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Abstract

The study assessed the effects of enforcement tfcamterfeit drug laws (penalties) on the unethic
marketing of medical drugs in Nigeria, particulathe South Eastern States. The study was a suresgrd
Stratified, simple random, convenience and judgalesampling procedures were adopted. A researcktique
and one null hypothesis guided the study. The pjm consisted of 5621 respondents, comprisingd 344
healthcare professionals, (doctors, pharmacistses), 1641 drug consumers, 390 licensed drug fmas146
senior staff of the Regulatory Agencies in Abia,afbra, Ebonyi, Enugu and Imo States. Five Universit
Teaching Hospitals were used for the study. A sangbl985 respondents was used. Primary and Segondar
sources of data were accessed. The questionnagesaliglated using the opinions of experts. Pilotlgtwas
conducted and the scores subjected to CronbachpbaAtechnique. The reliability coefficient was 794
indicating high degree of internal consistencyhaf tesearch instrument .The mean (x) and critariean scores
were used to answer the research question. Zitgsttical technique was applied in testing thedilpsis at
0.05 level of significance and 4 degrees of freeddire findings of the_study revealed that enforoetn
existing penalties had non-significant positive ugttbn in unethical marketing of medical drugs. The
partnership model (Regulatory Excellence Model) designed to enhance the control of unethical ntisgef
medical drugs in Nigeria and further recommendatiaere made.

Keywords: Medical Drugs, Unethical Marketing, Mod&nforcement, Penalties, SDSI, NAFDAC.

1. Background of the Study.
With a population of over 150 million people, Nigerepresents a large market for medical drugediival

drugs are the integral part of healthcare deliwsistem, faced with risks and uncertainties. Theyeapected to
perform the multiple functions of restoring abnolnghysical states, correcting or modifying organic
malfunctions and preventing disease disorders énhiman body or in animals (Okoye, 2005: 44). Wiinen
potency of the drugs cannot accommodate the fumstiof mitigation or prevention of disease disorder,
uncertainties usually surround their production #mely pose great risks to public health. Medicalgdrare
rarely sold directly from manufacturers to retaler consumers. The dynamic link between manufactuand
consumers is bridged by a network of intermediarsesttered across different countries in the gldtee
complexity of the distribution chain makes it vulakle for substitution of counterfeit drugs in ttteain. The
distribution chain consists of open markets, pataatlicine stores, and community pharmacies, prieaid
public hospitals. The patent medicine stores araeawby the holders of the patent and proprietargdionge
vendors’ licenses. The major threat to the drugribigion chain is the secondary market, comprisinwll and
loosely regulated wholesalers and retailers typic@tate licensed or registered companies scattalledver
Nigeria. This market controls good chunk of thegddistribution network, using their go-to-markepaoaches,
namely, sale of counterfeit drugs, drugs that hdegenerated due to poor storage and handling, dritbs
wrong packaging / unapproved labels, drugs withe fABMFDAC numbers, drugs in unregistered pack sizes,
including drugs re-labeling, re-validating of exgrdrugs, among others..Bulk packaged drugs aeckeged

in smaller bottles for better commercial utilityefpackaging constitutes the greater vulnerabiliethe entire
drug distribution chain with constant inflow of gdarfeit drugs. Internet provides counterfeiterthwiew and
powerful means to sell drugs through auction siéend-alone e-commerce sites and e-mail solicitatiThe
on-line environment is attractive to drug countiéefss due to the relative ease of deceiving conssif@ECD,
2007:14).The high profitability of drugs countetiiej which exceeds that of illegal drug tradeshvaw risk of
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detection and relatively light penalties, provideactive environment for the inhuman businesseripdl has
discovered a disturbing relationship between drognterfeiting and terrorist activities. Drugs canfeiting
crime is becoming the preferred method of financiog a number of terrorist groupOECD, 2007:1b
Counterfeiters tend to have upper hand in viewhefénormous volume of drugs being legitimately rata#t
and the ease with which counterfeit drugs can imeealed. They target drugs with high profit margiaking
into account, the size of the market to be expibitee technological and distribution challengesamted with
the undertaking (OECD,2007:11)Broad range of cateitedrugs are produced and marketed as genuingsdr
carrying holograms and other imprints (Okoghenuh(?B).Recently, NAFDAC intercepted a drug whose
original brand did not have hologram but the corfaie had hologram and consumers were buying the
counterfeit in place of the genuine drug (Olojaje2011:16). The list of drugs subject to countiérfg include;
medicines for treatment of cancer, HIV, malaria,teoporosis, diabetes, hypertension, cholesterol,
cardiovascular disease, obesity, infections andtate diseases, etc (OECD, 2007:12). The drugsisarelly
imported at the lowest costs possible and soldpgrethhan genuine drugs. These counterfeit drugs wp in
the bloodstreams of the unsuspecting patients. Sdmals of drug consumers have been poisoned. Wineande
for an expensive drug is high, drug counterfeisavap labels of two drugs manufactured by the saongany,
exploit similarity in appearance between the oagjpreparations and the counterfeits, label lowepdrugs with
high price labels and pass off a company’s druglypebfor another (Erhun, 2001:23). Other unethpzaktices

