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[bookmark: _GoBack]ABSTRACT
This research project is primarily concerned with the impact of NAFDAC on marketing of Drugs in Enugu state. The purpose of this research is to know how the national Agency for food and Drugs Administration and control (NAFDAC ) can help to solve the problem  being encountered in Enugu state in particular and in this Nation in general, concerning failed counterfeit, substandard, unwholesome, adulterated and unregistered of safeguarding the public in every aspect of health affair.
The agency accomplishes this in Enugu state by ensuring that only the right quality of drugs, food and other regulated products are manufactured, imported, exported, distributed, advertised, sold and used . NAFDAC as the for most consumer protection and regulatory was therefore set up by the  government to ensure that wholesome foods     As the for  most consumer protection and regulatory agency was therefore set up by the government to ensure that wholesome foods efficacious medicines and safe cosmetics are made available to the consumers.
To ensure effectiveness from inception the Agency is structured into six directorates they are as fellows
(1) Registration and regulatory Affairs
(2) Inspectorate
(3) laboratory services
(4) Narcotics
(5) Planning research and statistics and
(6) Finance and Administration.
These directorates are always busy competing with each other in order to ensure that every but of their activities are moving according to planned proposal to fulfill the government aim in establishing the agency .
This study is based on this issue and the main objective of it to help in meeting the standard specification in order to protect and promote public health in the country. To identify ways in which we uplift the standard of manufacturing, distribution and sales of drugs and other regulatory product and this improvement can only be obtained through NAFDAC in regulating the drug market.




















