion, based on judgements made by
persons knowledgeable about a particular
country. Availability does not pertain solely
to whether a given method is approved; it
takes inte account availability from public
and private sourees.

When assessing effects on contracep-
tive prevalence, it should be considered how
widely the additional method will be made
available. For example, if the regulatory
change will resultin IUDs being provided in
most rural and wrban arcas, then it may be
appropriate to assume that a 12 pereentage
point increase in prevalence will result
because of the addition of a method. On
the other hand, if the regultory change
woutld resultin the addition of TUDs on the
commercial market ina country where only
physicians can insert ITUDs and where there
are very few private physicians who offer
family planning services, the impact on
contraceptive prevalence is likely to be very
small or nonexistent. Furthermore, the
introduction of a new method is likely to
induce shifts from other methods o the new
method. While this may be desirable be-
cause it may mcan that contraceptive needs
are more closely matched with the prevail-
ing method mix, it mav accomplish little in
the way of increasing prevalence or raising
the number of births averted.

* While this study showed afairly close reluionship between contraceptive prevalence and method availability,
care should be used when using the poing estimate. First, it seems dikely that the effect of adding an additional
method will depend on the contraceptive prevalence level in agiven countyand on the degree of unmet
demand for family planning services, Neither of these factors is tiken into account in Jain's analysis. Farther-
more, the availability index is based on “expert judgements™ which may be havd 1o replicate and which are likely
o be inconsistent across countries. Finally, it would be helpful if the analysis could be redone without abortion

heing counted as i modern method of contraception.
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RESTRICTIONS ON SERVICE DELIVERY

AND DISTRIBUTION

Restrictions in this arca include re-
quirements that: (1) oral contraceptives be
obtained onlv with a prescription: (2) 1UDs,
injectables, and sterilizations be provided
only by physicianstand (3) sale of condoms
be limited onlv o pharmacies. These
regulations are in place for many reasons:
hecause of medical practice patterns held
over from colonial times or imported from
developed conntries: hecaunse ol interest in
maintaining high service quality: or because
thev reflect the interests of powertul interest
groups such as physicians, These restrie-
tions reduce the number ol outlets and
providers where potential nsers can obtain
commercial services and thus raise the costs
to consumers (both in terms ol travel tme
and service fees) ol obtaining commercial
services. Thevare likelv to greathy reduce
service provision threugh both the public
and private sectors, For example, if physi-
cians are the only providers who are permit-
ted o offer most methods, it mav be neces-
sary to offer family planning services ata

public clinic onlv one day a week or on some

other restricted basis which reduces the
convenience of obtaining services. More-
over, houscholds will tend 1o face higher
ont-ol-pocket expenditures for private
services, since private physicians generally
have highev fees than private midwives,

In most countries, the mumber of
physicians is much lower than the number
of paramedics, nurses, midwives, or pharma-
cies and the number of pharmacies is lower
than the muanber of chennical sellers or
other retail outlets. Teshould be pointed ont
that there - considerable literature on how
these restrictions and their removal affect
service gquality (much of it from operations
rescarch projects) that demonstrates that

quality does not suffer when trained nuarse
niidwives or paramedics ave permitted to
insert IUDs or when trained pharmacists are
allowed to sell pills without prescription
(Brace 1990; Kinhorn and Trias 1978; Eren,
Ramos, and Grav 1983).

Because these regulations are not
enforced ov honored in practice inmany
countries, the first step is to understand
whether theyare really serving to reducee
supplyand access. A successful strategy for
quickly assessing the extent ol enforcement
nay involve direct observation in pharma-
cies and informal questioning ol practitio-
ners and cheats. Incaddition, survey data on
source ol service can indicate whether these
constraints are binding. For example, if
DIIS data show that only a small fraction of
rural pill nsers obtain supplies from pharma-
cies or that very few condom users obtain
condows from rewil outlets, this would
indicate that these vestrictions constitute i
barrier to use.

Il these regulations do seem to be
cenforced, estimates of the ratios of physi-
cians, midwives, pharmacies, ete. should be
obtained [rom the government or the
relevant professional association. I possible,
separate estimates should bhe made for raral
and urban arcas, or by province or region,
to pinpoint whether these policies ereate
particular d’fficulties in certain arcas. For
example, the availability of physicians and
pharmacies is often much higher in urban
than in varal areas, so that these restrictions
may have a greater impact on rural contra-
ceptive use, In general, the greater the
divergence between the number ol outlets
where family planning services can be
obtained nnder curvent policies and the
projected number of ontlets after the policy
change, the greater will he the likely impact
on contraceptive prevalence, As a related

13
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exercise, projections of desired contracep-
tive prevalence could be used to estimate
the number of providers that would be
required to meet future need levels and
then determine the magnitde of the likely
shortfall.,

In addition, analvzing DHS or other
survey dita on pereeived access to family
planning services and to particular methods
may be useful. If respondents report long
distances to service outlets, problems with
clinic hours or waiting times, or if they know
ol no or onlya few sowrces oi family plan-
ning services, and i these respondents tend
to have an unmet need for contraception,
this would provide additional evidence that
contraceptive use is being constrained
becanse of these policies and regulations.,