of the drug firms include re-validating of expirddlugs to bear future dates, wild drug performamte—label
claims, dishonest/misleading advertising, etc. prefound effects of counterfeit drugs on publicltireand the
nation’s economy are rather unquantifiable. TheeFagdGovernment of Nigeria established the regwato
agencies to dictate how drug firms produce, promatiee and distribute their products. They includational
Agency for Food and Drugs Administration and Coht(NAFDAC) which regulates foods, drugs and
cosmetics, Pharmacists Council of Nigeria detdits standards required for professional practicdmawith
international codes and Consumer Protection Coy@#C) provides speedy redress to consumer contplain
and seeks ways and means of removing or elimindtiogn the market, hazardous products and causing
offenders to replace such products with safer aocerappropriate alternatives. In spite of the gt measures
adopted by the regulatory agencies, the natiotiligsperiencing high incidence of counterfeit dau Erhun (et
al, 2001:32) attributed the preponderance of cofeitedrugs to the inadequacy of the laws governing
pharmaceutical activities and the deficiency in thelementation and enforcement of the existingslaw
Akunyili (2010:56) identified enforcement as theakest link in the chain of regulatory activitiescadrding to
Chukwuemeka (et al, 2011:132), the drug regulafmiicies in Nigeria are more than efficient. Theake
regulatory regime as evidenced by the preponderahceunterfeit drugs in Nigeria was thereforeihttted to
poor enforcement of the existing drug laws, amotigeis. This study focused on the effectivenesshef t
enforcement of the existing anti-counterfeit dragy$ (penalties) on the unethical marketing of madicugs in
Nigeria, particularly the South Eastern States igeNa.

1.1 Statement of the Research Problem.

Most of the nation’s health policies like the Nati Programme on Immunization (NPI) and Roll Bacaldia
Programme have suffered setbacks due to the cheBenf counterfeit drugs. Studies have revealazhgtr
positive correlation between counterfeit drugs amdh failure rate in malaria treatment and control
(Chukwuemeka, et al, 2011:132). Counterfeit druggehbeen closely related to global public healttbjams,
causing liver damage, kidney and heart failuresatlities, injuries and even death (Akunyili, 2(B6).1t has
been estimated that upward of 2000 children per dlayin Africa as a result of taking counterfeit lané
medications (Rago, 2009). The evil of counterfeédiaines is worse than the combined scourge of naala
HIV/AIDS, armed robbery and illicit drugs and vitéa the right to life of consumers (Akunyili, 2036).
Unethical marketing of medical drugs have debitigteffects on the nation’s economy. It reducegimives to
invest in the development of new medicines. Emplentis affected as jobs are lost due to drugs eofiting.
Counterfeit drugs crowd genuine drugs out of theketaand exert downward pressures on prices. Biraades
and reputations of genuine drug firms are dama@eernments loose much revenue as drug countegeite
evade taxes. Potential losses include corporatarindaxes, value added taxes, excise taxes, irgrdfs and
social insurance charges. Criminal networks andmzgd crimes thrive through drug counterfeitingtrorists’
activities are financed and public institutions areakened when criminals bribe officials to maréetinterfeit
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drugs at the expense of public health. Huge amotinésources are wasted in combating drug couritieige
Counterfeit drugs impact negatively on the coumstrgross national product (GNP) as productivity rieagly
hampered (Okoye, 2005:49). Destruction of seizedgsiralso raises environmental issues. Foreign tdirec
investments are affected by drug counterfeitingeWan action or choice is motivated by the desirota right
thing, it is ethical (Bovee, et al, 1992:62). Iethction is motivated by the desire to do a wrdmggt or avoid
doing the right thing, it is unethical. The pharmatical activities of manufacturing and marketiigounterfeit
drugs are clearly unethical. The Regulatory Agentiave adopted stringent measures to regulatecthatias
of the drug firms within the framework of the ekigt drug laws. Various penalties were imposed tsuem
ethical compliance. In spite of the elaborate gafeeasures, strict regulations and battalion obmeiment
personnel of the regulatory agencies, the streamoahterfeit drugs continues unabated. The corttilpu
factors as outlined by (Erhun, et al, and 2001i@¢lude ineffective enforcement of the existing $awigh cost
of genuine drugs, loose control systems and cdoupamong others. In view of these contendingdiastthe
study was designed to determine the effects ofreafoent of existing penalties on the unethical retink of
medical drugs in Nigeria with the aim of profferiaglutions.
1.2 Objectives of the Study.
The broad objective of the study is to design @neaship model for effective control of the une#tiimarketing
of medical drugs in Nigeria. The specific objectisgo assess the effects of the enforcement oéxisting anti-
counterfeit drug laws (penalties) in the control the unethical marketing of medical drugs in Nigeri
particularly the South Eastern States.
1.3 Research Question.
To what extent has the enforcement of existing piesacontributed to the reduction of unethical keding of
medical drugs in Nigeria, particularly the Souttstean State?
1.4 Delimitation of the Study.
The five University Teaching Hospitals in the Sokthstern States of Nigeria constituted the studyers and
included;Abia State University Teaching HospitslBSUTH), Abia State; Ebonyi State University Teawhi
Hospital,(EBSUTH),Ebonyi State; Imo State Universiteaching Hospital, (IMSUTH), Imo State; Nnamdi
Azikiwe University Teaching Hospital, (NAUTH), Andma State; University of Nigeria Teaching Hospital
(UNTH), Enugu State. The study was extended toSigth-East Offices of the National Agency for Feodi
Drugs Administration and Control (NAFDAC), PharnsisiCouncil of Nigeria (PCN) and Consumer Protectio
Council (CPC). The Standard Organizations of Nef&ON) was not relevant to this study becauseyitlates
and controls all items except the seven categaietem regulated by NAFDAC, medical drugs inciesi
(Akunyili, 2010:99). The study covered a decadadiivities in the Nigerian drugs market, rangingnfir2001 to
2011.
1.5 Hypotheses of the Study.
To guide the study, these hypotheses wévemulated and tested at 0.05 level of significance
Ho: The enforcement of existing penalties has goificant effects on the unethical marketing of matldrugs.
H1: The enforcement of existing penalties has fiant effects on the unethical marketing of mebirags.

