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Summary

Emergency contraception remains so little used or understood
and the lack of its awareness can be traced to a myriad of
factors including legal and regulatory obstacles. The aim of
this study was to determine the legal and regulatory aspects of
dispensing or marketing a contraceptive method for reasons
(especially emergency purposes) other than stated by the
manufacturers.

The existing drugs® and devices’ regulatory systems
in Nigeria, especially those governing family planning
methods, were reviewed. A questionnaire was administered to
363 health workers, comprising of physicians, pharmacists,
nurses and midwives, to determine the implications of
dispensing some currently available oral contraceptives (OCs)
for emergency purposes despite the fact that there is no explicit
description of emergency use in the labelling of such drugs. In
addition, in-depth interviews were conducted with regulatory
bodies.

It was observed that, with the exception of Postinor®,
the drug manufacturers’ leaflets did not indicate that they could
be used for emergency contraceptive purposcs. Although
64.5% of the healthcare providers were aware that OCs and
intrauterine contraceptive devices (IUCDs) can be used for
emergency purposes, 42.1% actually prescribed or
recommended them: Many health workers (62.3%) were
unaware of any lcgal implication with regards to prescribing
unregistered drugs in Nigeria. The existing guidelines stipulate
that a manufacturer or marketer should ‘re-register’ a product
if a new indication or use not contained in the initial application
was found later. To satisfy legal requirements, it does appear
that the currently available OCs and IUCDs in Nigeria must
be labelled and registered for emergency contraceptive
purposes.

Keywords: Practice, legal, regulatory,
contraception, health workers, Nigeria.
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Résumé

Les methodes contraceptives urgentes restent moins utilisées
et comprise et le manqué d’information peut ctre duc a unc
myriade de facteurs qui sont legaux a reglementaires. Le but de
cette étude etait de determiner les aspects legaux et
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reglementaires de dispose ou de vendre les contraceptif pour
des raisons (particulicrement pour des raisons d’urgentes) autre
que ceux les fabriquants ont indiques.

Les medicaments et les dispositifs de systeme de
rcgulation au Nigeria, in particulicr ccux qui gerent les methods
de “planning familial” ont ete revises. Des questionnaires etaient
distribucns a 363 travailler dc la sante publique a savoir medecins,
phammacicns, infirmicrs et sage femmes, pour dete¢rminer les
implications pour administrer quelques contraceptifs orals
courant qui s¢ trouvent en ce moment sur le marche pour des
raisons urgentes; malgre le fait qu’il n’ya pas de description
explicit concernant I’usage urgente de ses medicaments dans la
notice.

Des interviews avaient ete coordonnes en profondeur
avec le corps medical reguliers. Il avait ctc observe que avec
I’exception de postinor®, les notices des medicaments
n’indiquaient pas si les contraceptifs pouvant uticiser pour les
methode contraceptive urgentes. Neamoins, 64.5% de corps
de sante sont au courant du fait que les pillules et les
contraceptives intra-uterines peuvent ctre utilises pour des
raisons urgentes. 42.1% pourcent prescrivent en recommandent
ces contraceptifs. Majorite des personnels de la sante (62.3%)
ne sont pas informes sur des implications judiciaries qui existent
lorsque les medicaments pas recommandes sont pescrit au
Nigeria. Les textes speculent que un fabricant ou pharmacien
doit se faire inscrire ¢t enregistrer leur produit, s’il y a de
nouvelles indications ou utilisations qui ne figurent pas dans la

notice precedante. Pour satisfaire des exigencies legales, il parrait
qui les pillules or contraceptives oraux disponible et les
contraceptifs intra uterine doivent etre enregistrer et lebeller
pour des raisons de contraception urgentes.

Introduction

Emergency contraceptives, also called post-coital
contraceptives, arc methods that women can use after unplanned
and unprotected intercourse to prevent pregnancy [1,2].
Emergency contraception is largely an unknown method: a
review of the litcrature shows a widespread lack of knowledge
among both providers and women about emergency
contraceptive methods, how to use them, and where to obtain
services. The fact that emergency contraccption remains so
little used or understood can be traced to a myniad of factors
such as cultural influences that discourage its provision and
use, legal and regulatory obstacles, service delivery obstacles
and lack of knowledge [3].