While we lack . olid evidence on the
magnitude of chunges in contraceptive
prevalence that would prevail under differ-
ent scenarios, some results presented in Ross
ctal. (T989) mav provide a guide as to what
could happen if a poliey chiange led to an
increase in the number of outets where
contraceptives can be obtaned. Evidence
from Thaikind suggests that contraceptive
prevadence was higher in villages in which
there were more outlets for family planning
services, Contraceptive prevalenee was
compared for villages with one, two to three,
and iour sources of services. On average, it
appeared that having one additional source
is associated with a five percentage point
increase in contraceptive prevadence. This
should be nsed only as a rongh guide 1o
what may happen, particularhy since the data
came from only one country, Again, actual
increases in contraceptive prevalence are
likely to be systematically related to the level
of unmet demand for family planning
services and to current levels of service
availability. Furthermore, il regulatory

reform leads particularly to relatively greater
access o private services, some public sector
users mav switch to private sources, which
would then lessen the financing burden on
the public secior,

REGISTRATION, LICENSING, AND
CrrriFicarion Poricies

These policies encompass registration
of contraceptive products, formulations,
brand mames, trademarks, packaging, ob-
taining import or distribution licenses, and
certification of Lamily planning providers
and clinics. Problems generally center
around bureancratic procedures that result
in asignificant amount of paperwork and
delayvs when seeking approval for new prod-
ucts or clinies. While they may affect both
the public and private sectors, they may have
greater bearing on private sector activities.

Burcancratic delays and paperwork can
lead to long delays in the introduction of
contraceptive products because ol difficulty
in obtaining approval for new products or
licenses for distribution. A significant
amount ol paperwork may also be required

Just to maintain existing products on the

market. Certification of privine providers or
clinics mayv also involve long delavs or
require special training in family planning
or equipment whichis ditficult or costly to
obtain. The time and resources devoted to
obtaining licenses or certilication raise the
costs of carrving out family planning activi-
ties, which can in turn reduce private invest-
ments in family planning. They may also
result in consumers havir | a narrower
choice ol methods or providers, which has
been shown to be associated with lower
contraceptive prevalence. At the siae time,
these procedures, while cambersome, may
serve to protect the public from unsale
products or providers.
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Registration and licensing policies are
generally handled by government units
cquivalent to the ULS. Food and Drug
Administration (FDA) within Health Minis-
tries. ‘The reasons for the delays are mani-
fold, stemming from inefficiencies and
inadequate statting leveds in local FDAs, or
cautiousness related 1o the past dumping of
outdated or unsafe pharmaceutical products
in developing countries. Certification of
private clinies and providers is also governed
by Ministries ol Health, Thus, government
olficials within these different parts of the
Ministry of Health, private manufacturers,
and private providers may be able to provide
some insight about the process for registra-
tion, licensing, and certilication.

To gauge the impacts of registration
policies, one should first assess whether a
full range of fumily planning methods/
brands and rvelatively new products such as
the implant have been approved and are
available in the coomtry—if they are, that's a
sign that registration and licensing problems
are not overriding. IFonly a few products
are available, the extent to which regulatory
barriers constitute the root problem should
be addressed. An alternative explanation
relating the narrow method mix o pereeived
low levels of demand should also be consid-
cred. I it does appear that a narrow method
mix is a consequence of burcauceratic prob-
lems, the likelv impact should be analvzed
folowing what was suggested in the section
on “Restrictions on Specific Mcethods.™

To assess whether certilication consti-
tutes a real problem, the following should
be examined: the share of contraceptors,
who obtains services [rom private doctors,
midwives, clinics, or hospitals; how many
private doctors, midwives, clinies and hospi-
tals provide general health care services and
how many provide family planning services;

LN A

and whether there are waiting lists of provid-
ers or clinies secking certification. H only a
small share of contraceptors obtain services
from these private sources, a large number
of private providers do not offer family
planning services, and there are waiting lists
and long delavs in the certilication process,
improving certification procedures would
likely increase the provision ol private sector
services. However, the absence ol waiting
lists should not necessarily be taken as a sign
that there is no problem. Potential provid-
ers mayv be so discouraged about the process
that they do rot even bother to apply for
certilication.

LiMITATIONS ON Privare: Pracrice

Many governments constrain phuysi-
cians and midwives from freely entering
private practice. Some governments bar
private practice altogether or limit the
extent of private practice. These regulations
often arise because of atempts o fully staff
the public health svstem at low cost. These
restrictions could reduce the number off
private providers or the hours devoted to
private practice, which decreases the supply
of private family plimning services,

When assessing the elfects of these
restrictions, itis important to take into
account the extent to which public sector
practitioners also conduct private practice.
In many countries, public sector physicians 15
have thriving private practices at public
sector clinies or hospitals or in another
setting. Furthermore, hecause of Tow pay
and the high returns from private practice,
many public sector physicians do not work
complete days at their public sector posts.
Thus, these government restrictions may not
have a very severe effect on the supply of
privice services. Observation of stalfing
patterns at public clinies and informal
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discussions with public sector physicians and
midwives and representatives from associa-
tions for midwives and physicians can pro-
vide a general sense of how this is occurring
in a given country. If permitting private
practice leads to increases in the number of
outlets at which family plinning services can
be obtained, this could lead 1o greater
private provision of services and to inereases
in contraceptive prevalence.