CHAPTER ONE
INTRODUCTION
1.1    Background Of The Study
The NAFDAC story is the story of food drugs and other products regulation in Nigeria.  It is a story that began well even before the creation of the agency.  It portrays the ever-evolving nature of drug regulation and mirrors the prevailing socio-economic environment of the country.
Brief Historical Development Of Food And Drug Regulatory Authority In Nigeria:
Prior to the establishment of NAFDAC, the Directorate of food and drug Administration and control in the federal ministry of Health was responsible for the control and regulation of food drugs, cosmetics and other regulatory products in Nigeria. Under the directorate, the regulatory structure in Nigeria had most of the necessary components expected of a regulatory authority.
here were drug laws (with deficiencies no doubt) quality control laboratories and provision for inspection enforcement and even a fairly equipped drug – manufacturing laboratory.
However product registration was not in place, and as such drug importation and manufacturing was a free for all affair . drug information and adverse drug reaction monitoring processes were not also in place; hence there were no effective drug recall procedures.
The paucity of enforcement of the existing drug laws can b seen from the fact that in the twenty years between the enactment of food and drug decree NO. 35 OF 1974, and the establishment of NAFDAC in 1994, there are no records of prosecution of offends despite the Ibadan and Jos Incidents in 1989 when over 150 children were reported to have died due to a formulation error.
Despite the fact that Nigeria had a relatively well – developed regulatory process, civil service bureaucracy’ corruption, political instability and a host of other lapsed the varted this process. To remove these bottlenecks and ensure effectiveness, the then honourable minister of Health Prof. Olikoye Ransome kuti, directed in September 1992 that a blue print be prepared for the establishment of a food and drug regulatory Agency . in the words of the pioneer director general of NAFDAC Prof. G.E. Osuide “the excision of the functions of control and regulation of foods, drug and regulated products from  the main stream of civil service setting was a progressive decision in tune with what obtain in a number of countries’’ while inaugurating the pioneer governing council of NAFDAC in September 1992  the Honourable minister of  Health, Prof Olikoye Ransome kuti said that the establishment of NAFDAC was, “to give a frontal attack to the health problems arising from food, chemicals, drugs medicines and similar regulated product without the inhibitions 0f the civil service setting”.
The National Agency for food and Drug Administration and control (NAFDAC), was therefore established by Decree NO.15 OF 1993 (as amended), as a parastaltal of the federal ministry of Health, exportation, distribution, advertisement, shall and use of food, drugs, cosmetics, chemicals |detergents, medical devices and all drinks including our “pure” water.
The scope of this material puts the responsibility of touches on  the life of every Nigeria, hence the slogan ‘safeguarding the health of the nation’.
he mission statement of the Agency is to safeguard public health by ensuring that only right quality of drugs food and other regulated products are manufactured, imported,  exported, distributed, advertised sold and used  NAFDAC as the foremost consumer protection and regulatory agency was therefore set up by government to ensure that wholesome foods, efficacious medicines and safe cosmetics are made available to the consumer.
The agency protects and promotes the well being of Nigerians by ensuring that hazards attendant & food consumption and medicine intake are totally eliminated. Thereby improving the quality of life “In essence, NAFDAC is the people Agency” (Okwuraiwe,P.E)
From inception, the Agency was structured into the following six directorates;
1. Registration and Regulatory Affairs
2. Inspectorate
3. Laboratory services
4. Narcotics
5. planning Research and statistics
6. finance and Administration
Offices:
NAFDAC has its corporate head quarters at not 2032, olusegun Obasanjo way, wuse zone 7 Abuja. its lagos liaison office is located at the federal secretariat complese ikoyi lagos while the Agency Inspectorate offices are in all the state of the federation and Abuja.
It maintains 4 special zonal offices, 6 zonal offices, 5 Quality control functional liberations, and  3 Narcotics offices.
Administrative structure of NAFDAC: The structure of Agency has the chief Executive of NAFDAC who report to the governing council comprising of appointed member and other heads of related regulatory bodies. There are presently eight directorates in the Agency manned by full Directors in the Director General.
Director- General’s office:
(I)     Technical services
(II)    Special Duties
(III)  Food and Drug information center (FDIC)
(IV)  Legal Unit
(V)   Public Relation Unit
Directorate of Registration and Regulatory
This is the licensing arm of NAFDAC.  Registration and Registration is responsible for registration of all products regulated by the Agency namely food drugs which include narcotics and controlled substances, cosmetics medical devices, detergent  and  packages water.
The  Directorate formulates, un dates and reviews relevant regulation that the Agency employ in exercising its mandate. The Directorate ensures that advertisement of regulated products is not exaggerated, unwarranted , detrimental  and deceptive to consumers and other stakeholders
The Directorate collects samples of the products to be registered from company representative and forward to appropriate unite the Registration and Regulatory for further action while sample will be sent to laboratories for analysis. When all the report are obtained from the various units with their recommendation, Registration and Regulatory would make appropriate recommendation to the product Approval committee.
The Directorate is headed by a Director and each of the four broad divisions headed by Deputy Director is Regulatory Affairs, Drug Registration, food Registration and consumer  Affairs and Advert control.
The directorate has office in cities with seaports, airport, inland container terminals and border posts at same and  Idiroko borders.
Establishment inspection Directorate (EID): This directorate is responsible for compiling establishment inventory for production of regulated products.
The inventory state the name of establishment, its location and type regulated products it produces. The directorate responsible for the inspection of establishment for purposes, which include but not limited  to
Good manufacturing practices (GMP)
1. Routine inspection
2. Registration
3. Surveillance e.g survey of bakeries
4. Investigation  e.g follow –up on consumer complaints
Directorate of Narcotics and controlled substances:
The directorate control and documents the importation distribution and use of narcotics, psychotropic substances and chemicals.
It promotes activities geared towards the reduction of demand for psychoactive drugs as well as rational use of drugs in general. It also ensures effective control on importation and distribution of chemicals
It ensures Nigeria’s obligation under the international Drug treaties with respect to licit transactions in Narcotic’s, drug and psychotropic substances are fulfilled.
Directorate of enforcement:
This directorate was recently created to deal with all meters bordering on enforcement in all its ramifications. It is involved in the projection of manufactures and importers of take products. The directorate of enforcement co-ordinates all states task force on fake and counterfeit drugs and also serve as chairman of the federal task force on fake and counterfeit drugs.
Directorate of planning, research and statistics:
This is a services directorate that is responsible for planning, researching and collating of statistical data, as well as co-ordinating and documenting the activities of all the other directorate for the efficient achievement of the goals of the agency.
1. The directorate is responsible for complication and production of NAFDAC’S Annual Reports.
2. It ensures the development and establishment of strategies for the effective implementation of the mandates of NAFDAC.
3. It coordinates staff trainings at all levels.
Directorate of Administration and Finance:
The directorate is involved in the day- to –day administration of the agency such as employment, promotion and discipline, pension and gravity, movement of officers and other establishment functions. The directorate is also responsible for management funds.
Challenges of NAFDAC As A Regulatory Body:
1. Evasion of registration by importers | manufactures Irregular distribution channels for regulated products.
2. Unethical practices by manufactures importers exporters and their agents. Mislabeling of products such as unjustified claims. falsification of documents.
3. Marketing of products different from registered ones.
4. Dumping and circulation of take and counterfeit products in Nigeria .
Types of fake and Counterfeit Drugs:
Fake and counterfeit drugs as stipulated by National Agency for food and Drugs Administration and control (NAFDAC) are:
(a)   Copy | clone of genuine Drugs.
(b)   Drugs with insufficient or no active ingredients.
(c)  Drugs with active ingredient (s) different from what is stated on the package e.g paracetamol tablets packaged and labeled as “Fansider” as sulphadoxine | pyrimethamine combination.
(d) Expired or about to expire drugs
(e)  Herbal preparation that are toxic or harmful or     ineffective or mixed with orthodox medicine.
(f)  Drugs without full name and address of the manufacturer
(g)  Drugs labeled “for export only”(for whatever reason).
(h)  Drugs not certified and registered by NAFDAC
Other forms of substandard | unwholesome products identified by NAFDAC include:-
(i)   Non – iodized or insufficiently iodized salt.
(ii) Improperly processed and unregistered sachet water (properly called pure water).
(iii) Designer perfumes whose packets and bottles are imported into Nigeria and Filled locally with diluted concentrates.
(iv) Deceptively labeled juices. Example of such labeling include “100% fruits juices” no sugar added” “no added sivectener’’ “no preservative”, etc. yet juices from fruits that are not naturally very sweet like orange and guava are as sweet .
(v) Bread enhanced with potassium Bromate, which was banned since the early 1990’s for its implication in cancer, kidney failure loss of hearing and breakdown of vitamins strategies of NAFDAC in Eradication of fake product by the Agency include the following. 
· public Enlightenment
· Education of stakeholders to elicit voluntary compliance
· Sanctions such as prosecution and destruction
· Mandatory  registration channel
· Sanitization of the distribution channel
· Strengthened inspectorate activities Public Enlightenment campaign activities of NAFDAC  News, Guidelines, stickers, posters etc
(f) Bimonthly publication of identified take counterfeit substandard, unwholesome and unregistered product and their genuine counter parts.
What   are  fake |  counterfeit   Drugs?
The world Health organization (WHO) defines counterfeit medicine as “one which is deliberately and frequently mislabeled with respect to identity and | or source. Counterfeiting can apply to both branded and generic products and counterfeit products may include products with the correct ingredients or with the wrong ingredient without active ingredients, with wrong ingredient without active ingredients, with insufficient active ingredients or with fake packaging”.
According to WHO definition, what makes a drugs medicine counterfeit is “the deliberate or intentional nature of the mislabeling of a product with the intention to deceive the consumer”(Akunyili N.O.2003). A genuine the drug manufacture said Akunyili, will never hide his |her address. It is only cloners , fakers and counterfeiters that hide their addresses so that they cannot be traced. Cloning as put by Akunyih, is that they cannot be traced.
Cloning as put by Akunyih, is that eleceptive and fraudulent manufacturing of a fast moving registered product by a questionable source to rake up profit without associated liabilities it is solely driven by financial motives
1.2    Statement Of Problem:
1) The problem of proliferation of fake drug in Nigeria has been a long-standing problem. In the words of abanum, p.s, a pharmacist, “it is a problem that has resulted from the strong drive to make money fast usually referred to as the “get rich quick syndrome” and worsened in the 80’s and 90’s by inefficient regulatory control and high level of corruption by law enforcement agents”.
2) According to Akunyili, N.D; the prevalence of fake |counterfeit drugs vis-avis products in the country arose from several years of dumping of these product without effective control she maintained that human lives were lost daily while others have been maimed for life through the use and administration of unwholesome drugs.
Several products have fallen victim to faking by unscrupulous businessmen. Virtually all drugs  regulated by NAFDAC are involved. These are food products, drugs and medicaments for human consumption, veterinary products, cosmetic products, cosmetic products, chemicals detergents, mechanical devices and all types of drives including water. In addition to the above products different types of spare parts are also fake widely. It is therefore difficult to embark on any discussion on strategies for the eradication of fake product with varying degrees of regulation and control.
As we try to look at the strategies for the eradication of take drugs in Nigeria it is important to understand what constitute take drugs, the genesis and circulation of these drugs, the impact of their circulation on the populace and the factors that encourage their proliferation. Abamum, P.S defined a fake drug as “a product that is purported to be what it is not”. To him, “it may or may not contain the active substance it is not produced by the owners of the trademark it carries on the packaging”.
The prevalence of fake | counterfeit drugs in the country arose from several years of dumping of these products without effective control. It is a fallout of the chaos that have existed in drug distribution for over two decades. Today very large number of illegal operation exists at level in the distribution chain.
3) Most of these infiltrators were drafted into the  drug business as it was result of haphazard manner import licenses on drugs were issued to all corners in the 80’s by the then politicians and military leaders in outright disregard to the eventual public health implications of their actions. As put by Abanum, “some of these beneficiaries of import licenses on drugs suddenly found out that a lot of money could be made from business on drugs and so became emergency importers of drugs”. He contained that in the face of inactive regulation, their numbers increased and competition some of them looked at the option of importing fake products to have an edge over their competitors fundamentally out of ignorance of the input of their actions on the consuming public.
As the market grew, sections of were development and set out for the sale of drugs both good and fake. Like all other traders in the markets they also formed themselves into associations to products themselves and negotiate with law enforcement agents when the need arose. According to Abanum, they become impregnable to the regulatory authorities. Several of the merchants who could not indulge or perfect the illicit business went under. Gradually, the markets become a veritable environment for “safe” sale of these fake products.
1.3   Objective Of The Study:
The broad objective of the study is NAFDAC on marketing of drug. Specially, the objectives will include to:
i. Ascertain the impact of the circulation of fake and counterfeit drug on the innocent consumers.
ii. Evaluate the factors that have encouraged the proliferation of fake | counterfeit drugs in the country.
iii. Find out to what extent NAFDAC intervention in the manufacture distribution and sale of fake counterfeit drugs protects the survival of genuine manufactures and marketers in the face to fakers vices.
iv. To determine if NAFDAC has been successful in curbing the marketing of fake drugs.
1.4 Research questions:
i. What are the impact of the circulation of fake and counterfeit drug on the innocent consumers?
ii. What are the factors that have encouraged the proliferation of fake | counterfeit drugs in the country?
iii. To what extent has NAFDAC intervention in the manufacture distribution and sale of fake counterfeit drugs protects the survival of genuine manufactures and marketers in the face to fakers vices?
iv. has NAFDAC achieved in curbing the marketing of fake drugs?
1.5  Significance Of The Study:
Specifically, the researcher’s area of struck adherence will be formed from the operation of national Agency for food and Drug Administration and control –NAFDAC and the result of the intervention on fake counterfeit adulterated, substandard and unwholesome Drug in various bulletins, newsprints and literature. The study will therefore enable the student to ascertain facts surrounding the duties powers and jurisdiction entrusted on NAFDAC and the attendant effect on regulated drug products marketing. The research will also elicit the efforts made by the Agency to stem the ugly tide in redeeming regulatory directives to save the lives of patient within and outside our national borders.
Moreso further research findings will draw reference from this study. Therefore, the study will be of immense help and value to failure students and researchers in particular. The findings of this study will also be of great assistance to the society and government at large.
It is therefore justifiable to asses the effect| impact of NAFDAC on marketing of Drug products.
1.7 Definition of terms (operational Definitions)
Ø  NAFDAC means National Agency for food and Administration and control
Ø  Fake | counterfeit product is the deliberate or intention nature of the mislabeling of a product with the intention to deceive the consumer.
Ø  Cloning is the deceptive and fraudulent manufacturing of a fast moving registered product by a questionable source to rake up profit without associated abilities.
Ø  Expiry date is a date scientifically affixed on a product after which the manufacturer is n longer liable for any harmful effect of that product and after which it is no longer safe to use the product.
Ø  Drugs food cosmetics etc containing berried substance are only banned when they are substance are found to be harmful.
Ø  A consumer is someone who uses articles or products made by another, the opposites of which are a producer.
Ø  G M P Stands for good manufacturing practice
Ø  TQM means Total Quality management.