Post-coital contraception has been used for several
years in various countrics for fertility control [4]. Initially, it
consisted of the administration of a single dose of estrogen,
such as dicthylstilboestrol (DES) within 48 hours of intercourse


mailto:ykadekunle@skannet.com.ng

144 A O Adekunle, 1 A Babarinsa, Z Akinyemi and A Y Okediran

until a course-cflect relationship between its use early in
pregnancy and adenocarcinoma of the vagina and congenital
defects of the genital tract in the female offspring of treated
women was documented [5]. Thus, other estrogens with
comparable efficacy, but without teratogenic eflect, such as
cthinyl estradiol and conjugated estrogens were utilized [6].
Currently, post-coital methods for emergency use involve either
administration of steroid hormones (estrogens or estrogen/
progestin combinations), or less commonly, insertion of a
copper-releasing IUD. With the Yuzpe regimen, pregnancy
can be prevented in up to 99.6% of cases [7,8] and the risk of
pregnancy is even lower with post-coital use of an IUD [7].
Luteolytic agents or compounds such as antiprogestins or
progestctrone synthesis inhibitors have been attempted,
however, their clinical cflicacy deserves to be investigated. A
new development is the administration of the progestin
Danazol as post-coital pill with minimal side effects but failure
rates as high as 10% in a limited number of subjects [9]. More
promising is the antiprogestin, mifepristone (RU 486) used
cither as post-coital or on day 27 of the cycle. Side effects
with RU 486 are minimal, failure rates ranged from 0 to 1.6%
[10,11] and has the convenience of a once-only oral dose.

In Nigeria, oral contraceptive pills are widely
available and fairly affordablc and in rarc instances a
physician’s prescription may be required. The attention should
therefore focus on making oral contraceptive utilisation flexible
and purposcfully dirccted at cmergency contraception.
However, before the use of an existing method of contraception
is expanded within a country or community, fundamental issues
need to be addressed [12). Emergency contraceptive pills
(ECPs) contain thec same hormones that are used in some
regular contraceptive pills: an estrogen (cthinyl estradiol) and
a progestin (levonorgestrel). However, none of the
manufacturers’ labels indicates that these regular pills can be
used for emergency purposes and although ECPs are being
promoted in Nigeria, the drug regulatory authoritics are yet to
insist on explicit description of emergency use in the labelling
of commonly available OCs. The objectives of this study were
to determine the implications of dispensing and marketing
some currently available OCs as ECPs despitc the fact that
there is no explicit description of emergency usc in the labelling
of such drugs, and also to determine the extent to which the
information and instructions contained in packages of
pharmaceutical products dispensed and marketed as FP
methods limit their use as emergency methods.

Methodology

A provider survey on regulatory and legal aspects of EC was
conducted. A semi-structured questionnaire on opinion and
prescribing attitudes was administered to healthcare providers
who were most likely to prescribe, recommend or dispense
OCs as ECPs. The questionnaire was designed to specifically
cnquirc about knowledge, attitude, and practice of
contraceptive prescribing, especially for emergency purposes.
The first eight questions were to describe sclected demographic
characteristics of the respondents. Subsequent parts of the
questionnaire were to identify the respondents® potential
behaviour with regards to prescribing the regular OCs as ECPs,
in the absence of specific literature, as to such indication.
There were also ten open-cnded questions. A pre-testing of
the qucstionnaire was carried out at the University College

Hospital, Ibadan among 30 respondents comprising doctots
and nurses. Although the questionnaire was not modified after
the pre-test, the 30 questionnaires were excluded from the results
presented hereafter. The questionnaires were administered by
convenience sampling to health workers at hospitals and family
planning clinics at Ibadan, Lagos, Jos, and Sagamu. Of the 450
questionnaires sent out, 368 were returned, out of which 363
contained adequate information for computer coding and entry.
The data were analysed using the SPSS program.

Sccondly, privileged information was sought from
officially constituted councils which control pharmaceutical
training and practice as well as Federal Government agencics
which oversee the safety and acceptability of drugs to which
the public is exposed. Although this was intended to be an in-
depth interview, it had to be changed into written questionnaires,
supplemented by enabling information to the respondents. This

was because respondents wanted to cross check documents,
and be fairly certain of their pronouncements.