There should also be awareness of
possible innovation in this arca regarding
private/public partnerships. For example,
in some countries, lack of access to needed
cquipment may be a real constraint to
provision of sterilizations by private physi-
cians. To the extent that public hospitals
arc outfitted with this cquipmentand it is
not being used to its full capacity level,
arrangements conld be made for private
physicians to provide services to their clients
in public operating theaters, while paving a
fee to the public sectov. Other hybrid
arrangements may be feasible, such as
contracting out for private physician or
midwife services for use in mobile delivery
teas or on i part-time basis in public
health clinics, combined with fee collection
to pay for the physician’s or midwife's time.
Given the currentand projected health care
financing crisis facing many developing
countries and the large share of health
budgets devoted to physician salaries, these
types of partnerships may prove especially
important in expanding service availability.
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TAX AND IMPORT POLICIES

Tax POLICIES

Many governments impose value added
taxes (VAT) on products that {low through
commercial channels as a major source of
revenue generation. Value added taxes can
raise retail prices of commercial products
siznificantly, depending on the stages
during the distribution chain at which they
are applied and the value of the VAT, If the
VAT is expressed in percentage terms, and iff
itis applicd at two stages in the distribution
chain, sav retail and wholesale, then the
retail price with the VAT will be (1 + VAT) (1
+ VATT) as large as it would be otnerwise. If
itis applied only at one stage, the retail
price with the VAT will be (1 + VAT) higher
than otherwise. If the VAT is 7 percent, and
itis applied at two stages in the distribution
chain, then the retail price will be 11449
higher, or 1149 percent higher; while if it is
applied at only one stage, the price will be
1.07 higher, or 7 percent higher,

[ligher prices could in turn reduce
demand for commercial services. In gen-
cral, these taxes are applied to all products
that flow through commercial channels,
often making it difficult to gain an excep-
tion for Family planning products. Belore
doing any further analysis, the first step is to
make certain that the taxes are actally
collected—practice may differ fron the
written policy, I itappears that the govern-
ment is collecting the taxes, the negative
cflect on demand of the higher prices
should then be assessed.

First, the cumuldative effects of the
value added ax, that is, how much it adds to
the retail price, should be determined. To
develop an idea of how much private de-
mand may be lowered by the VAT, an
estimate is needed for the price elasticity of
demand (i.e., the percent change in de-

mand that results from a one percent
change in the price). Unfortunately, we do
not have much selid evidenee about this,
and it is likely to vary from country to coun-
try and, within countries, across income
groups. However, studies from Jamaica and
Thailand do provide estimates of the price
clasticities for specific methods (Akin and
Schwartz 1988). Fstimated price elasticities
varied from method to method and across
the two countries. Elasticity estimates for
the condom were - 70 in Thailand and -1.51
in Jamaica, while for the pill, thev were -.07
in Jamaica and - 11 in Thailand. In the
above example with a VAT of 7 pereemt
applied at two stages in the distribution
chain, as already noted. the effect on the
retail price is an incercease of A9 pereent,
Ifwe use the estimates from Thailand and

Jamaica to form a range, the effect of the

VAT would be 1o lower demand for
condoms by 10.1-1 to 21.88 percent, and o
lower demand for pills by 1.01 10 1.59
percent (thisis obtained by multiplying the
clasticity estimate by the percent inerease in
the price due o the VAT).

After caleulating the likely inercase in
pill use, the next step is to consider possible
savings to the government in terms of lower
service delivery costs. If all of the additional
commercial pill users had not been previ-
ously contracepting, the increases in pill use
increase prevalence without lowering public
service delivery costs. At the other extreme
is the case in which all of the additional
commercial pill users had been previously
receiving services from the public sector. In
that case, no additional increase in preva-
lence occurs, but the government does
experience savings on service delivery costs.
Some middle ground is also possible, with a
fraction ol the additional pill users constitut-
ing new contraceptors and the remainder
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having switched from the public sector.
Finally, it is also possible that some of the
additional pill users switched from other
privately provided methods, in which case
they do not add 1o contraceptive prevalence
nor do they generate a savings to the
government.