CHAPTER TWO
REVIEW OF LITERATURE
[bookmark: _Toc43312039]INTRODUCTION
Our focus in this chapter is to critically examine relevant literatures that would assist in explaining the research problem and furthermore recognize the efforts of scholars who had previously contributed immensely to similar research. The chapter intends to deepen the understanding of the study and close the perceived gaps.
Precisely, the chapter will be considered in three sub-headings:
· Conceptual Framework and
· Theoretical Framework 
[bookmark: _Toc43312040]2.1	CONCEPTUAL FRAMEWORK
Concept of NAFDAC
Government has established NAFDAC to help her regulate indigenous and non indigenous manufacturers of regulated products to ensure constant production of high quality products. Also to ensure that products will be consistent with national and international standards. Vision 2020 as it affects health is a call to action, a strategic plan to innovate and change to keep Nigerian health sector in the global environment. The growth and competitive advantage of the health sector depended on individual and collaborative efforts of members of health team and all Nigerians, especially manufacturers to improve the nation’s health system through production of quality products thereby bring about quality life and satisfaction. The vision 2020 target in the health sector will be to get health care to those who needed it in the most cost effective way.
The role of NAFDAC includes providing supervision necessary to assure the quality of regulated products at the time of manufacture, importation or exportation and at all stages of the distribution chain. Also managing drug procurement and supply systems and in so doing to cooperate in effort to detect and prevent the distribution of falsely labeled, spurious counterfeit or substandard pharmaceutical and regulated products. Their work also involves providing informed and objective advice on products to the public, and providing technical advice to health professionals, health planners and policy makers.
NAFDAC is also expected to promote in collaboration with other health professionals the concept of quality of regulated product, especially drugs as a means of furthering the national use of drug and of actively participating in illness prevention, health promotion, supporting relevant research and training programmes. Government’s effort in establishing NAFDAC is to promote local manufacturing of quality regulated products with the objective of helping Nigerians to achieve self sufficiency in essential medicines and regulated products. Also to sanitize the nation’s chaotic drug distribution system and address the poor infrastructural support for drug manufacturing.
Historical Background of NAFDAC
The formation of National Agency for Food and Drug Administration and Control (NAFDAC) came as a result of the adulterated and counterfeit drug incidence of 1989 in Nigeria where over 150 children died as a result of paracetamol syrup containing diethylene glycol which was administered to these children (FGN, 1993). This ugly scenario called fake or sub-standard drugs was so severe in Nigeria at that time and this prompted neighbouring countries such as Ghana and Sierra Leone to officially ban the sale of drugs made in Nigeria in their market. This factor and others led to the establishment of NAFDAC as a regulatory agency with the sole aim of eliminating counterfeit pharmaceuticals and ensuring that available medications are safe and effective. In addition, the formation of NAFDAC was also inspired by 1988 World Health Assembly Resolution requesting countries to help in combating the global health threat posed by counterfeit pharmaceuticals. In December 1992, NAFDAC’s first governing council was found. The council was chaired by Ambassador Tanimu Saulawa. In January 1993, supporting legislation was approved as legislative Decree No. 15 of 1993. On 1st January 1994, NAFDAC was officially established as parastatal of the Ministry of Health, body called the Directorate of Food and Drug Administration and Control which had been deemed ineffective, partially because of loss of confidence bestowed on them.
Structure of NAFDAC
The council is headed by a Chairman who presides over the governing council. He is appointed by the President of the country on the recommendation of the Minister of Health (FGN, 1993). Other council members are:  
· The Permanent Secretary of the Ministry of Health.  
· The Director-General of NAFDAC  
· Standard Organization of Nigeria (SON)  
· National Institute of Pharmaceutical Research and Development (NIPRD) The Chairman of Pharmacist Council of Nigeria (PCN) 
· The Chairman of National Drug Law Enforcement Agency (NDLEA)  
· Three people from the general public are also represented in the council 
· – Public Relations Unit and Legal Unit.  
· The Chairman or representative each of the Pharmaceutical group and Food and Beverage.
· Group of the Manufacturers Association of Nigerian (MAN) 
· To further buttress on this, the agency is divided into eight (8) Directorates namely: 
i. Registrations and Regulatory Affairs. 
ii. Inspectorate. 
iii. Laboratory service 
iv. Narcotics (controlled substances) 
v. Planning, Research and Statistics 
vi. Finance vii. Administrative Enforcement 
viii. Port Inspection
Functions of NAFDAC
The National Agency for Food and Drug Administration and Control (NAFDAC) has various basic functions. According to the requirement of its enabling decree, the agency was authorized to;  
Regulate and control the importation, exportation, manufacturing, advertisement, distribution, sale and use of drugs, cosmetics, medical devices, bottled water and chemicals.
Conduct appropriate tests and ensure compliance with standard specifications designated and approved by the council for the effective control of quality food, drugs, cosmetics, medical devices, bottled water and chemicals.  
Undertake appropriate investigation into the production premises and raw materials for foods, drugs, cosmetics, medical devices, bottled water and chemicals and establish a relevant quality assurance system, including certification of the production site and of the regulated products.  
Undertake inspection of imported food, drugs, cosmetics, medical devices, bottled water and chemical and also establish a relevant quality assurance system including certification of the production sites and the regulated products.  
Compile standard specifications, regulations and guidelines for the production, importation, exportation, sales and distribution of food, drugs, cosmetics, medical devices, bottled water and chemicals.  
Control the exportation and issue quality certification of food, drugs, cosmetics, medical devices, bottled water and chemicals intended for exports.  Undertake the registrations of food, drugs, medical devices, bottled water and chemicals.  
Establish and maintain relevant laboratories or other institutions in strategic areas of Nigeria as may be necessary for the performance of its functions.
However, NAFDAC put forth that by making these functions known, its actions will be apparent in all sectors that deals with food, drugs, cosmetics, medical devices, bottled water and chemicals to the extent of instilling extra need for caution and compulsion to respect and obey existing regulations both for healthy living and knowledge of certain sanctions or default. Despite the establishment of NAFDAC, the sale and use of sub-standard drugs and food did not end (WHO, 2006). Following the new amendment since 2001, the past President – President Olusegun Obasanjo was dissatisfied with the progress in combating sub-standard drugs. These in hand prompted the management of NAFDAC to dissolve in August, 2000. In April 2001, a new management team was set up with Dr. Dora Akunyili as the DirectorGeneral. The team re-organises the agency, which has been successful at that time due to the three (3) Federal policies; 
i. The outright ban on the importation of drugs and other regulated products through land borders. 
ii. Designation of Calabar and Apapa Seaport, Murtala Mohammed and Malam Aminu Kano International Airports as exclusive ports of entry for the importation of drugs and pharmaceutical raw materials. 
iii. Release of shipping and cargo manifest by the Nigerian Port Authority, shipping line and Airline to NAFDAC inspection.
Achievements of NAFDAC
NAFDAC has made several achievements over the years including the creation of six zonal offices and thirty-six offices in each state of the federation for easier accessibility which are being equipped to function effectively, organization of workshops to enlighten various stakeholders such as;  
· Pure water producers  
· Patent and Proprietary Medicine Dealers Association (PPMDA).  
· The National Union of Road Transport Workers (NURTW) and 
· the National Association of Road Transport Owners (NARTO). 
The agency also achieved a lot in the area of creating awareness not just in Nigeria, but also in other countries of the world such as 
China, India, Pakistan, Indonesia and Egypt (NAFDAC, 2002).
Furthermore, NAFDAC achieved greatly in her duties by holding meetings with the ambassadors of countries which they felt are among the fake drugs manufacturers and exporters. They do this by soliciting their support and ensuring that any fake drug imported into the country is destroyed and confiscated. The outcome of their action is evident in the public destruction of about 3billion Naira worth of drugs from 4 sources, namely; those handed over by repentant traders, those found in secret warehouses on tip-off by the drug sellers and the public, and those seized by the drug sellers internal taskforces and NAFDAC taskforce (Inokokong, 2002). NAFDAC also adopted wholesale drugs mart as the bedrock for their sanitization exercise, thus making NAFDAC activities more effective and efficient in reducing the effect of counterfeit drugs in Nigeria.
Stakeholders of NAFDAC
To ensure the maintenance of close contact with numbers of National and International Organizations whose activities relate to the functions of NAFDAC, the agency decided to embark on national consultation with these regulatory bodies. These regulatory agencies could be seen as the stakeholders of NAFDAC. They include: 
1. Consumer Protection Council of Nigeria (CPC) 
2. Standard Organisation of Nigeria (SON) 
3. National Drug Law Enforcement Agency (NDLEA) 
4. National Institute for Pharmaceutical, Research and Development (NIPRD). 
5. Pharmaceutical Society of Nigeria (PSN) 
6. Pharmacist Council of Nigeria (PCN) 
7. Pharmaceutical Manufacturers, Group of Manufacturers Association of Nigeria (PMGMAN). 
8. Consumer Association of Nigeria (CAN) 
9. Federal Environmental Protection Agency (FEPA)
10. Institute of Public Analysis of Nigeria (IPAN) 
11. Association of Food, Beverages and Tobacco Employees of Nigeria (AFBTE)
12. National Association of Government Approved Freight Forward (NAGAFF)
13. Association of Nigerian Customer Licensed Agents (ANCLA) 
14. Patent and Proprietary Dealers Association (PPMDA)
15. National Union of Road Transport Workers (NURTW) 
16. National Association of Road Transport Owners (NARTO) 
However, NAFDAC (2006) in her maiden report opined that in order to keep in touch with the international scene for information, training, cooperation, aid and for financing of specific project, especially the recent global and national austerity, the agency maintained a close relationship with a good number of international agencies, some of which are; 
i. World Health Organisation (WHO) 
ii. United Nations International Drug Control Programme (UNDCP) 
iii. Codex Alimentarius.
iv. Commission of Food and Agricultural Organisation (CFAO) 
v. United States Food and Drug Administration (USFDA) 
vi. Environmental and Occupational Health Science Institute (EDHSI).
Historical Overview of other selected Regulatory Agencies in Nigeria
Standard Organisation of Nigeria (SON)
Standard Organisation of Nigeria is a statutory body vested with the responsibility of standardizing and regulating the quality of all products in Nigeria. When it was established by General Yakubu Gowon’s administration through Act 56 of 1971 constitution, it was called the Nigerian Standard Organisation (NSO). The Act establishing body was amended in 1976 by the military regime of Major General Mohammed Buhari and in 1990, by the regime of General Ibrahim Babangida, the Act was also amended. More so, it was the 1984 amendment of the original Act changed the name of the body from Nigerian Standard Organisation (NSO) to Standard Organisation of Nigeria (SON) because the acronym – Nigerian Standard Organisation created confusion with a newly established security body known as the Nigerian Security Organisation (NSO). In 1990, the amendment of the Act conferred partial autonomy on the Standard Organisation of Nigeria (SON) from the Ministry of Industry. The amendment was a significant turning point for the organization and its corporate image. Its Chief Executive officer was elevated to the position of Director-General. The amendment also provided for the strict enforcement of powers of seizure, confiscation and destruction of substandard products including powers to seal up premises where defective products of manufacturers, importers and sellers are found (SON, 2003).