Findings

Providers' survey

Threc hundred and sixty-three health workers completed the
questionnaire out of 450, thus giving a responsc rate of 80.7%.

Table 1: Characteristics of respondents.

Characteristic Number of Respondents
Number Percent

Sex of respondents (n = 363)
Female 217 59.8
Male 146 402
Profession (n = 363)
Physicians 142 39.1
Nurse/Midwife 176 48.5
Pharmacists 36 9.9
Social Worker 9 25
Years of practice in profession (n =363)
<S5 98 270
6 - 10 years 115 31.7
> 10 years 150 3
Specialities (n = 363)
Obstetrics and G accology
Pacdiatrics - Z} lgg
b - 11 3.0
Intemal Medicine 9 25
Gngn:rmlgl ?qdcd:_cal Practice 48 132
Midwifery — © i 94
e i 6 22

cr).(; 30 83

28 77

Age of respondents (n =363)
< 30 years

= 92
2} ) 40 years 185 g??)

50 years 74
51 -60 g'eaxs 8 e
Above 60 years 4 %’%
Religious affikiation (n =359,
Pentecostal
Protcs!ait lg:]; 30
Catholic 48 =
Muslim 26 124
Traditional 9 ;%
Noong 06
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Table 1 shows the characteristics of the respondents. There
were 217 (59.8%) female respondents while the males numbered
146 (40.2%). The majority of the respondents were in the
nursing and midwifery profession while 39.1% were physicians.
Others were pharmacists (9:9%) and social workers (2.5%). In
terms of professional expericnce, 27.0% had been in practice
for five years or less, 31.7% had practiced for six to ten years
and 41.3% had been in practice for more than ten years. About
half (48.6%) of the respondents were practicing in specialitics
related to Obstetrics and Gynaccology. The mean age of the
respondents was 35.92 years, the female respondents being
slightly older than the males. Most of the respondents were
Christians (89.7%) with 51.0% of them in the Pentecostal
denomination.

Table 2: Knowledge and attitudes of respondents towards
contraception

Characteristic Number of Respondents

Number Percent

Approval of family planning (n = 363)

Yes 341 93.9
No 10 28
Indifferent 9 25
No response 3 0.8

Methods of contraception usually
Prescribed or Recommended (n = 350, but

multiple responses accepted)

Intra uterine contraceptive device 89 254
Natural methods 45 29
Condom 34 9.7
Oral contraceptive pill 15 43
Vaginal “foaming tablets” 2 0.6
Emergency contraceptive pills 1 03
Injectable 4 1.1
Norplant®/Uniplant® 5 14
Sterilization 2 0.6

Table 2 shows that 93.9% of thc respondents approved of
family planning (FP). Only 2.5% were indifferent. The favourite
method of FP usually prescribed or recommended by the
respondents was the [IUCD (25.4%). Only onc respondent
indicated that she usually prescribes or reccommends ECPs.
Respondents who indicated more than one method constituted
43.7% of the sample. Majority of the respondents (63.1%)
claimed to be familiar with the guidelines for drug registration in
Nigeria (Table 3).

Table 3: Awareness of drug registration practices in Nigeria

Issues Number of Respondents

Number Percent

Are you familiar with Guidelines
Jor drug registration in Nigeria? (n = 363)

Yes 229  63.1
No 120  33.1
No response 14 38

Knowledge of organisation responsible
Jor drug registration (n = 363)

National Agency for Food and Drug

Administration & Control NAFDAC)292 804
Ministry of Health & Social Services 16 4.4
Medical & Dental Council of Nigeria - -
Pharmaceutical Society of Nigeria 11 3.0
Don’t know 44 12.1

The National Agency for Food and Drug Administration and
Control (NAFDAC) was correctly identified by 80.5% of the
respondents as the organisation responsible for drug registration
in Nigeria. About 12.1% of the respondents did not know.
Related to years of experience, the six-to-ten years category of
respondents were slightly more than the two categorics, at
getting this question right, or not knowing,
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Table 4: Prescriptive Attitudes of Respondents