2. Review of Related Literature.
2.1 Theoretical Framework.
The study was anchored on the Social Control thgugtulated by E.A. Ross in 1901 and further dgpedl as
Social Bonding theory by Travis Hirschi (Hirschi9@9:18-20). The theory is concerned with how human
behavior is regulated within the society. It stigek that people are inherently motivated to dedand due to
social bonds and fear of punishment; they do nbbadhese instincts.. It specifies that no socaaty afford to
denounce criminal activity, without duly acceptiitg responsibility because most delinquent behaigahe
result of “unmonitored” social control by the autities (Borade, 2010). The Social Control theorsisis that it
is mostly people that have nothing to lose by confog to delinquency who are drawn toward the aatiial
behavior of exchanging human lives for financiaingalncreasing the penalties for non-conformityyncarb
the inhuman activities of these nothing —to- loseple. The import of the Social Control theoryhs trucial
role of the society, viz, the Government (Executitegislature & Judiciary), regulators, operatodsyg
consumers, public, traditional rulers & religiowsadlers, in the control of the unethical marketifignedical
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drugs. According to Wolpe (1988), every individualthe society must see himself as a moral entreure
saddled with the responsibility to challenge déifomis of deviance.

2.2ConceptualFramewark

Drug regulation is the totally of all measures whgovernments take to ensure the safety, efficacycmality
of drugs, as well as the relevance and accuragyarfuct information (Ratanawijitrasin, et al, 20028). The
success or failure of drug regulation however ddpesn implementation. The regulation of medicalgdrhas
four dimensions, viz, administrative elements, tatpuy functions, technical elements and level efjulation
(Ratanawijitrasin, et al, 2002:12). The administ&atomponents are the input factors that allowfdimictioning
of drug regulation, including policy, legislatiomegulation, organizational structures, human aménfcial
resources and mechanism for planning, monitorirdyeraluation. The regulatory functions include tisiag of
persons, premises, inspections of pharmaceutitablesment (market authorization), quality contmntrol of
drug promotion/advertisement, monitoring of advedseg reaction (ADR) and speedy redress of consumer
complaints through negotiations, mediation and diation. The technical elements include the existe and
type of standards, norms, guidelines, specificatiand procedures. The level of regulation indicées| at
which the various regulatory functions are perfalmi should be noted that the political structafeany
country determines the overall governance of degmlation.

Environment

e Safe, effective, good quality e Better treatment of illness
drugs available * Better prevention of disease
* Appropriate information * Decreased morbidity & mortality
¢ Rational dispensing
* Aporooriate disbensing
I [
Drug Drug Drug regulation Health outcomes
Regulatory <+ | Regulatory Outcomes —
Structures Processes I
* Drugs resistance
* Substandard, counterfeit, toxic ¢ Treatment Failure
& useless drugs * Adverse drug reaction
* Inappropriate information ¢ Increased morbidity &
Environment * lIrrational prescribing mortality

Figure 2.1. Drug regulation: Interconnections betwestructures, processes and outcomes.

Source Ratanawijitrasin, S and Wondemagegnehu, E., (20020). Effective Drug Regulation, A
Multicountry Study. Malta: World Health Organizatio Library Cataloguing-In-Publication Date. NLM
Classification. QV 33:120.

Figure 2.1 shows the interconnections between agguyl structures, process and outcomes. The framkewo

enhances an understanding of the fundamentalsugf drgulation and control. In assessing drug regnja
performance, it is imperative to consider the failog steps; identify regulatory structures, decideesther the
regulatory processes are well designed and impledermeasure intermediate outputs at the individual
regulatory function level and measure the finalcoaies to ascertain whether drug regulation objestivave
been met( Ratanawijitrasin, et al, 2002: 118). fdgulatory structures are the legal and admiriggaettings
of the agencies, charged with the responsibilitydnfg regulation. The legal support involves gramtiegal
authority to the agencies to perform regulatorycfions and impose sanctions when violations octe. drug
regulatory processes entail the application of appate methods and strategies to implement theities. The
outcomes are the final results obtained when thalagory agencies carry out the different regulaietivities
and functions. Outcomes can be measured in termgsiaity of pharmaceutical products marketed, propo
of licensed pharmaceutical facilities, proportiori pharmaceutical faciliies meeting certain reqdire
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standards,eg,GMP, number of illegal products andnbrar of illegal facilities (Ratanawijitrasin, et, al
2002:9).0utcomes are often not readily measurabéalse a long period of time may elapse beforevapte
outcomes can be seen. If the regulatory performameéective, safe, effective and good qualitygrwill be
available in the market with accurate informationtbe labels and inserts and the functions of pitag and
dispensing drugs by healthcare professionals be@mhievable. The public will be assured of betteatiment
in the event of illness and prevention againstaties with attendant reduction in morbidity and aldyt rates.
With ineffective drug regulation, the outcomes dewastating, viz, substandard, counterfeit, toxid aseless
drugs find their ways into the bloodstreams of @, causing serious injuries and even death. Hifadt
marketing practices like label tampering, deceptdyertising, mixing of counterfeit with genuineugds,
irrational prescription and dispensing are featwt$ax regulation, with eventual health outcomike Idrug
resistance, treatment failure, adverse drug reastend persistent illness, leading to increasedbitity &
mortality. The effectiveness of the measures adbpte the regulatory agencies relates to the drigaefy,
safety, quality and rational use objectives (Ratdjitaasin, et al, 2002:121). The efficacy objediis achieved
when the drugs available in the market are effmagifor stated diseases and conditions. No cowittehfugs
are distributed. When the drugs are adequatelyasafepossess correct active ingredients, the safetyquality
objectives are attained. If the drugs are useccoommlance with approved claims and methods, thenadtuse
objective is achieved.