Functions of Standard Organisation of Nigeria (SON)
According to Act No. 56 of 1971 provides the following statutory functions of Standard Organisation of Nigeria. They include;  
· To investigate the quality of facilities, materials and products in Nigeria, and establish a quality assurance system, including certification of factories, products and laboratories.  
· To ensure reference standards for calibration, verification of measures and measurement of instruments.  
· To compile an inventory of products requiring standardization.  
· To foster interest in the commendation and maintenance of acceptable standards for industries and the general public.  
· To register and regulate standard marks and specifications.  
· To develop methods for testing materials, supplies and equipment including items purchased for use by state and federal departments and private establishment.  
· To undertake preparation and distribution of standard samples.  
· To establish and maintain laboratories or other institutions which may be necessary for the performance of its functions.  
· To advice state and federal departments on specific problems relating to standards.  
· To sponsor appropriate national and international conferences.  
· To undertake research as may be necessary for the performance of its functions.  
· To use research facilities, whether public or private, according to the terms and conditions agreed upon between the organization and the institutions concerned.
The Goals of Standard Organisation of Nigeria (SON)
According to 2004 Annual publication of the Agency, the agency is designed to be the reference point in matters of standardization as well as quality and technical competence required to launch Nigerian products into the competitive global market. In this regard, the objectives of the organization are as follows; 
i. To provide industries with up-to-date information on standardization and its benefits. 
ii. To encourage participation of the Organized Private Sector (OPS) in standardization and review. 
iii. To ensure improved competitiveness of Nigerian goods at home and abroad by encouraging quality assurance practices. 
iv. To provide information, advice and assistance to industries on quality management for improved cost effectiveness. 
v. To ensure adequate technical support for Nigerian industries to match the quality required for competitiveness in global trade. 
vi. To motivate the workforce through steady investment in human resource development for acquisition of skills in line with technological advancement. 
vii. To collaborate with regional and international organization in areas of metrology, standards, testing and quality assurance for the enhancement of skills and the encouragement of free trade and capacity building.
National Drug Law Enforcement Agency (NDLEA)
The purpose of National Drug Law Enforcement Agency (NDLEA) by the promulgation of Decree No. 48 of 1989, now Act of parliament, was aimed at exterminating illicit drug trafficking and consumptions in the Nigerian society. It is a well-known fact that any involvement in Drugs, especially their importation, manufacturing, extraction and possession is universally unacceptable. The establishment of National Drug law Enforcement Agency (NDLEA) was Nigerian’s deliberate attempt at joining the rest of the world in getting rid of this cankerworm within her border (NDLEA, 2003).
Nature of the Act
The Act does not endorse capital punishment as did Decree No. 20 of 1984 has stated. It however aimed at rendering offenders financially incapacitated apart from the long period of incarceration ranging from 15 to 25 years and sometimes, life imprisonment for producers and traffickers. Additionally, any organization, individual or corporate body that colludes with the offenders to perpetuate a drug offence or conceal proceeds from the illicit drug trade is also liable on conviction to a term of 25 years imprisonment or two million Naira fine. Other measures adopted in dealing with drug scourge are contained in the NDLEA amendment of 5years for persons caught abroad for trafficking in drugs through Nigeria and by so doing, bring the name of our great nation in disrepute. NDLEA apart from enforcing the responsibility of the provision of Decree 48 of 1989, the agency is also responsible for coordinating all drug laws and policies previously conferred on any statutory body in the country including campaign to check the abuse of narcotics and psychotropic substances. Some of these are; 
i. The coordination of all drug laws and enforcement functions conferred on any person or authority including ministers in the government of the federation by any such laws. 
ii. Adoption of measures to identify, trace, freeze, confiscate or seize proceeds derived from drug-related offences or property whose value corresponds to such proceeds. 
iii. Adoption of measures to eradicate illicit cultivation of narcotic plants and to eliminate illicit demand for narcotics, drug and psychotropic substances with a view of reducing human suffering and eliminating financial incentives for illicit traffic in narcotic drugs and psychotropic substances. 
iv. Taking such measures which might require the taking of reasonable precautions to prevent the use of ordinary means to transport arrangement with transport owners and operators. 
v. Strengthening and enhancing effective legal means of international cooperation in criminal matters for suppressing international activities of illicit trafficking. 
vi. Collaboration with governmental and non-governmental bodies both within and outside Nigeria in carrying out functions wholly or in part analogous to those of the Agency, etc. 
vii. Taking charge, supervising, controlling and coordinating all the responsibilities, functions and activities relating to arrest, investigation and prosecution of all offences connected with or relating to illicit traffic in narcotic drugs or psychotropic substances notwithstanding any law to the contrary, all drug unit under existing institutions dealing with offenders or offences connected or relating to illicit traffic in narcotic drugs or psychotropic substances shall be related and responsible to the Agency in performance of their duties. 
Special Power of the Agency 
The Agency has the following powers as stated in Decree 48 of the 1989 Act of the parliament
To cause investigation to be conducted as to whether any person has committed an offence in the Decree. 
ii. With a view of ascertaining whether any person has been involved in offences under Decree or in the process of each offices to cause investigations to be conducted into the properties of any person if it appears to the agency that the person’s life style and properties worth do not match his ostentations living. 
iii. For the purpose of inquiring into and ascertaining whether an office under paragraph (h) of sub-section (i) of this section has been committed, the Agency may by notice in writing, call upon any one to furnish it within a specified time in the notice, with information, returns, accounts, books, or other documents it fit and proper in the circumstances. 
iv. The Agency shall not exercise the power conferred upon it by paragraph (b) of subsection (i) of this section without first obtaining the approval of the Attorney General of the federation. These responsibilities appear vast but it is remarkable that the Agency has within 30years of operations, after slight hitches articulated all these and has been able to put in place, necessary and well-grounded strategies to take care of the challenges posed by the assignment. It has also been able within this period to formulate concrete measures aimed at ridding Nigerians of the drug scourge with a view to improving the battered image of the country.
Strategies used by NDLEA 
NDLEA (2008) state that in pursuance of the objectives is contained in the statutes establishing the National Drug Law Enforcement Agency, the Agency’s activities is anchored on six (6) functional divisions namely; 
1. Investigation. 
2. Prosecution 
3. Drug Demand Reduction 
4. Training, Research and Development 
5. Assets Laundering 
6. Intelligence The giant stride of the Agency in executing its drug supply and demand reduction activities are well acknowledged all over the world, especially by other African countries, this is made known by the fact that Nigeria is a member to all United Nation International Drug Convention and has also entered into bilateral agreements on mutual legal assistance with a number of drug consuming and producing countries (NDLEA, 2008). For instance, Nigeria has made progress and has achieved some commendable successes in the area of drug control delivery system. The NDLEA has achieved these successes in collaboration and cooperation with some friendly countries. Such countries include; U.S.A, Great Britain, South Africa, and Thailand. On the International scene, the untiring efforts and unprecedented enthusiasm exhibited by the leadership of Mr. Femi Ajayi in fighting the problems, have given assent to various United Nation Convention, which set out to fight drug abuse and trafficking. Not only this, the Agency through her leadership was determined to redeem the image of Nigerians abroad through a lot of agreement entered into in order to enhance cooperation, information dissemination and exchange of technical assistance where necessary. Furthermore, on the campaign of the NDLEA, realizing that the drug problem is more prevalent amongst the youth, the Agency has taken a bold step by carrying the drug war to the doorsteps of the group which the society looks up to as the future leaders of this country by strengthening the activities of the life clubs formed in all the secondary schools in the country to put in-check the cancerous tendencies of youth. Also, in the universities across the country, Drug Free Clubs (DFC) have been introduced and launched. All these clubs have helped reduce the effect of substandard drugs in human society.
Consumer Protection Council (CPC)
According to the Consumer Protection Council Act Chapter c25 Decree no. 66 of 1992 laws of the Federal Republic of Nigeria, the Agency was established on the 23rd day of November, 1992 under the Federal Military government. However, in 1999, it commenced its operations properly when the institutional framework was put to place. The Agency was established because of some dangers and threats experienced by consumers as a result of the activities of most manufacturers, importers, dealers, or sellers of such products. Functions of the Council 
i. The council provides speedy redress to consumers’ complaints through negotiations, mediation and conciliations. 
ii. It seeks ways and means of removing or eliminating from the market hazardous products and causing offenders to replace such products with safer and more appropriate alternatives. 
iii. Publish from time to time list of products whose consumption and sales have been banned, withdrawn, severally restricted or not approved by Federal Government or foreign governments. 
iv. Cause an offending company, firm, trade association or individual to protect, compensate, provide relief and safeguards to injured consumers or communities from adverse effects of technologies that are inherently harmful, injurious or highly hazardous. 
v. Organize and undertake campaign and other forms of activities as will lead to increased public consumer awareness. 
vi. Encourages trade, industry and professionals to develop and enforce in the various field quality standards designed the interest of consumers. 
vii. Issue guideline to manufacturers, importers, dealers and wholesalers in relation to their obligation under this Decree. 
viii. Encourage the formation of voluntary consumer groups or associations for consumer well being.
ix. Ensure that consumers’ interest receive due consideration at appropriate forum and to provide redress to obnoxious practices or the unscrupulous exploitation of individuals. 