Number of Respondents
e Number  Percent
Would you study drug information
leaflet before prescribing a drug? (n = 363)
Always 181 49.9
Sometimes 174 479
No responsc 8 22

Would you prescribe or recommend a drug for
conditions other than those indicated in the
manufacturer s label? (n = 363)

Yes 109  30.0
No 243 669
No response 11 3.1

Reasons for prescribing (n = 105)

Manufacturers may not wish to

list all indications 14 133
Proven clinical efficacy of the drug 74 705
Information lcaflet may be inadequate 17 162

Reasons for not prescribing (n = 224)

Fear of the law 23 103
May be risky for the patient/Side

effects 1S5 692
Drug may not be cffective 46 205
Would you prescribe a drug not

registered for use in Nigeria even if
aware of its effectiveness? (n = 363)

Yes 114 314
No 229 63.1
No response 20 55
Reasons for Prescribing

Effective but Unregistered Drugs (n =111)

May be beneficial to patient 68 613
Approval in country of origin 33 297
Unaware of prohibitive laws 10 9.0

Reasons for Not Prescribing
Effective but Unregistered Drugs (n = 196)

Respect/Fear for the law 114 582
May be risky for the patient 60 306
May not be available or expensive 8 4.1
May not be properly stored and

dispensed 14 7.1

Table 4 shows that 49.9% of the respondents would read
through the manufacturers’ drug information leaflets before
prescribing a specific drug while 47.9% claimed to do this from
time to time. Majority of the respondents (66.9%) would not
prescribe or recommend a drug for conditions other than those
listed on the manufacturer’s drug information leaflet. Those

that would want to do s0(30.0%) cited such reasons as awareness
of proven clinical cfficacy of the drug (70.5%), inability of the
manufacturers to list all indications (13.3%) or provide
necessary information (16.2%), Those that would refrain from
doing so cited such reasons as ‘fear of the Jaw’ (10.3%), risk of
side effects (69.2%) and lack of cffectiveness of the drug. Itis
not without significance to note that 63.1% of the respondents
would refrain from prescribing a drug not registered for use in
Nigeria even if aware of its effectiveness. Many of the
respondents (60.3%) would consider it illegal to prescribe or
recommend an unregistered drug even if studies and experience
have confirmed its effectiveness (Table 5). Only 34.7% would
not consider it illegal. Those who did not consider it illegal cited
such reasons as the benefit that may accrue to the patient,
inadequate provision of information on the drug leaflet and
proven effectiveness, for doing so. However, 6.2% would not
consider it illegal do so because they are not aware of any legal
limitation.

Table S: Legal implications of prescribing unregistered drugs.

Issues Number of Respondents

Number Percent

Would you consider it illegal to prescribe or
recommend an unregistered drug even if studies
and experience have confirmed its effectiveness?

Yes 126 347
No 219 603
No response 18 5.0

Reasons for cansidering it illegal (n = 128)

Irrational/No legal backing 56 437
Would not benefit the patient 21 164
May not be safe for the: patient 45 352
It is unethical 6 4.7

Reasons for not considering it illegal (n = 176)

If the patient would benefit from it 26 14.8
Information on drug leaflet may be

inadequate 51 29.0
Since effectiveness has been

confirmed 88 50.0
Not aware of any legal limitation 11 6.2

Table 6 shows the prescriptive attitude of the respondents
towards the use of OCs and IUCD as emergency contraceptives.
While 64.5% of the respondents are aware that these methods
can be used for emergency contraception, remarkably, only
42.1% would recommend or prescribe them for that purpose
despite lack of such use in the manufacturer’s drug leatlets.
Those that would not do so cited such reasons as risk to the
patient, lack of cffectiveness and avoidance of litigation.
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Table 6: Prescriptive attitudes of respondents towards
emergency  contraception

Respondents
Issues Number Percent
Awareness of OCs and IUCD:s for
Emergency Contraception (n = 363)
Yes 234 64.5
No 109 30.0
No response 20 55

Would you prescribe OCs & IUCDs for
Emergency Contraception despite lack of such
use in manufacturers’ labels? (n = 363)