2.3 Business Excellence Model
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Figure 2.2 The Business Excellence Model.

Source: Oakland, J., S., (1999) “Total Quality Mgemaent (TQM) “inthe IEBMEncyclopedia of Marketingy.

J. Baker; London: Thomson Learning.

Quality service delivery by the regulatory agenc@s be achieved through the application of Busines

Excellence Model (Oakland, 1999:698). Business Hewee Model (BEM) as an aspect of Total Quality
Management, (TQM) has been used to change indivichiads and attitudes as well as communities and
nations. TQM directly and covertly alters the valueulture and mind-sets within an organization.VBE
incorporates nine functional areas, viz, leadergidople management, policy and strategy, resoupcesesses,
people satisfaction, customer satisfaction, impattsociety and business results (Oakland, 1999.698
shown in figure 2.2, effective leadership drivedigies and strategies, using available resourcesvearking
through people in the organization to achieve ddsgoals. The transformation processes which irecaadions,
methods and operations lead to the satisfactioousfomer needs and expectations, culminating ietaple
satisfaction. The impact on the society reflectbligpugood, with the attendant financial and norgfinial
implication. The application of the Business Exeetlie Model demands senior management’s total comanit
to manage processes, change the culture of thainagi@n, improve communication and focus on thst@mer
welfare. The model aims at changing mind-set froendld ways of doing things to the new, from thetfia the
future. People’s management involves transformatiotie individuals both in the regulatory agencesl the
drug firms.The transformed individual will perceimew meaning to his life, to events, to dutiesnembers of
the public and to interactions between his collesghe individual will have a basis for judgmefhhis own
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decision and for transformation of the organizatierbelongs to. He will understand the system heksvim and
apply its principles in every relationship with ettpeople. BEM insists that top management devgtopisiem
prevention mentality. A complete change of mindsetequired to unscramble the intuition of rushingp
inspection/ detection mode in tackling the problevhsinethical marketing of medical drugs. The deficy of
the strategy of detection has been the bane of degglation in Nigeria. The strategy of preventisn
appropriate, even if it entails stiffer penaltiesestablish the culture of deterrence. The top gam&nt has a
responsibility to develop a mission statement thilitbe strictly adhered to, identify the criticaliccess factors
and outline processes for continuous improvementegfilatory standards. By implication, the coreTotal
Quality Management is the involvement of everybodiiie unethical marketing of medical drugs must be
challenged by every citizen of this country andudtionot be the exclusive duty of the regulatoryrames. The
Regulatory Excellence Model (REM) was derived frityva partnership concept.

2.4 Constraints to Implementation of Businesséi®ace Model.

The constraints faced by chief executives and tiredn the implementation of the Business Exceliellodel
are mainly in the area of proliferation of theorgasl packages. The operators get confused aratédits the
tasks of implementation become daunting. Failurméet the requirement in any part of the qualitgicthas a
multiplier effect. Failure in one part of the systereates problems elsewhere, leading to yet nahads and
more problems. (Oakland, 1999: 687).

3. Methodology
The survey research design was used. The targeflgimm was 5621, comprising Healthcare Professsona

(3444); Licensed Drug Firms (390); Drug Consumd84() and Regulatory Agencies (146). The stratjfied
simple random, convenience, judgmental samplingqaores were adopted as the sampling techniques. Th
sample size was determined using Yamane (1967 icitEBoh, 2009:94) formula, i.e,n FN+ N(ef ,where, n
=sample size,N=actual population, e =level of digance, | =constant. The sample size for eachgcayeof
respondents was estimated using Bowley’s propatiatiocation statistical technique; nh = nNh /Njere, nh
= the number of unit allocated to each categorgespondents. Nh = the number of respondents irgoaten
=the total sample size N= total population. The gansize for this study was 985, made up of HCR8)3Brug
Consumers (322), Licensed Drug firms (198) and Regty Agencies (107).Data were generated from both
primary and secondary sources. The sources of prideta included questionnaires, focused groupudisons,
personal (face to face) interviews and observatidie questionnaire embraced the use of five ploikert
Scale format, viz, Strongly Agree (5points), Agréipoints), Undecided (3points), Disagree (2poirdayl
Strongly Disagree (1point) with the aggregate(ddot®mean score of 3.0. The instrument was subjetctdace-
to — face validity by giving it to marketing expemwho examined the items to ensure they were eiith the
objectives of the study. The instrument was chedkedreliability using Cronbach’s Alpha techniqueilot
survey was used. A total of sixty respondents waministered with sixty copies of questionnaireactc
category of respondents was served with fifteeriesopf questionnaires. The return rate was hungezdent.
Five copies of the questionnaires were rejected tduaconsistencies and fifty five analyzed. Théeafslity
coefficient was 0.947, indicating high degree déinal consistency of the research instrument.tal taumber
of 985 questionnaires were distributed, 898 werarned, representing 91.2 percent while 87 weraetorned,
(8.8 percent). Out of the 898 returned questiomsai2 were rejected, representing (3.60 percear) td
discrepancies while 866, representing 96.40 pewerg utilized for the study. The hypothesis of shedy was
tested, using Z-test (two-tail) statistics, at 0®&el of significance and four degrees of freedom.
4. Data Presentation and Analyses

The data derived from the study were presentedhile$ and analyzed as shown below
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Table 4.1. Literacy Levels of Respondents.