x. Encourage the adoption of appropriate measure to ensure that products are safe for either intended or normally for safe use. 
xi. Perform such functions as may be imposed on the council pursuant to this Decree.
Power Invested on the Council
Due to the type of functions they are charged with, the Federal Government of Nigeria invested the following powers on them; 
i. Apply to the court to prevent the circulation of any product which constitutes an imminent public hazard. 
ii. Compel manufacturers to certify that all safety standards are met in their products. 
iii. Cause as it deems necessary, quality tests to be conducted on a consumer product. 
iv. Demand production of label showing date and place of manufacture of the product as well as certification of compliance. 
v. Compel manufacturers, dealers and service company where appropriate to give public of any health hazards inherent in their products. 
vi. Ban the sale, distribution, advertisement of products which do not comply with the safety or health regulation.
The Drug Situation In Nigeria 
There is a large market for drugs in Nigeria. Out of over 130 existing pharmaceutical manufacturers only 60 are in active manufacturing. This is despite the installed capacity of the industry to produce between 50% and 75% of the nation’s drug needs. Capacity utilization is below 30% and about 70% of the drugs are thus imported. (Okoli, 2000).
(a) Availability: 
Drug availability in the public and private health care delivery system in Nigeria is in a poor state. Various reasons have been adduced for this trend (Erhun, 1996). These include: 
(i) Inadequate funding of hospital Pharmacies and the “out of stock syndrome” 
(ii) Involvement of unqualified persons in the procurement and distribution of drugs 
(iii) Inadequate storage facilities, transportation and distribution. The adoption of an essential drugs program through the promulgation of Decree 43 of 1989 on Essential Drugs was a step taken to ensure the availability of drugs. Ordinarily, branded drug prescribing is still quite common in many public health institutions, contrary to specifications of the Essential Drug Act (Govt. of Nigeria, 1990). This has partially eroded the expected gains of the essential drugs program. In 1996 a health intervention program was put in place under the Petroleum (Special) Trust Fund. A drug revolving fund (DRF) was established under the scheme that ran parallel to the existing DRF in public health institutions. Under this scheme, local manufacturers produced the drugs directly on a contract basis. To a large extent this intervention increased drug availability in the public health institutions. The scheme was however phased out in 1999 (Erhun, 2000)
(b) Distribution: 
The drug distribution network in Nigeria is in a state of chaos because it consists of open markets, patent medicine stores, community pharmacies, private and public hospitals, wholesalers/importers and pharmaceutical manufacturers. It is a common scene in Nigeria to see petty traders who sell kola nuts, cigarettes, and oranges, among other items, in market kiosks, motor parks, and road sides hawking drugs that range from over the counter items to antibiotics (popularly called “capsules”) (Adelusi-Adeluyi, 2000). The medicines are usually left under the sun in such conditions that could facilitate the deterioration of the active ingredients. Patent medicine stores are owned by the holders of patent and proprietary medicine vendors licenses. Ordinarily the patent medicines should be sold in their original packs. Over the Counter (OTC) drugs are the only drugs authorized to be sold by the vendors but they generally sell all types of drugs as determined by their financial capability. Considering the knowledge base of these vendors, whose minimum academic requirement to obtain a license is the first school-leaving certificate, they are not in a good position to differentiate between fake and genuine product (Erhun and Adeola, 1995). Community pharmacies are statutorily registered with the Pharmacists Council of Nigeria. A superintending Pharmacist, who is also registered and licensed, oversees the pharmacy anytime it is opened for business. With such pharmacies there should not be any serious problem of the sale of fake drugs. Unfortunately however, there are many unregistered “pharmacies” thriving. And in such premises drugs are purchased from doubtful sources with its attendant danger to the health of the public (Erhun and Adeola, 1995).
(b) Drug Related Laws In Nigeria: There are various laws that regulate and control the manufacture, sale, and distribution of drugs in Nigeria. They include: 
(i) Poisons and Pharmacy Act, Cap 366 of 1990. This Act regulates the compounding, sale, distribution, supply and dispensing of drugs and provides different levels of control for different categories of drugs and poisons. 
(ii) Food and Drugs Act Cap 150 of 1990. This Act prohibits the sale of certain foods, drugs cosmetics and devices as treatment for certain diseases. The Act prohibits the importation, exportation, distribution and sale of specified drugs. It also prohibits practices such as misleading packaging, labeling, and advertising, as well as manufacturing food and drugs in unsanitary conditions. It conveys the power to appoint inspecting officers and food and drug analysts. 
(iii) Counterfeit and Fake Drugs (miscellaneous provisions) Act, Cap 73 of 1990. This Act prohibits the production, importation, manufacture, sale and distribution of any counterfeit, adulterated banned or fake drugs. It also prohibits persons to sell any drug in an open market without permission from the proper authority. 
(iv) Pharmacists Council of Nigeria, Decree 91 of 1992. It repealed the Pharmacists Act of 1964. This decree established the Pharmacists Council of Nigeria which is charged with the following responsibilities: 
(a) Determine the standard of knowledge and skill required of persons seeking to become registered members of the pharmacy profession, 
(b) Establish and maintain a register of persons qualified to practice as members of the Pharmacy profession, 
(c) Prepare and review the code of conduct, and 
(d) Regulate and control the practice of the Pharmacy profession. The Council has an investigating panel and disciplinary committee to discipline erring pharmacists as appropriate. 
(v) National Agency for Food and Drug administration and control Decree No. 15 of 1993. This is the decree establishing the National Agency for Food and Drug Administration and control (NAFDAC). The Agency performs the following functions: 
(a) Regulate and control the importation, exportation, manufacture, advertisement, distribution, sale, and use of food, drugs, cosmetics, medical devices, bottled water and chemicals, 
(b) Conduct appropriate tests and ensure compliance with standard specifications designated and approved by the council for the effective control of the quality of food, drugs, etc., as well as their raw materials and production, including processes in factories and other establishments. 
(c) Undertake appropriate investigations into the production premises and raw materials for food, drugs, etc. and establish relevant quality assurance systems, including certification of the production sites and regulated products. 
(d) Undertake inspection of food, drugs etc. (e) Compile standard specifications and regulations and guidelines for the production, importation, exportation, sale and distribution of food, drugs, etc. 
(f) Undertake registration of food, drugs, etc. 
(g) Establish and maintain relevant laboratory or other institutions in strategic areas of Nigeria as may be necessary for the performance of its functions. The Federal task force on counterfeit and fake drugs established under the provisions of the counterfeit and fake drugs (miscellaneous provisions) Act operates within NAFDAC. 
(vi) Drugs and related products (registration) Decree No. 19 of 1993. This decree makes provisions for the prohibition of the manufacture, importation, exportation, advertisement, sale or distribution of drugs, drug products, cosmetics or medical devices unless it has been registered in accordance with the provisions of the decree. It also stipulates the procedure for applying for registration of a drug product, conditions under which information supplied by an applicant is disclosed, and provisions for the suspension or cancellation of certificates of registration and clinical trials. Penalties for contravention of provisions of this decree are also stipulated therein. The aforementioned laws show that the government has positively responded by legislation to forestall a chaotic drug distribution situation in Nigeria. But empirical data has shown that the situation is far from adequate.
Drugs play pivotal role at all levels of healthcare. They  are  useful  for  maintenance  of  health, diagnosis, prevention, treatment, or mitigation of diseases/disorders.   However,  due  to  immense benefits derived from drugs and their global usage, some unscrupulous persons see them as a means of making fast money, thus they indulge in producing and circulating fake/counterfeit drugs.
Drug counterfeiting is primarily a health related crime  with  enormous  economic  ramifications. Fake/counterfeit drugs provide illegal benefits for the perpetrators at the expense of the patients, healthcare system, practitioners, the drug regulatory authority and the pharmaceutical industry whose products  are  counterfeited.  It poses  a growing threat, especially to the developing countries, where the most counterfeited medicines are those used to treat life-threatening conditions such as malaria, tuberculosis and HIV/AIDS. Fake drugs therefore complicate the already complex and poor prognosis of the global health care situation, particularly in the developing countries.
WHAT ARE FAKE/COUNTERFEIT DRUGS?
Despite  the  global  nature  of fake/counterfeit drugs, the International Community does not have a harmonized definition of fake/counterfeit drugs to reflect its global nature and capture its entire essence. This is because it is seen from different perspectives by different countries.
The World Health Organization (WHO) defines fake/counterfeit medicine as  "...  one, which is deliberately  and  fraudulently  mislabeled  with respect to identity and/or source. Counterfeiting can apply to both branded and generic products and counterfeit products may include products with the correct ingredients or with the wrong ingredients, without active ingredients, with insufficient active ingredients or with fake packaging"
NAF DAC  has  identified  various  forms  of fake/counterfeit drugs in Nigeria, which include:
Drugs with no active ingredient(s) e.g. having only lactose or even chalk in capsules and tablets, e.g. olive oil in Supradyn capsules.
Drugs with insufficient active ingredients e.g. 41n-ig  Chloroquine  instead  of 200mg,50mg, Ampicill in as against 250mg.
Drugs with active in gred ient(s) different from what is stated on the packages e.g. Paracetamol tablets  packaged  and  labelled  as  Fansidar (Sul phadoxine   Pyrimethamine).
Clones of fast moving drugs - these are drugs with the same quantity of active ingredients as the genuine original brand.
Drugs without full name and address of the manufacturer.
Herbal Preparations that are toxic, harmful, ineffective or mixed with orthodox medicine. 
REPORTED   MAJOR   TRAGEDIES ASSOCIATED WITH SUBSTANDARD AND FAKE/COUNTERFEIT DRUGS.
There have been several reports of deaths from fake/counterfeit and substandard drugs from all over the world. A few of such examples are:
i. 	In 1938, in U.S.A, a sulphanilamide elixir formulation  error  occurred  when  a  dispensing pharmacist  used  toxic  ethylene  glycol  solvent instead of the non-toxic propylene glycol solvent. This error caused the deaths of about seventy-six
(76) patients, mostly children. The incident inspired the 1938 U.S. Food, Drugs and Cosmetics Act, which created a requirement for independent pre-marketing approval of new pharmaceutical products
• and  established  the  U.S. .Food  and  Drug 
Administration.'
ii. 	In 1999, at least 30 people died in Cambodia after taking counterfeit antimalarials prepared with
Sulphadoxine 	pyrimethamine (an  older,  less 
effective  antimalarial)  which 	were  sold  as 'Artesunate.'
iii. 	During the meningitis epidemic in Niger between 1995 and 1996, over 50 000 people were inoculated with fake vaccines, received as a gift from a country which thought they were safe. The exercise resulted in 2,500 deaths.4
iv. 	In Nigeria, due to poor reporting system, cases of worsening disease conditions or deaths due to fake drugs abound, but unfortunately we don't have statistics to support them.