Yes 153 42.1
No 180 49.6
No response 30 83

Reasons for prescribing OCs & IUCDs as
Emergency Contraceptives (n =147)

Have been proven to be effective 129 8738
May benefit the patient 18 12.2

Reasons for not prescribing OCs & IUCDs
as Emergency Contraceptives (n = 154)

May be risky to the paticnt 68 442
May be ineffective 43 279
Avoidance of litigation 23 14.9
Unaware of their cffectivencss 20 13.0

In-depth interviews on regulatory aspects of ECPs
It was apparent from the in-depth interviews conducted with
the two regulatory agencies responsible for drug control in
Nigeria, NAFDAC and Pharmacy Council of Nigeria (PCN),
that there are no laws specific to drugs currently dispensed as
methods of family planning in the country. Drug dispensing
laws in Nigeria relate to all drugs. The two agencies have
specific roles but interact with one another. While NAFDAC
is solely responsible for licensing drugs for use in the country,
PCN controls the registration of pharmacists and pharmaceutical
outlets. Only pharmacists are authorised to register drugs with
NAFDAC.

The “Drugs and Related Products (Registration, etc. )
Decree No. 19, 1993 prohibits the manufacture, importation,
cxportation, advertisement, sale or distribution of any
unregistered drugs, drug products, cosmetics or medical devices
in Nigeria (Section 1 (1) [13]. However, an exception to this
prohibition is provided in Section 1 (2) whereby NAFDAC is
authorised to grant permits in respect of the importation and
manufacture of samples of drugs, drug products, cosmetics or
medical devices for the purpose of registration or clinical trial,
and the importation or manufacture should comply with
conditions contained in the permits. Such drugs, drug products
or medical devices must be registered with NAFDAC.
Furthermore, this Decree provides that the process of registering
the drug may require the applicant to supply all information
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decmed necessary by the Agency (Section 2 (3) [14,15]). The
validity of every registered drug is five years and is subject to
rencwal. Notification of such registered drugs, drug products or
medical devices is to be published in the Gazette. This law also
makes provision in respect of offences committed by individuals
and corporate bodies. Thus, before any OC can be imported,
manufactured, assembled, stored-or used, it should be registered
in compliance with the provisions of the decree,

Regarding the usc of OCs as ECPs despite lack of
indication for such use in the manufacturers’ drug information
Ieaflets, PCN is of the opinion that “using a drug for indications
not stated on the drug information Ieaflet is, technically, drug
abusc.” It stated further that the current practice whereby OCs
are dispensed in FP clinics without involving pharmacists is
uncthical.

NAFDAC offers guidelines to pharmaceutical
companics planning to market drugs in Nigeria. It also monitors
the flow of drugs marketed in the country. The Agency
scrutinises the information provided in manufacturers’
information leaflets to the extent that all necessary information
must be provided to it before approving the use or sales of the
drug. Thercfore, all indications for a drug must be registered
with the Agency. In its opinion, NAFDAC states that using a
drug for indications not stated on the drug information leaflets
is “illegal”! Therefore, to use the currently available OCs as
ECPs, the drugs must be re-registered for emergency use.
Furthermore, re-packaging will necessitate re-registration and
must be conducted according to the Agency’s guidelines.

. Discussion

Emergency contraccption is a recent nomenclature for an old
method, otherwise known variously as post-coital or moming-
after pills [15). However, most physicians and other healthcare
providers are not aware of this mere change in nomenclature.
Emergency contraception has been found to be very safc and
effective [2,16,17]. Previous studies on the knowledge and use
of emergency contraception among Nigerians have reported a
widespread lack of knowledge on how to use them, and where
to obtain scrvices [18,19). Similarly, other surveys from outside
Nigeria have reported inadequate knowledge of emergency
contraception by various groups of potential users [20,21]. In
a study among students with previous clandestine abortions in
Southwest Nigeria, results showed that only 31.1% and 10.2%
of the respondents, respectively, knew about emergency
contraceptive pills (ECP) and IUCD [19). Unprotected sexual
activity, especially among adolescents, leading to unwanted
pregnancies and illegal abortion is posing increasingly serious
health problems. Probably, if emergency contraception were
well known and generally available in Nigeria, many women
who experience unprotected intercourse would use it rather
than resort to abortion.