It may also be helpful o assess the
implications for contraceptive prevalence
and government savings of the two extreme
cases to set bounds on the likelv magnitde
of the change. When trving to calculate
savings to the government, an estimate of
the decline in public sector users (i.ce., the
number of switchers) should first be made.
This must then be combined with an esti-
mate of the marginal costs of serving familv
planning clients in the public sector, In the
past, many analvsts have used the average
cost (total costs divided by total users) as an
estimate ol marginal cost. However, in
many countries, average cost is likelv to
exceed marginal cost, because of fixed costs
that do not vary with the number of
contraceptors. Therelore, a more conserva-
tive approach, and one that is casier to
implement, is to calculate what the govern-
ment saves in terms of commaodities from
not serving that additional group of users.
This can be done with a simple calenlation
cqual to the product of the decrcase in users
and the cost per pill evele.

CAVEATS

Several things should be kept in mind
here. First, these estimates come {from two
lower-middle-income developing countries,
so it is difficult to know how generalizable
they are to countries in other income cat-
cgories. Sccond, respousiveness to changes
in commercial prices is likelv to depend on
the availability of public services—in coun-
tries with readily available public services,

responsiveness to commercial prices may be
higher (i.e., elastic), while in countries with
smaller public roles, responsiveness may be
lower (i.c., inclastic). Third, to the extent
that contraceptors switeh from one method
to another in response to price changes,
increases in commercial pill prices may be
associated with decrcases in pill use and
increases in use of other methods. There-
lore, these estimates may provide poor
indicators of the effects on overall contra-
ceptive previdence.

Fourth, when calculating the effect of
taxes (and tarifls) on prices to consumers, it
is important to consider how most private
scctor clients receive their services, I they
receive their oral contraceptives primarily
through pharmacies, the above caleulation is
suggested. However, if they obtain them
from private physicians or midwives, the
price paid by the client also includes a
service fee which should be taken into
account when caleulating the effect on
price. For example if the service feeis F, on
average, and the price for a cvele of oral
contraceptives is C, then the percent change
in the price will depend on both F, ¢ and
the VAT, and it will be considerably smaller
than if no service fee were involved.

It may also be useful to consider what
share of monthly (or vearly) income or
expenditares is required to provide a
month’s (or vear's) worth of protection,
both with and without the VAT for house-
holds in different income categories,
SOMARC stafl” consider prices that consti-
tute less than 2 percent of monthly income
affordable for clicnts in the lower-middle
and upper-lower income groups (the so-
called Cand D income groups). For many
developing countries, information on
houschold income and expenditure levels is
available from published World Bank docu-



OPTIONS MANUAL ON LEGAL AND REGULATORY REFORM
0 S

ments or from income, emplovment, and
expenditure surveys that are regularly
conducted by central statistics burcaus. This
simple analvsis mav shed some light on
whether the VAT pushes prices out of the
reach of buvers in certain income groups.
Since income information can be problem-
atic, especiallyin rural arcas, it may be best
to caleulate the share of houschold expendi-
tures that would be required for different
contraceptive methods, Another picee of
information that mav be instructive is the
share of houschold expenditures devoted 1o
all health services and products for differemt
income groups. Finallv, it should be kept in
mind that, i the share and number of pill
users in dilferent economie strata getting
services from commercial outlets is high,
then thisis evidence that the VAT mav not
be an important constraint on demand.

Ineort Poricies

The import of family planning prod-
ucts and equipment mav be limited by
governments through the imposition of
tarifts or quotas on imported products or
control ol foreign exchange movements,
Tarifls raise prices on imported products,
which may transhate into lower demand. In
most countries, tarifls are applied in per-
centage terms, With an across-the-board
tarifl of 20 pereent imposed on all imported
products, the ultimate effect is to raise the
retail price by 20 percent (caleulation of the
cffect on demand follows the steps outlined
above for analvsis of the VAT that use
clasticity estimates). Fxchange controls
generallv reduce imports, resulting in a
lower supply and possiblv higher prices. To
assess whether exchange conrols are limit-
ing the development of the commercial
market, one should examine whether
commercial family planning products are
readily available. Two factors are likely to be

important here: the extent of domestic
manufactring of commercial family plan-
ning products and how tightlv access to
foreign exchange is controlled.

To determine whether removing tarifls
will have an elfect on private sector service
use or contraceptive prevalence, again it
should be [irst determined whether duties
on imported contraceptives e actually
collected (in some countries, only a share of
the tariff mav be collected through Kick-
backs and corruption and therefore, the
revenue mav not reiach the government).,
Then, the total import picture should he
considered. I the government also places
limits on movements of forcign exchange,
then even with the removal of the ariff,
there may be little or no change in supply or
price because importers cannot raise their
import levels that much. Furthermore, iff
almost all of the commercial product is
domestically produced, then removing the
trifl may have litde effect on the commer-
cial price. (Note that tarilfs on raw materials
for production of contraceptives mav dis-
courage domestic manufacturing or raise
prices of domestically produced products.)
The domestic manufacturing of family
planning products varies widelv across
countries: domestic production of muhiple
brands which constitute the majority of the
commercial nurketis prevalent in many of
the Latin American countries, while most
African countries relv exclusively on im- 19
ported contraceptive products. Therefore,
in Latin America, removing tariffs on im-
ported familv planning products may stimu-
late more imports but mav not lead to lower
commercial prices, while in Africa, it may
have a larger effect onuse, 10t appears that
removing the tarill would fower commercial
prices, then the same types of analvsis
suggested above for analvzing the effects of
taxes should be used.
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When tariffs (or duties) are imposed
on family planning products, it is important
to look at the overall tarifl sirneture. 1 adl
imported products are treated similarly,
there may be little hope of gaining excep-
tion for familv planning products. Tt may
require that the Health Ministry argue for
an exemption of i whole list of essential
drugs that includes family planning prod-
ucts, which may have severe budgetary
implications for the Finance Ministry in
terms of ost revenues. 1, however, family
planning products are singled out and have
tariffs that are much higher than other
inported goods, or il essential drugs are
exempted from triffs and family planning
products are not on the essential drug list,
there may be much greater scope for action,
In cases where family planning products are
assessed mueh higher duties than other
imports, the family planming ministry may
be able to argue for cqual reatment for
family planning products. Where family
planning products are not placed on essen-
tial drug lists whose products are duty free, it
would he appropriate to concentrate on
changing the essential drug list.