In addition, due to cultural cleavages, deaths are sometimes attributed  to  witchcrafts  from  the "wicked ones" or "enemies". This again does not help our reporting syStem. However, few reported cases are:
- In 1989, at the University, of Nigeria Teaching Hospital (UNTH) Enugu, children with malaria, treated with poorly compounded chlOroquine syrup, developed chloroquine   poisoning complications,
•Whieh'caused the deaths of four (4) children.
- In 1990, the "Paracetamol syrup disaster" occurred when 109 children died in Ihadan and Jos, after taking paracetamol syrup produced with the toxic. ethylene glycol solvent instead of propylene glycol.
Expired drugs or drugs without expiry date, or expired and re-labelled with the intention of extending their shelf-life.
Drugs  not  certified  and  registered  by NAFDAC.
- Fake cardiac stimulant (Adrenalin) was reported by Nigerian Guardian Newspaper to have contributed to the death of two children during open-heart surgery at UNTH, Enugu. Further investigations by NAFDAC revealed that even the muscle relaxant used was substandard and the infusion was not sterile, and both were purchased from unregistered pharmacies manned by non-professionals. Even the Adrenalin,  which  was  supplied  by a registered pharmacist, was  purchased  from  an  open  drug market at Onitsha.
These are just a few of the hazardous cases of fake drugs;  however  they  also  have  socioeconomic implications 
IMPLICATIONS  OF  COUNTERFEIT/FAKE DRUGS
Counterfeiting of Medicines, is the greatest evil of our time and the highest weapon of terrorism against public  health,  as  well 	an  act  of economic sabotage. It is an ill wind that that blows nobody good.
• The evil of fake drugs is worse than the combined scourge of malaria, HIV/AIDS and armed robbery put  together.  This  is  because  malaria  can  be prevented, HIV/AIDS can be avoided and armed robbery may kill a few at a time, but counterfeit/fake drugs kill en mass.
* The social problem posed by hard drugs, cocaine, heroine etc. cannot also be compared with the damage done by fake drugs, because illicit drugs are taken out of choice, and by those that can afford them, but fake drugs are taken by all and anybody can be a victim.
*  Fake drugs have embarrassed our healthcare providers and eroded the confidence of the public on our healthcare delivery system. This development led to treatment failures, organ dysfunction/damage, worsening of chronic disease conditions and the death of many Nigerians. The situation became so bad that even when patients were treated with genuine  antibiotics,  they  no  longer  respond positively due to resistance induced by previous intake of fake/counterfeit antibiotics.
* Nigerians who can afford it, travel abroad to obtain medical treatment for simple illnesses that can be managed at home because of fake drugs.
* Individual hospitals, clinics or even practitioners often resorted to importing drugs for use in their practice, thereby encountering distractions from their core competence which is caring for the patients.
* Most of our local pharmaceutical industries that are producing genuine drugs, employing labour and boosting our economy,  could  not break even because of unfair competition with drug fakers, who are  only  paying  for packaging  and  probably freighting without spending on active ingredients, which are the most expensive components of any drug. They even found it difficult to export because of the had image created by fakers.
* The fakers even became agents of waste disposal to their collaborators from other countries to dispose expired drugs by importing them into Nigeria.
FACTORS  THAT  ENCOURAGE  DRUG COUNTERFEITING
Medicines are high-value items in relation to their bulk and the demand for medicines is endless. In many countries, especially among the poor and developing nations, some of the following factors facilitate the existence of criminal networks that promote drug counterfeiting:
Chaotic drug distribution system
Drug distribution in Nigeria is very chaotic with drugs marketed like any other commodity of trade. Due to poor regulation over the years, drug markets evolved and got deeply established all over the country despite the illegality of such activities. Almost all drug manufacturers and importers supply to these drug markets. Drug sellers and even health professionals patronize the drug markets, which also service the hawkers that sell in streets and commercial buses.
Efforts made by NAFDAC to create an orderly Drug Distribution System so as to enable the agency phase out the existing disorganized Drug Markets, suffered a set back due to its unacceptability by some Pharmacists who are key stakeholders in drug matters. However, pharmacies around the country are forming drug distribution consortiums known as COPHARM to provide alternative distribution outlets to the markets which  are the den  of counterfeits.
Inadequate  cooperation  from  government agencies and among professional groups.
Lack  of or  inadequate  cooperation  between professionals especially in the healthcare delivery system fuels counterfeiting of drugs. This is so because doctors especially those in private practice readily  procure  drugs  without  inputs  from pharmacists whose expertise is on drug matters. This makes it more likely for doctors to buy fake drugs.  Similarly,  pharmacists,  nurses  and  non professionals, readily prescribe and dispense drugs without due consultation with the medical doctors who are experts in clinical practice. The effect of dispensing doctors, prescribing pharmacists/ nurses etc becomes worrisome from this WHO report. "Many prescribers, as well as drug retailers, earn their living by selling medicine and not by charging consultation fees. It has been shown in many countries that prescribers who earn money from dispensing medicines consistently prescribed more drugs than those who do not make money from dispensing. In a study in Zimbabwe, dispensing doctors prescribed antibiotics to 58% of their patients compared to non-dispensing doctors who prescribed antibiotics to 48% of their patients."' This presents a self-regulatory challenge to the medical practitioners.
Other  factors  which  encourage  counterfeiting
include:-
Irrational use of drugs
Poor  database  on  health  related activities
Insecure and unfriendly environment Discriminatory  regulation  by  exporting countries
Sophistication  in  clandestine  drug manufacture.
Corruption and conflict of interest.
Measures Taken By Nafdac To Curb Counterfeiting  Of  Medicines And Other Regulated Products.
NAFDAC VISION, MISSION, GOAL AND STRATEGIES
The Management of NAFDAC has resolved that counterfeit medicines must be brought to the barest minimum in the shortest possible time.
Our team believes that we are called to a mission to eradicate this evil and to achieve this; we have a clear vision, set goal and strategies.
Our VISION is "To safeguard public health" Our MISSION is "To safeguard public health by ensuring that only the right quality products are manufactured, imported, exported, advertised, distributed, sold and used in Nigeria". Our current GOAL "is to eradicate fake drugs and other substandard regulated products".
2.2 THEORETICAL FRAMEWORK
Reinforcement and Expectancy Theory 
Reinforcement theory of motivation was proposed by BF Skinner and his associates. It states that individual’s behaviour is a function of its consequences. It is based on “law of effect”, i.e, individual’s behaviour with positive consequences tends to be repeated, but individual’s behaviour with negative consequences tends not to be repeated. Gerhart, Minkoff  & Olsen (1995)  states that a response followed by a reward is more likely to recur in the future (Thorndike's Law of Effect).  
Reinforcement theory of motivation overlooks the internal state of individual, i.e., the inner feelings and drives of individuals are ignored by Skinner. This theory focuses totally on what happens to an individual when he takes some action. Thus, according to Skinner, the external environment of the organization must be designed effectively and positively so as to motivate the employee. This theory is a strong tool for analyzing controlling mechanism for individual’s behaviour. However, it does not focus on the causes of individual’s behaviour. Aswathappa (2007) asserted  that  a behaviour  which  as  a  rewarding  experience  is  likely  to  be  repeated.  The implication  for  remuneration  is  that  high  employee  performance  followed  by  monetary reward will make future employees performance more likely. 
To Skinner, reward like wage and salary is a positive reinforce, but not necessarily. If and only if the employees’ behaviour improves, reward can said to be a positive reinforcer. Positive reinforcement stimulates occurrence of a behaviour. It must be noted that more spontaneous is the giving of reward, the greater reinforcement value it has. Buchan et al (2000)  suggest  that behaviour can be modified if individuals receive the reward at the time they exhibit the desired behaviours.  An important assumption in this theory is that rewards can become an acquired right if they are delivered on a regular basis. Reinforcement theory explains in detail how an individual learns behaviour. Managers who are making attempt to motivate the employees must ensure that they reward all employees simultaneously. They must tell the employees what they are not doing correct. They must tell the employees how they can achieve positive reinforcement.
