Except Postinor®, no other drug information leaflet
(for conventional OCs encountered) stated any instruction that
connoted emergency use. Existing guidelines require that a
manufacturer or marketer of a product re-register a drug for
cevery new indication or us, if it was not contained in the initial
application. Oral contraceptive pills (OCs) and intm—utcr%ne
contraceptive devices (IUCDs) are frecly available in the Nigerian
market. There is no written legal or institutional restriction to
their use, solely for the purpose of family planning. Although
some of the healthcare providers are aware of the potential of
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the OCs and IUCDs being used for emergency contraception,
much fewer of the number will actually prescribe or recommend
them for the same purpose. It would appear proper that, OCs
need to be re-registered, and appropriately re-labelled for them
to be properly marketed for potential use as ECPs.
Our study revealed that health care providers do not
always rcad the drug information Icaflets for drugs they
recommend or prescribe. Therefore, the information contained
therein is unlikely to consistently affect prescribing practices.
Our sample of respondents appears to be on the low side in
terms of contraceptive prescription and/or recommendation.
This is accountable for, by the fact that, it is not a homogencous
specialty group such as Gynaccologists and Family Planning
Nurse practitioners. However, this pattern is probably
indicative of the pattern‘in an urban, cross-mixed contracepting
population. The mix of respondents is probably representative
of what obtains for Nigerian healthcare providers as a whole.
As can be seen from the questionnaire survey, oral contraceptive
pills are prescribed regularly by the respondents. One would
expect that it would be practically easier therefore to expand
the prescription spectrum to encompass ECPs. The practice of
prescribing drugs for indications other than stated on labels is
not new at lcast on the international scenc. It is also very likely
that questionnaire-surveyed healthcare providers in Nigeria,
would or have actually prescribed drugs for indications not
stated, OCs inclusive. Afterall, most gynaecologists
unassumedly prescribe oral contraceptive pills to provoke a
hormone-withdrawal bleeding for amenorrheic states except
pregnancy, to stimulate endometrial re-growth in uterine
synechiae, to postpone menstruation to when convenient and
to promote the development of secondary sexual characteristics
m females with ovarian agenesis. All of these indications are
not stated on all drug information leaflets.

Does the physician need to disclose to the patient
that the ailment being treated with the drug prescribed for her is
not recommended by the manufacturer? Regarding the issue of
disclosure of information by professionals in the field of health
pertaining to ensuring that right of the patient to know and to
make right choices affecting the protection of their state of
health, the Court in Canterbury and Spense [22] observed as
follows: “In duty to disclose cases, the focus of attention is
more properly on the nature and content of the physician’s
divulgence than the patient’s understanding and consent.
Adequate disclosure and informed consent are, of course, two
sides of the same coin. The former is a sine qua non of the latter.
But the vital enquiry on duty to disclose relates to the
physician’s performance of an obligation while onc of the
difficulties with analysis in terms of informed consent is its
tendency to imply that what is decisive is the degree of the
patient’s comprehension.” The physician fulfils his obligation
when he supplics information required in a manner aimed at
ensuring keen appreciation by the patient through the provision
of information that is adequate to mect his/her situation. The
information should be couched in such a way that the average
patient could understand. For example, the patient ought to
understand that having used a certain drug, he may recover, or
that the best she can expect is a relief of her discomfort, or that
there may be harmful side effects of the treatment. 1n other
words, what renders the patient competent to make decisions
is the fact that he or she can understand, from the information
given, the likely personal impact of his or her choice. McLean

[23] observes that according to autonomy theorists, failure of
the physician to ensure the patient’s understanding would result
in the possibility of a law suit against him solely because of
any incapacity. She further highlights another problem may
arisc as being that of “Rational Choice.” However, it is not clear
whether the making of a rational decision is the delimitation of
the patient’s rights to autonomy or sclf-determination. It is, for
example, belicved that a substantial proportion of illnesses is
self-limiting [23]. Many common reasons for consultations are
believed to be susceptible to environment or other changes.