Qualifications | Regulatory| Licensed | Drug Healthcare Total | Percentage

Agencies | Drug Consumers | Professionals
Firms

WASC/SSC/ | _ 124 57 10 191 22.0

GCE

OND/NCE/RN | - 11 34 69 114 13.2

HND/BSC/BA | 76 35 127 102 340 39.3

MBBS - - - 108 108 12.5

MSc, MBA, 20 5 65 23 113 13.0

MPhil, PhD

Total 96 175 283 312 866 100.0

Sources: Field Survey, 2011.

Table 4.1 showed that 39.3 percent of the respdaded first degree/Higher National Diploma cectfes, 13
percent were holders of Ordinary National DiplonNgtional Certificate in Education/Registered Nugsin
Certificates and Masters/Doctor of Philosophy degreespectively. The medical doctors were 12.5gmerc
while 22 percent of the respondents had ordinargllechool certificates. Majority of the holderstbe West

African School Certificates/ General Certificate$ Bducation (124, representing 14.0 percent of the

respondents) were proprietors of the licensed €irags, indicating the dominance of non-professisnal drug

business.
Table 4.2.  Usage Rate of Medical Drugs.
Rate Regulatory | Licensed Drug Healthcare Total | Percentage
Agencies Drug Firms | Consumers | Professionals
Daily 21 45 136 58 260 30.0
Weekly 50 74 117 94 335 38.7
Monthly | 25 46 30 132 233 26.9
Rarely - 10 - 28 38 4.4
Total 96 175 283 312 866 100.0

Table 4.2 showed that the four categories of redpots were consumers of medical drugs. The weekly

Source: Field Survey, 2011.

consumption rate was 38.7 percent, followed byydél0.0 percent), and monthly (26.9 percent). Ohly

percent of the total number of respondents rarsegdwrugs. The findings implied that any respondentd be
a victim of counterfeit medications.

4.1. Research Question:

To what extent has the enforcement of existing fiesacontributed to the reduction of unethical
marketing of medical drugs in South East, Nigeria?
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Table 4.3. Use of Mean (X) Scores of Respondents to AnsweRtiisearch Question.
Item | Statement Agree. | Disagree | Total | Total no of | Mean | Result
SA+A | U+D+SD | scores| respondentg score

1 The enforcementof existing penalties has redtledloning of fasy 2339 295 2634 | 866 3.04  Accepted
moving drugs in South East, Nigeria.

2 The enforcement of existing penalties has redtloednarketing off 2105 402 2507 | 866 2.89 Not
drugs with zero active ingredients and fake NAFDA@nbers. accepted

3 The terrorist activities funded throughl 856 524 2380 | 866 2.75 Not
drugscounterfeiting hasreduced asa result of eafoent ofexisting, accepted
penalties

4 Enforcement of existing penalties has curbed imarketing| 1413 546 1959 | 866 2.26 Not
of degenerated drugs arising from broken coldrchand poor accepted
handling

5 The marketing of drugs in unregistered pack065 394 2459 | 866 2.84/ Not
sizes/unapproved labels and withoutexpiry datesreasiced dus accepted
to enforcement of existing penalties.

6 The enforcement of existing penalties has redttoednarketing off 1825 594 2419 | 866 1.80 Not
expired and revalidated drugs. accepted

7 The enforcement of existing penalties has legeiomanent closure 986 1007 1993 | 866 2.30 Not
of the facilities of the illegitimate drug wholesed and retailers in accepted
South East, Nigeria.

8 The marketing of drugs with active ingredients ffedent | 1191 923 2114 | 866 2.44  Not
and unrelated to the inscriptions on their labels meduced due tp accepted
enforcement of existing penalties.

Total 13780 | 4685 1845| 6928 21.2
Aggregate mean 1723 586 2308 | 866 2.67 Not
Accepted

Source Field Survey, 2011.

The mean, 3.0, was used as a criterion for acagptimot accepting the statements of the questioniraorder
to answer the research question (Nwankwo, 2011). 2ZF#4e rule is that any statement with mean soér@.0
and above is accepted as a true statement andiingnean score below 3.0 is unacceptable. TableHo3ved
that item 1 had mean score of 3.04, indicating thatenforcement of existing penalties has redticeatloning
of fast moving drugs in South East Nigeria. Itemes 8 had mean scores below 3.0. The enforcemestisting
penalties therefore had not contributed to redaciiothe marketing of drugs with zero active ingeatls and
fake NAFDAC numbers, drugs that have degenerated@aimproper storage, drugs in unregistered peesh
unapproved labels and without expiry dates, andyslrwith active ingredients different and unrelated
inscriptions on their labels. The terrorist actastfunded through drug counterfeiting and markgtih expired
/revalidated drugs has not reduced as a resulhfor@ement of existing penalties. The facilitieedidy the
counterfeiters in the inhuman business had not lweenpletely shut down through the enforcement ef th
existing penalties. The aggregate mean of 2.6Thresearch question, indicated that the enfornewiethe
existing anti-counterfeit laws (penalties) had nonhtributed to remarkable positive reduction in thethical