Support for high tariffs may bhe found
in the finance ministry which is uving 1o
keep government revenues high, or among
domestic manulacturers who seek protec-
tion from imports. The losers are foreign
manufacturers, importers, and potentially
consumers who have to pay higher prices.
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ADVERTISING AND PROMOTION

REGULATIONS

n many countrics, commercial promo-

tion ol preseription drugs and non-

preseription family planning products is
illegal. In other countries, general message
promotion is permitted, while name-brand
advertisement is illegal. These restrictions
often pertain to oral contraceptives and
other ethical pharmaceutical products in an
cllort to protect the public. Special restrie-
tions specifically on the promotion of family
plinning products are in plice in other
countries due to the sensitive and private
nature of contraception and because of
pressure [rom religious anthorities. These
restrictions serve to cither totally eliminate
advertisement or to reduce commercial
firms” willingness 1o promote products.
When name-brand advertisement is illegal,
individual firms do not have an incentive 1o
develop campaigns 1o promote generic
contraceptive use becanse while they will
hear the full costs, other firms and possibly
the public program will benefic from the
campaign. These restrictions reduce aware-
ness ol commercial products and services,
which in turn leads 1o lower commercial
demand and reduced carnings for commer-
cial firms.

One potential limitation cited in Lewis
and Kennev (1988), based on interviews with
conimercial manufacturers, is that many
firms believe that direct brand-name adver-
tising and marketing through the mass
media may not be profitable. They believe
that such a campaign may raise consumer
lovalty 10 their brand, but at the same time
the benefits would be spread across other
commercial firms and the public sector,
This would imply the need for subsidices 10
induce individual firms 1o undertake promo-
tional caunpaigns. In fact, most of the cases
in which large-scale private promotional
campaigns have been undertaken have been

part of a contraceptive social marketing
program, where there is an initial subsidy to
finance start-up costs and promotion and
where ongoing operations are sometimes
also subsidized. Therefore, itis not clear o
priovi what would be accomplished from
reducing advertising and promotion restric-
tions alone, without providing subsidies or
other support for advertising and promo-
tional activities.

Unfortunately, no studies have been
published that assess how these restrictions
alfect knowledge and use ol contraceptives.
Ouiside of the context of social marketing
programs, no analysis has been done that
documents the impact of brand-name
advertising on the demand for other brands
and for public services, or that assesses the
cffects of casing advertising restrictions.
However, some simple analvsis of DHS or
other survey data may be instructive. These
surveys tvpically include a series of questions

that relate 1o the respondent’s knowledge of

indivichial methods and of different sources
where services can be obtained. Tow levels
of knowledge of methods and sources could
point 1o aneed for dissemination ol infor-
mation on the issues. Furthermore, survey
responses may also provide an indication of
the likely reach of radio, television or news-
papers through information provided on
whether the respondent has or watches/
listens o television or radio, and how often,
and whether the respondent is literate.
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OTHER REGULATIONS AFFECTING
THE COMMERCIAL SECTOR

PATENT PROTECTION

In many countries of Asia and Latin
America, patent laws are weak and often are
not cuforced. This reduces potential profits
[from commercial sales of patented products
and lowers incentives for firms to market
their products and invest in research and
development, but it can stimulate domestic
production ol imitation products. For
example, inone country, the absence of
patent protection reportedly led to a highly
competitive market with nearly 30 differem

brands of oral contraceptives and low prices.

Quality may not be unifornt in an unregu-
lated market, which could reduce dentand.
The major multinational manufacturers and
developers ol pharmacentical products are
strong advocates for patent protection,
arguing that its absence undereuts their
market shares and rednees returns to re-
scarch and development.