What arc the implications of using OCs as EC to the
manufacturer and the physician since this is not stated as an
indication in the drug leaflet? Under the Law of Contract, the
Caveat Emptor rule applics in transactions of the commercial
nature whereby the burden is placed on the buyer to beware
and cautious of the types of good being purchased. The phrase
“type of goods™ here connotes the nature, quality, quantity and
fitness for purpose of the product being negotiated for. The
buyer therefore undertakes the risk to a certain extent in
accepting the goods as effered by the seller. The seller, on the
other hand, is duty bound under the Sale of Goods Act (1893)
[24] to ensure that the goods being offered for sale at a given
price are delivered as required in accordance with expressed or
implied terms of the contract. Such implied terms may pertain
to title, description, quality, quantity, time and place of delivery
of the goods. Thus, where a drug is deemed or ascertained to
be unregistered, contrary to a given law requiring registration
of same, it is apparent that, the seller has no right to lawfully
sell or contract to sell the drug in question. Another legal
obligation of the seller of goods is the requirement that the
goods being offered for sale should correspond with the
description given or presented in a prescription form or order,
catalogue or advertisement. This requirement is based on the
fact that it is important that the goods being sold should be
properly identified or ascertained as being appropriate to the
demands of the buyer. The word “description™ covers a wide
variety of matters that include statements as to quality, weight,
ingredients and packing [24]. It is also required in law that the
goods should be fit for the purpose or purposes for which it
has been purchased. Drugs sold should also correspond with
any samples offered in terms of quality and a reasonable
opportunity for comparison with the bulk of drugs offered for
sales should be given.

The breach of an expressed or implied contract may
result in a remedy for damages, i.e., a monetary assessment of
losses incurred directly or indirectly as a result of the breach.
Another remedy is presented by the right afforded the buyer to
reject the goods and thereby bring the contract to an end. Where
goods have passed through several intermediaries or hands,
the Sale of Goods Act merely provides remedies against the
immediate seller and not the previous owners or manufacturers
[24]. The buyer’s lawful right of action may lie only in tort
upon proof of the manufacturer’s negligence where it is
unconscionable to sue the immediate seller. A major problem
facing potential litigants, the consumers of drugs, for example,
is the difficulty of ascertaining or proving the carelessness of
the manufacturer. A recourse has often been made by the court
to the application of the maxim “res ipsa loquitor,” that is,
“the act speaks for itsclf [25]). By the application of this
maxim, onus or burden of proof'is placed on the manufacturer
directly rather than on the innocent purchaser or consumer. Itis
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theretore required that the former should discharge this burden
of liability placed on them by proving that they have not been
negligent in the production, distribution, packaging or sales of
the product. The user or consumer can therefore institute a
negligence action to establish liability on the part of the
manutacturer, distributor, or supplicr of an unregistered drug
which has proved defective to the well-being of the former.
However, in some legal jurisdictions, liability is strict, obliviating
the need to prove causation for the purposc of obtaining
compensation.

Where a physician prescribes OCs for uscs not stated
on the drug information leaflet, such may ordinarily be
presumed not to be an approved or lawful use. On the other
hand, it may be proffered that where the purpose or motive for
using the said drug is for the preservation of life in consonance
with constitutional provisions which guarantee right to life
(Section 33 (1) [14,15,26] for every citizen, such contingency
use should not be regarded as being unlawful. However, upon
an in-depth consideration of pertinent legislation dcaling with
or touching upon salient aspects of prescribing or marketing
OCs as ECPs, it is imperative that health care providers should
operate within the defined ambit of the law. They should at all
times consider and pursue actions that are objectively considered
to be in “the best interests of the ultimate stakeholders”, that is
the clients, as well as the collective interest of the Nigerian
society in the quest for sustainable development.

It is also necessary for all interested groups, namely,
women, medical/health science personnel, government, non-
governmental organisations and private scctor manufacturers
to determine whether in the light of the legal exposition above
stated, Nigerian Law and Policy has the tendency to assist or
otherwise compound legal access to and provision of emergency
contraception. Specific policy statement should be made to
address the issue. The lacuna in the law should be filled, for
example, by making provision to control and regulate such use.
In addition, the law should contain an omnibus provision or
general clausc which allows for the use of OCs as ECPs in
contingency situations that are deemed appropriate by the law
in public interest and for common good.
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