marketing of medical drugs in South East, Nigeria.
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Table 4.4 Analysis of Responses
Item Noof Resp.| Scores off Mean of| Std. Dev.| No. of Resp.| Scores off Mean of| Std Dev.| Total No.
Agree (A) Resp.A | Scores of Scores.| Disagree (D)| Resp. D | Scores on scores of Resp.
(xa) A (SDa) (Xd) SDd
1 694 2339 3.37 23.40 172 295 1.72 22.25 866
2 624 2105 3.37 15.30 242 402 1.66 11.85 866
3 557 1856 3.33 5.64 309 524 1.70 3.53 866
4 434 1413 3.26 1490 432 546 1.26 1.93 866
5 624 2065 3.31 13.70 242 394 1.63 12.37 866
6 550 1825 3.32 4.35 316 594 1.88 0.55 866
7 322 986 306 41.14 544 1007 1.85 18.07 866
8 367 1191 3.25 27.81 499 923 1.85 15.10 866
Total 4172 13780 26.27 146.24 2756 4685 13.55 85.65| 6928
Aggregate | 521 1723 3.28 18.28 345 586 1.69 10.71 866
mean

Source: Field Survey, 2011.

Table 4.4 showed the means and standard deviatioiie responses on the effects of enforcemenkistieg
drug laws (penalties) on the unethical marketingnefdical drugs. The calculated Z-value shown inld&h5
was derived from Table 4.4.

Table 4.5 Test of hypothesis
Responses| No Mean Std Degrees | Z- Z- Level of | Decision
of X Deviation | of calculated critical | signific
responde SD freedom ance
nts, N DF
Agree 521 3.28 18.28
Disagree 345 1.69 10.17 4 +1.15 _+1.96 | 0.05 Accepted

Source: Field Survey, 2011
Table 4.5 showed that the calculated Z-value (H1w#&s found in the region between -1.96 and +1i%6 (

critical values of Z) at 4 degrees of freedom artibGevel of significance. In applying the decisiote, the null
hypothesis was not rejected. The p-value providkliti@nal insight into the decision. The probalilif finding
a Z-value as extreme as +1.15 was 0.5000-0.37494.250.The two-tailed p-value, 2(0.1251) = 0.2502sw
greater than the significance level of 0.05 (i.ex 8.05). The null hypothesis was therefore natatgd and the
conclusion that the enforcement of existing peesltiad not contributed to significant positive idn in
unethical marketing of medical drugs was upheldddrue.

5. Discussion of Findings.

The literacy level of the drug distribution chairembers was low. Out of 175 operators of the drugdi
involved in the study, 124(representing 71.0 pejcgrossessed the ordinary level school certificaied only
35 (20 percent) had first degree/ Higher Nationgdl®@na Certificates. These firms were officiallgdinsed to
distribute and market medical drugs in the Soutstéfa States of Nigeria by the Pharmacists Cowfidiligeria



European Journal of Business and Management www.iiste.org
ISSN 2222-1905 (Paper) ISSN 2222-2839 (Online) g
Vol5 No 29, 2013 STE