When all Facets of the issue are consid-
cred, the net effect of weak patent protee-
tion on the size of the conmiercial sector is
not clear ¢ priovi. Competition and low
prices may attract consumers while variable
quality mayv deter use. To analvze whether
patent laws are constraining the size of the
commercial sector in a country, the follow-
ing should be addressed: the size of the
commercial market, how many brands are
available and their prices, iand whether
product quality is an issue. To the extent
that the commercial sector has a large
market share and has prices thatare low by
international standards, the absence of
patent protection may stimulate the com-
wercial sector, even while cutting into the
prolits of the multinational firms.

DiSCOURAGEMENT OF FOREIGN
INVESTMENT

In addition 1o weak patent protection
laws, other govermment regulations concern-
ing control of ownership, repatriation of
carnings, and hiring of forcign personnel
can reduce incentives for foreign commer-
cial firms to make investments in family
planning and other arcas. Finance, Trade,
and Emplovment Ministries may control
regulations in these arcas, As with import
policies, it mav be necessary for health
ministries to gain exception for family
plinning products. These tvpes of regula-
tions have ditferent purposes and intent.
Controls on foreign ownership and hiring of
forcign personnel often arise because of a
desire to promote indigenous capital forma-
tion, investment, and emplovment. Controls
on repatriation of carnings are often in
place to encourage or force reinvestnient in
the country or to reduce movements of
lorcign exchange out of the counny.,

These regulations can greatly reduce
private involvement in family planning, in
both the local production and import of
family planning products, especially in
countries that lack a thriving private market
domesticallv. By protecting domestic firms
from the [ull force of international competi-
tion, they may stimulate developmentor
growth ol a domestic industry. However, if
family planning products are ot produced
by local firms, these wvpes of regulations may
greathy reduce the supply of private serviees
by discouraging forcign production and
inport of izanily planning products.
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STATUTORY Price CONTROLS

In some countries, commercial prices
are regulated by the government (ie., by
national price boards or the Finance or
Health Ministries), resuliing in price ceil-
ings. The use of price ceilings is generally
part of an administrative strategy designed
to control prices in the economy and keep
inflation down. Another objective may be to
keep certain products affordable to the
poor. One major problem is that the admin-
istrative board that sets prices may apply very
rigid rules for seting prices that have litde
or nothing to do with underlving costs.
Furthermore, updating of prices to reflect
increases in costs is often slow. One con-
stituent group for price controls are the
consumers, who are able 1o obtain services
or products at the artificially lTow prices
(which is one reason that riots have oc-
curred among urban middle-income house-
holds in some African countries when price
ceilings are raised on bread or other
staples).,

Price ceilings constitute the maximum
retail price that can be charged for a prod-
uct or service, When price ceilings are setat
avery low value, they mav not be high
cnough 1o cover costs. Physician visits may
also be subject to price ceilings. Commer-
cial manufacturers and providers will only
stay in the market as long as they can cover
costs from revenues. Thus, price ceilings, if
they are binding constraints, can signifi-
cantly lower private supplv. Thev can also
lead to black markets.

To determine whether price ceilings
constitute a significant constraint on private
suppliers, it should first be determined
whether the price ceiling is binding, that is,
il prevailing prices fall short of ceiling levels,
then itis safe to conclude that the price

ceiling does not constitute a problem.
Alternatively, if private manufacturers
withdraw their products from the market
and the commercial availability of the
product is very limited or has fallen, these
are strong signs that the ceiling is a prob-
lem. For example, price ceilings reportedly
contributed to the pull-out of commercial
manufacturers from the Peruvian market
and are the central constraint on local
manufacture of pharmaceuticals in Egypt.

Il the price is at the ceiling level and it
pertains to oral contraceptives, the share of
pill users obtaining services from commer-
cial outlets (this can be casily estimated
using DIIS data) should then be estimated.
For example, in some Latin American
countries in which prices are controlled with
ceilings, commercial sources provide the
majority of pills. In such cases, ceilings do
not scem 1o be a problem, and may possibly
have stimulated demand for commercial
products by keeping prices low.

To quantify the effect of the price
ceiling, what is needed is information on the
shape of the supply curve. To the extent
that the supply curve is upward sloping and
the price ceiling is binding, the quantity
supplicd would go up if the price ceiling
were removed (the extent of inercase would
depend on the supply elasticity), leading to
increases in contraceptive prevalence.
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REGULATIONS AFFECTING
NON-PROFIT ORGANIZATIONS

n some countries, non-profit organiza-

tions are formally or informally con-

strained in their outreach and fee
setting policies. Regulated arcas include
ability to charge for donated commorlities
and fees charged for services. To the extent
that non-governmental organizations
(NGOs) are Inmited in the fees they can
charge, this mav constrain their supply ol
services. These types ol issues may gain even
more importance as NGOs face tighter
funding levels from external sources. In
some cases, there is no official policyand all
that would be needed is clarification of the
policys this was true in the Philippines,
where many NGO providers believed that
thev were prohibited from charging anv fees
for services when they received free govern-
mer s supplies, when in fact there was no
government poliey to that effect.