CHAPTER THREE
RESEARCH METHODOLOGY
3.1	INTRODUCTION
In this chapter, we described the research procedure for this study. A research methodology is a research process adopted or employed to systematically and scientifically present the results of a study to the research audience viz. a vis, the study beneficiaries.
3.2	RESEARCH DESIGN
Research designs are perceived to be an overall strategy adopted by the researcher whereby different components of the study are integrated in a logical manner to effectively address a research problem. In this study, the researcher employed the survey research design. This is due to the nature of the study whereby the opinion and views of people are sampled. According to Singleton & Straits, (2009), Survey research can use quantitative research strategies (e.g., using questionnaires with numerically rated items), qualitative research strategies (e.g., using open-ended questions), or both strategies (i.e., mixed methods). As it is often used to describe and explore human behaviour, surveys are therefore frequently used in social and psychological research.
3.3	POPULATION OF THE STUDY
According to Udoyen (2019), a study population is a group of elements or individuals as the case may be, who share similar characteristics. These similar features can include location, gender, age, sex or specific interest. The emphasis on study population is that it constitute of individuals or elements that are homogeneous in description. 
This study was carried out to examine the impact of nafdac on marketing of drugs in Enugu State. Selected staff from NAFDAC office, Enugu State form the population of the study.
3.4	SAMPLE SIZE DETERMINATION
A study sample is simply a systematic selected part of a population that infers its result on the population. In essence, it is that part of a whole that represents the whole and its members share characteristics in like similitude (Udoyen, 2019). 
3.5	SAMPLE SIZE SELECTION TECHNIQUE AND PROCEDURE
	According to Nwana (2005), sampling techniques are procedures adopted to systematically select the chosen sample in a specified away under controls. This research work adopted the convenience sampling technique in selecting the respondents from the total population.
	In this study, the researcher adopted the Yamane (1967) formula for determining the actual sample size from the above noted population. Yamane (1967:886) provides a simplified formula to calculate sample sizes.
Assumption: 
95% confidence level 
P = .5
[image: ]
n = sample 
N = population
e = error margin
n= 40/1+40(0.05)2
n= 40/1+40(0.0025)
n= 40/1.1
n= 36
Therefore, the sample size for this study is 36
3.6 	RESEARCH INSTRUMENT AND ADMINISTRATION
The research instrument used in this study is the questionnaire. A survey containing series of questions were administered to the enrolled participants. The questionnaire was divided into two sections, the first section enquired about the responses demographic or personal data while the second sections were in line with the study objectives, aimed at providing answers to the research questions. Participants were required to respond by placing a tick at the appropriate column. The questionnaire was personally administered by the researcher.
3.7	METHOD OF DATA COLLECTION
Two methods of data collection which are primary source and secondary source were used to collect data. The primary sources was the use of questionnaires, while the secondary sources include textbooks, internet, journals, published and unpublished articles and government publications.
3.8	METHOD OF DATA ANALYSIS
The responses were analysed using the frequency tables, which provided answers to the research questions. 
3.9	VALIDITY OF THE STUDY
Validity referred here is the degree or extent to which an instrument actually measures what is intended to measure. An instrument is valid to the extent that is tailored to achieve the research objectives. The researcher constructed the questionnaire for the study and submitted to the project supervisor who used his intellectual knowledge to critically, analytically and logically examine the instruments relevance of the contents and statements and then made the instrument valid for the study.
3.10	RELIABILITY OF THE STUDY
The reliability of the research instrument was determined. The Pearson Correlation Coefficient was used to determine the reliability of the instrument. A co-efficient value of 0.68 indicated that the research instrument was relatively reliable. According to (Taber, 2017) the range of a reasonable reliability is between 0.67 and 0.87.
3.12	ETHICAL CONSIDERATION
he study was approved by the Project Committee of the Department.  Informed consent was obtained from all study participants before they were enrolled in the study. Permission was sought from the relevant authorities to carry out the study. Date to visit the place of study for questionnaire distribution was put in place in advance.





