(PCN). Some chain members were granted the PatehPeoprietary Medicine Vendors’ license to sellyon
over-the —counter (OTC) drugs. In practice, theld sl categories of drugs, including Prescriptionly-
Medicines and the minimum qualification to obtalre tlicense is First School Leaving Certificate. Tion-
professionals with virtually little or no educati@ominated the drug business as importers, whaesand
retailers in the open drug markets. According thug; (et al, 2001:24), the involvement of theseuatified
persons in the procurement and distribution of eadirugs had its implications in drug regulatiow aontrol
in Nigeria. Usually, these unqualified persons db flave much at stake in terms of conformity tofgssional
standards and their business interests are malilatehe desire to get-rich-quick. The Social Cointheory
stipulates that it is mostly these people that hasthing to lose by conforming to delinquency whie drawn
toward the anti-social behavior of exchanging humnaas for financial gains. These distribution ahaiembers
have been associated with the unethical marketfnmexlical drugs through direct involvement in dneg
packaging, compounding of syrups/lotions, revaiidatof expiry date and distribution of counterfeitugs.
Erhun (et al, 2001:23-34) corroborated this findimg relating the activities of non-professionals drug
business to the preponderance of counterfeit dirugdigeria. Since legal provisions are essentialdttaining
regulatory goals, the implementation must be badkethw. All laws are meaningless unless they afereed
(Peter, 1989). The Nigerian drug regulatory enwvinent is characterized by weak enforcement regimealkVv
enforcement regime implies that either the cousttnfs are not sufficiently penalized for theiriass or that
the enforcement process is lax or both. The fingliofjthe study revealed that the enforcement ofetlisting
penalties (anti-counterfeit laws) by the regulatagencies had not contributed significantly to theéuction in
unethical marketing of medical drugs in South E&$geria. According to Erhun (et al, 2001:23-3)et
enforcement of the various drug laws in Nigeria badn deficient. It was also revealed that the Igaserning
the manufacture, sales, distribution, importatiod @xportation of drugs were not adequate enougtomtrol
the inhuman trade. Akunyili (2010:56) affirmed tipaior enforcement was contributory to the weak efment
regime in this country. The devotion of insufficieresources to enforcement and inappropriate peadibr
offences were adduced as being responsible fovélad enforcement regime. Considering the outcorneach
regulatory functional level, the study revealedt ttiee enforcement of existing penalties had noticed the
marketing of drugs with zero active ingredients dake NAFDAC numbers, drugs in unregistered pack
sizes/unapproved labels and without expiry datbe. Marketing of drugs that have degenerated dbeolen
cold chains/poor storage and unrelated to the iptszns on their labels, abound in Onitsha Bridgeatl and
Aba drug markets. Terrorists had found drug cotieiterg a preferred method of financing their aitids due
to low risk of detection and relatively light petias, compared to illegal drug trades. The enformnof
existing penalties had not imposed restrictionghencriminal networks and organized crimes. Thenidlg of
fast moving drugs however had minimized in the Bdtastern States of Nigeria due to the enforceroént
existing anti-counterfeit drug laws. Available ret® have shown instances where the counterfeitere w
neither punished under the law nor the enforceraetibns publicized to act as deterrent. When treriRacist
and Director of Tomak Pharmacy in Port Harcourt wasested in 2008, for distributing counterfeit hab
teething mixture, my pikin, and other unregistemaigs. No record of enforcement actions against the
pharmacist was made public (Akunyili, 2010: 124xcérding to Akunyili (2005:28), the efficiency ofig
regulatory staff has been adversely affected byuption and conflicts of interests, resulting imvé&not being
enforced and criminals not being arrested, proselcahd convicted for crime. The operations of NAEDINn
South East and Onitsha in particular suffered basétdue to the refusal of the Abuja High Courtgiutb allow
trials of several people implicated in the assagi&in attempt of the former Director- General of RBAC,
Professor Dora Akunyili.This unfortunate ruling @aity emboldened the drug distribution chain merabast
only to resist inspections but also attack the legguy staff. On June 3, 2006 the staff of NAFDA@awelve
armed policemen were physically attacked and drieeh of Onitsha Head Bridge drug market by the
counterfeiters. Six operational vehicles belongmdNAFDAC were destroyed (Akunyili, 2010:128). NARD
neither took enforcement actions nor subsequentiynsgenced mass arrests of the counterfeiters fqroges of
prosecution in the court till date. On October 2610 the Pharmacists Council of Nigeria raided Thaeant
Road drug market, Aba and recovered large volunfesoonterfeit drugs. An anti-inflammatory analgesic
Phenylbutazone, with life threatening adverse feaston bone marrow depression and renal failure wa
recovered. No record of enforcement of penalties axzilable. The drug market was re-opened on Deeem
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21, 2010 based on court order, boosting the comdielef the counterfeiters (Field Survey, 2011). Hoeial
Control theory stipulates that people are inheyemtbtivated to deviance and due to social bondsfaad of
punishment, they do not act on these instincts.tfiery further states that it is the responsipibit the control
mechanisms like the law, enforcement agents angltilgsical paradigms within the community, to effeely
and periodically address delinquent behaviors. ditesocial behaviors of the counterfeiters wedidations of
lack of major stakes (social bonds) in the comnyuriicreasing the penalties for non-conformity atidctly
enforcing them would help to address the delinquethtaviors of these nothing-to-lose people in amoiety.
Since the enforcement of anti- counterfeit drugdasould not provide strong deterrence against icadth
marketing of medical drugs, serious gap existaunbing this inhuman business in Nigeria. Countézgfsido not
give up easily and have to be dislodged, rootstaadches through a vote of no confidence from edeng
consumer. According to Wolpe (1988), every indiddaonsumer in the society must see himself as @lmo
entrepreneur, saddled with the responsibility tallemge the unethical marketing of medical drugsisgrave
situation provoked the emergence of a cross-sgadnership forum in this study, referred to as lRagry
Excellence Model (REM).

5.1. The Regulatory Excellence Model (REM)

i [ People
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Figure 5:1 The Regulatory Excellence Modggurce: Adapted from Oakland, J. S. (1999: 697) “Total [@ua
Management (TQM)” IMThe IEBMEncyclopedia of MarketindW.J. Baker, London Thomson Learning, for the
purpose of this study.

The Regulatory Excellence Model was adapted from Buisiness Excellence Model and anchored on the
framework of Ratanawijitrasin (et al, 2002:120) dhe principles of Total Quality Management. Iais attempt

at developing a cross-sector partnership forumeftactive control of the unethical marketing of read drugs

in Nigeria. The Model has nine components, vizudtires, resources, policies and strategies, people
management, regulatory processes, impact on spcesfomer/ people satisfaction and regulatory ags
(figure,5.1). The structures include the formatidrStakeholders’ Drug Safety Initiative (SDSI) thetcollective
efforts of the Chief Executives or top representaiof the Regulatory Agencies, Pharmaceuticalstrgitand

the Consumer Association. The SDSI should be cliyefplicated in the thirty-six states of Nigeriacluding
Abuja and at the Local Government Councils levéle aims and objectives of the Stakeholders’ Drafgty
Initiative must be clearly defined and expressed imission statement at the national Level andctfely
communicated down the line. The leadership hiesarohst be composed of individuals of proven intiygaind
totally committed to the shared vision of promotpuplic health. The stakeholders and the governsmgmbuld
collectively fund the initiative through value add¢axes, certain percent of the profits of the dfums
(pharmaceutical industry), Internally Generated éteies (IGR) from the Regulatory Agencies and specia
allocations from both federal, state and Local goreents/ trade associations’ contributions. Theldeship of

the Stakeholders’ Drug Safety Initiative shall depeeffective policies and strategies and creagerédsources
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for achieving the mission or vision of the forumll Bontrols and procedures, quality audit and managnt
review guidelines must be properly stated. Then@magement of the Stakeholders’ Drug Safety Infgamust
adopt strategic overview of quality service delixdDeveloping a problem prevention mentality to arasble
the intuition of rushing into detection / inspectionode to solve regulatory problems is importarite T
regulatory processes involve working with and tigtoypeople. The style of managing people must umderg
transformation. The first step is the transformatid the individual staff. The individual when tsfarmed will
perceive new meaning to his life, to events anidtiEractions between people. He will have a basigudgment