The most straightforward way to obtain
information on regulatory issues of concern
1o NGOs is through interviews with NGO
associations and providers. After taking into
account the problems they see, an ssess-
ment should be made of how much the
NGO contribution to family planning
services could change. In many countries,
DIIS can provide baseline information on
what share of contraceptors are obtaining
services from NGOs (unfortunately the
source datacare of uneven quality and
uscelulness across countries). In some cases,
these surveys also include questions regard-
ing knowledge of the existence of NGO
providers in neighborhoods, villages, and
cities, which can indicate something about
the pereeived availabiline of NGO services,
In addition, it is important to keep in mind
other constraints on NGO expansion. Many
NGOs depend heavily on outside donors just
to meet basic operating costs, Lick incentives
to adopt elficient management and operat-

ing practices, are not focused or consistent
in their targeting of services, and have not
adopted cost recovery strategies for a variety
of reasons, Thercelore, when assessing the
potential for NGO expansion, or.¢ should
consider how an expansion would be fi-
nanced and whether there is excess service
capacity,
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ASSESSING HOW TO ACHIEVE
REFORM AIND ITS COSTS

n most of the arcas discussed above,

suggestions are made about how to

assess whether specifie legal and regula-
tory constraints are binding, and for those
that are binding, how to determine the
magnitude ol the effects on contraceptive
prevalence amd//or on switching from public
to private sources. After conducting this
appraisal. it should be possible to rule out
several issues as not relevant for a particular
cnvironment. These should not be consid-
cred further. For the remaining issues, one
should then undertake an analvsis of what it
would take to achieve the reform and how
much it would cost.

To assess what it would take to achieve
reform, an understanding of which individu-

als or organizations would be respousible for

changing the policv, which individuals or
organizations would carry itout, and what it
would take o get decision makers to change
the policy should be developed. Tt is also
important to identily influential supporters
of the status quo and kev individuals or
groups who would like to see the policy
change or who could be persnaded o that
view. A plan must be developed that oat-
lines the conerete steps that would be taken
both by the analvsts and by the government
and other parties. A detailed deseription ol
how to make these assessments is contained
in the OPTIONS guide: “Assessing How to
Achieve Policy Reform and Tis Costs™ (1991).,

The leverage that USAID has for
achieving policy reform should also be
considered. In negotiating bilateral agree-
ments, ALDC missions have sometimes
inchuded clanses that explicitly address legal
and regulatoryissues. For example, in
Uganda, a bilateral agreement contained a
clause by which all contraceptive methods
that were imported under the bilateral
project would be duy free.

A more recent development is the use
ol non-project assistance as a mechanism for
compelling governments to adopt reform,
For example in Ghana, the current USAID
bilateral project contains a schedule by
which the government must implement a
series ol legal and regulitory changes as
conditions for disbursement of three differ-
ent tranches, amounting to $13 million in
total. These conditions include the estab-
lishment of a national population authority,
which has, as one ol its objectives, "to maxi-
mize the role of the private scetor in achiey-
ing national population goals,” the expan-
sion of the essential drng list to include oral
contraceptives, the elimination of duties on
commercial import of contraceptive prod-
uets, and the elimination of price controls
on contraceptive connmodities over a three-
vear period. The experience in Ghana with
this approach may be very instructive for
future applications. Since the use of non-
projectassistance is very recent, it is prema-
ture to draw any conclusions about its
cfficacy for achieving legal and regulatory
reform and for attaining ultimate objectives.
One dilliculty with this approach is that
family planning assistance may be *held
Lostage™ to the non-project assistance
reforms, which could have sevious conse-
quences. Hopefully, the impacts will be
carefully studied, so that one can gauge its
potential usefulness in futre applications,

In addition, one should be aware of the
possibilities for collaborating with other
projects. For example, if the most serious
reservation to allowing other groups, such as
chemical sellers, to sell oral contraceplives is
that these groups lack adequate training
which could lead to misuse of the pill, then
special training could be undertaken (as i
was in Ghana) and point of purchase materi-
als could also be developed. Activities like
these must be evaluated within the mandate
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of ongoing USAID or government training
and communications projects.

After mapping out astrategy for achicev-
ing reform, itis then necessary 1o estimate
what it would cost to carry out the plan.
Costs should include staff time, travel and
expenses, and the cost of any workshops or
observational travel that are integral parts of
the strategy. Standard budgeting and
costing techniques should be used, At this
point, itis also important to consider other
costs, such as those borne by the govern-
ment. These could include foregone tax or
tariff revenues (i.e., government losses in tax
revenue) on cach commercial sale, or
required government stalf time. They may
also include the cost of operating the new
system that meets some of the objectives of
the previous system. For example, it price
ceilings were in place partly to protect the
poor, then the deregulation mayv have to
include some sort of targeted subsidy or
exemption system for the poor, which
entails new administrative costs.,
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CHOOSING PRIORITIES FOR POLICY
REFORM

he figure below shows a simple four-
wav categorization according to the
expected pavoll from removing the

regulation and the costs of suceesstully
achieving reform. By combining the forego-
ing analvsis ol the benefits, elfectiveness,
and costs associated with cach twpe of re-
form, what should emerge are crude esti-

mates of cost-cffectuiveness ratios or net
savings to the government. Benefit-cost or
cost-cffectiveness ratios should also reflect
the estimated probability of suceess associ-
ated with cach reform effort. These should
form the basis for developing rankings of
priorities for regulatory and legal reform.