of his own decisions and for the transformatiomhef organization he belongs to. The individual wiiderstand
the system he works in and apply its principlegwery kind of relationship with other people. Theerts in
any business are the people who do the job everyofitheir lives. The energy that lies within thexan be
released into the organization through educati@ming, encouragement and involvement (Oaklan891855).
Attention must be paid to staff, making sure they eapable of meeting the regulatory challengefeckfe
communication within the organizations, up, down @cross stakeholders must be encouraged for stmng
ordination of the battle against unethical marlgtod medical drugs. The commitment of every stakadr
from the top management to the junior cadre issipelsible because human lives are endangered. The
Stakeholders’ Drug Safety Initiative must consiggulatory functions to stakeholders on the bastbeif areas

of specializations. The pharmaceutical industry,eiample, should undertake the task of trackirgrestep of
how drugs are manufactured, imported and distribuethe country. Securing the actual drug proditst,
packaging and the movement through the drug digtabh chain using cutting edge technological devisieould

be the functions of the Pharmaceutical industrye Regulatory Agencies, among others, should heaighte
surveillance and awareness creation through seasith programmes. The Consumer Association should
embark on the education of members using well &skenl communication networks. The consumers shbeld
aware of their rights to safety, to accurate dmigrimation and their responsibility to report caanfeit drug
incidents promptly to the association. Public dmégnment workshops should be organized by the Goesu
Association to educate members on the use of téofical devices to detect counterfeit drugs anddase their
perceptions of the dangers inherent in their pegfee for cheaper drugs. The collective responsibif the
stakeholders in the regulatory activities woulddlga transparency in the activities of the drugnfir The
resultant effects of the Stakeholders’ Drug Safeityative in the society would be the promotionmfblic and
economic health of the nation. The measures o$ticeesses or failures of the Regulatory Excelléhadel are
the outcomes. The structural and process factfestakegulatory outcomes. Quality regulatory atiédd would
ensure the availability of safe, efficacious andlijy drugs, appropriate drug information, ratiodallg use and
appropriate dispersing. The health outcomes inchetter treatment of iliness, better preventiomlisbase and
decreased morbidity and mortality. Non-commitmentthie application of the Regulatory Excellence Mode
would invariably lead to weak regulatory regime eTtonsequences include the preponderance of crinter
toxic and useless drugs in the markets and healttecs, inappropriate drug information and irragilonse of
drugs, among others. The health outcomes manifedtuig resistance, treatment failure, adverse dragtions,
increased morbidity and mortality.

5.2. Conclusion

The pharmaceutical activities of manufacturing, aming, exporting and marketing of counterfeit dsuare
clearly unethical. The study revealed that the e@fiment of the anti-counterfeit drug laws(pena)ttiesd non-
significant positive reduction in the unethical keting of medical drugs in the South Eastern Statdgigeria.
It is imperative therefore to note that the requiatagencies acting as lone rangers in the Nigeegnlatory
environment may be incapable of controlling the thizal marketing of medical drugs effectively. Ale
stakeholders, viz, the regulatory agencies, phaeotaal industry (drug firms), healthcare profensis/
consumers (public) must brace up to challengeithisman business. Regulatory Excellence Model wva®the
enlistment of every sector of the society, viz, goeernment (Executive, Legislative, Judiciaryg fsublic, the
traditional institutions, religious leaders, trasemen/youth associations, media, students, etchénfight
against the unethical marketing of medical drugse Eoncerted efforts of the people would publicirel
reinforce the enforcement actions to make the teadihoo. The total commitment of the stakeholderthe
shared vision, anchored on formidable leadershipctires would drive effective regulatory procesteshe
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desired outcomes. Total consumer protection idlaative effort and its actualization demands attilee inputs
of the stakeholders. Counterfeit medicines ar@t&ing the public and economic health of our rmatio

5.3. Recommendations.
These recommendations were made in an attempitootthe unethical marketing of medical drugs iigétia,
especially in the South Eastern States. The stddtetsohave significant roles to play in this parsiép venture.
1. The stakeholders should establish powerful cmesuassociation, comprising public/civil servants,
professional and trade associations, labor ungtmslents, etc, to assert the rights of the conssiare enhance
their responsibilities.
2. The stakeholders, viz, the regulatory agengisrmaceutical industry and consumer associatiaulgh
jointly form cross-sector partnership forum (i.¢al&holders’ Drug Safety Initiative, SDSI), to degecommon
unified actions for the control of the unethicalrkeding of medical drugs.
3. The leadership of the Stakeholders Drug Safetiative should be totally committed to the apation of the
Regulatory Excellence Model, to effect the reducid the production, importation and marketing ofiaterfeit
drugs to the barest minimum.

4. A high powered Stakeholders’ Continuous Qudinprovement Team should be established with the
oversight function of maintaining quality servidarsgdards and enforcement of anti-counterfeit diags.
5. The Government should strengthen the legal dveonks which include life jail terms for defaulteasd
corrupt regulators, confiscation of their propegsgtablishment of Consumer Courts (of High Couat\&) in all
the States, permanent closure of open drug markafmsition of three months prison terms to wardl of
intervention of “Very-Important Persons” in regulat activities and ensure the security of the ratpuk.
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