EXPECTED BENEFITS/PAYOFF
FROM REMOVING REGULATION

H Cost and benefits of these These activities should be

COST/ B activitics should be weighed siven highest priority
; g g I )
DIFFICULTY
IN ACHIEVING
REFORM [hese activities should not be Cost uand benefits of these

i undertaken activities should be weighed
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EVALUATING PROJECT ACTIVITIES

roject activitics that are undertaken in

this arca should be judged in terms of

whether they lead 1o or contribute to
legal and regulatory reform and whether
they subsequently generate improvements in
ultimate objectives such as increases in
contraceptive prevalence or in private sector
users. As s clear from the proposed ap-
proach, we fack solid evidence on the
impacts of legal and regulatory constraints.
Therefore, it will be especially important for
project activities to he designed in such a
way that changes in contraceptive preva-
lence or other indicators can be tracked. As
more experience is gained in this area, it
may be fraitful to revise this manual to
reflect insights gained through project
activities,


http:ocncra.lc

OPTIONS MANUAL ON LEGAL AND REGULATORY REFORM

REFERENCES

Akin, John S, and J. Brad Schwartz. 1988, “The
Effect of Economic Factors on Contraceptive
Choice in Jamaica and Thailand: A Comparison
ol Mixed Multinomial Logit Resuls.” Feonomic
Development and Caltural Change, Pages 503-
nY7.

Bruce, Judith. 1990, “Fundamental Elements
ol the Quality of Care: A Simple Framework,”
Studies in Family Planning, vol. 21, no. 2 (March/
April).

Finhorn, Roand M. Trias, 1978, “Dilferences
Between Physicians and Nurses in Providing
Familv Planning Services: Findings (rom a
Bogot Clinic.™ Studies in Family Planning, vol. Y,
nos. 2-5: 35-38,

Eren, No R Ramos, and R Gray, 1983,
“Physicians vs. Aunxiliary Nurse-Midwives as
Providers of IUD Services: A Study in Turkey
and the Philippines.”™ Studies in Family Planning,
vol 114, no, 2: 43-17.

Issacs, Stephen. 1988, A Checklist for Examin-
ing Laws and Regulations Affecting Family
Planning.™ Options for Population Policy. The
Futures Group.

Jain, Anrudh. 1989, “Fertility Reduetion and
the Quadity of Family Pluiming Seiviees,” Studies
in Family Planning, vol. 20, no. | (January/
February),

Kenney, Genevieve M. 1990, “Constraints on
Priviate Sector Provision of Family Planning
Services tin the Philippines: Recommendations
for Stimulating Growth.” Report submitted to
The World Bank and the Department of Tlealth
of the Government of the Philippines.

Kenney, Genevieve M. 1989, “The Fconomics
of Private Sector Involvement in Family Planning
in Indonesia.” The Urban Institute Working
Paper 3847-01.

Kenney, Genevieve M.oand Maureen A, Lewis.
1989, “Contraceptive Users” Sources of Supply.”
The Urban Institite Working Paper 3686-02,

Lewis, Maurcen A., and Genevieve Kenney.

1988, “The Private Sector and Family Planning
in Developing Countries: Its Role, Achievements
and Potential.™ Working Papers, Population and
Human Resources Department, The World
Bank, Washington, D.C.,

OPTIONS. 1991, "Assessing How to Achieve
Policy Reforn and Iis Costs.” The Futures
Group, Washington, D.C..

Ross, Johm AL, Marjorie Pich, and Janet P,
Molzan. 1989, “Management Strategies for
Family Planning Programs.” Center for Popula-
tion and Family Health, School of Public Health,
Cohmbia University,

SOMARC, 1990a. “Ghana Family Planning and
Health Policy, Legal Reguladons, Institutional,
and Economic Issues and Opportunities,”
Summary Report and Final Draft Appendices A
to K.

SOMARC. 1990b. "SOMARC Country Assess-
ment for Contraceptive Social Marketing in the
Philippines.” (Prepared by Carl Allen, Victoria
Baird, Rita L. Leavell, Naney Pict-Pelon, and

John Stover.)

SOMARC. 1987, “SOMARC Assessment on
Contraceptive Distribution Svstems o FP Private
Providers.” (Prepared by Wess Tribble, Yos
Iudyono, Rita Leavell, Harun Ryanto, and Gani
Perla) Project Indonesia, IKB-SOMARC,

Jakarta, Indonesta.

The World Bank Report No. 7760-1AD. 1990,
“Indonesia: Family Phinning Perspectives in the
1990s.” Nydia Maraviglia, Eduard Bos, Susan
Cochrane, Genevieve Kenney, and Robert
Wickham. The World Bank, Washington, D.C,

29