CHAPTER FOUR
DATA PRESENTATION AND ANALYSIS
INTRODUCTION
This chapter presents the analysis of data derived through the questionnaire and key informant interview administered on the respondents in the study area. The analysis and interpretation were derived from the findings of the study. The data analysis depicts the simple frequency and percentage of the respondents as well as interpretation of the information gathered. A total of thirty-six (36) questionnaires were administered to respondents of which only thirty (30) were returned and validated. This was due to irregular, incomplete and inappropriate responses to some questionnaire. For this study a total of 30 was validated for the analysis.
4.1	DATA PRESENTATION
Table 4.2: Demographic profile of the respondents
	Demographic information
	Frequency
	percent

	Gender
Male
	
	

	
	17
	56.7%

	Female
	13
	43.3%

	Age
	
	

	20-25
	7
	23.3%

	25-30
	4
	13.3%

	31-35
	6
	20%

	36+
	13
	43.3%

	Marital Status
	
	

	Single 
	19
	63.3%

	Married
	11
	36.7%

	Separated
	0
	0%

	Widowed
	0
	0%

	Education Level
	
	

	WAEC
	0
	0%

	BS.c
	21
	70%

	MS.c
	5
	16.7%

	MBA
	4
	13.3%


Source: Field Survey, 2021
Question 1: What are the impact of the circulation of fake and counterfeit drug on the innocent consumers?
Table 4.3:  Respondent on question 1
	S/N
	ITEM STATEMENT
	SA
4
	A   3
	D   2
	SD  1
	X
	S.D
	DECISION

	1
	Fails to help the patient get better

	10
	8
	5
	7
	2.9
	2.7
	Accepted

	2
	Harmful interactions with other medications the patients may be taking
	14
	10
	4
	2
	3.1
	3.2
	Accepted

	3
	Death 
	12
	10
	5
	3
	3.1
	3.03
	Accepted

	4
	Blood poisoning
	10
	8
	3
	9
	2.8
	2.63
	Accepted


Source: Field Survey, 2021
	In table above, item1 with mean response of 2.7 accepted that Fails to help the patient get better. Item 2 with mean score of 3.2also accepted that Harmful interactions with other medications the patients may be taking. Item 3 with mean score of 3.03 Death. Item 4 with the mean score of 2.63 also accepted that Blood poisoning. Item 1,2,3,4  have mean scores above 2.50. This indicates that respondents accepted that these are some of the impact of the circulation of fake and counterfeit drug on the innocent consumers
Question 2:  What are the factors that have encouraged the proliferation of fake | counterfeit drugs in the country?
Table 4.4: respondent on question 2
	S/N
	ITEM STATEMENT
	SA
4
	A   3
	D   2
	SD  1
	X
	S.D
	DECISION

	1
	Availability of sophisticated technology
	14
	9
	7
	4
	3.2
	3.36
	Accepted

	2
	High cost of quality drug products 
	13
	10
	2
	5
	3.0
	3.03
	Accepted

	3
	Corruption, greed and conflict of interest
	12
	13
	2
	3
	3.1
	3.13
	Accepted

	4
	Demands exceed supply
	13
	4
	10
	3
	2.9
	2.9
	Accepted


Source: Field Survey, 2021
	In table above, item1 with mean response of 3.36 accepted that Availability of sophisticated technology . Item 2 with mean score of 3.03 also accepted that High cost of quality drug products. Item 3 with mean score of 3.13 accepted Corruption, greed and conflict of interest. Item 4 with the mean score of 2.9 also accepted Demands exceed supply. Item 1,2,3,4  have mean scores above 2.50. This indicates that respondents accepted that these are some of the factors that have encouraged the proliferation of fake | counterfeit drugs in the country.
Question 3: To what extent has NAFDAC intervention in the manufacture distribution and sale of fake counterfeit drugs protects the survival of genuine manufactures and marketers in the face to fakers vices?
Table 4.5:  Respondent on question 3
	Options
	Frequency
	Percentage

	Very high extent
	9
	30

	High extent
	15
	50

	Very low extent
	2
	7

	Low extent
	4
	13.3

	Total
	30
	100


Field Survey, 2021
From the responses obtained as expressed in the table above, 30% of the respondents said very high extent, 50% of the respondents said high extent, 7% of the respondents said very low extent, while the remaining 13.3% said low extent.
Question 4:  has NAFDAC achieved in curbing the marketing of fake drugs?
Table 4.6:  Respondent on question 4
	Options
	Frequency
	Percentage

	Yes
	14
	46.6

	No
	12
	40

	Undecided
	4
	13.3

	Total
	77
	100


Field Survey, 2021
From the responses obtained as expressed in the table above, 46.6% of the respondents said yes, 40% of the respondents said no, while the remaining 13.3% were undecided.









CHAPTER FIVE
SUMMARY, CONCLUSION AND RECOMMENDATION
5.1	SUMMARY
		In this study, our focus was to assess the the impact of nafdac on marketing of drugs using Enugu State as a case study. The study specifically was aimed at ascertaining the impact of the circulation of fake and counterfeit drug on the innocent consumers, .Evaluate the factors that have encouraged the proliferation of fake | counterfeit drugs in the country, To find to what extent NAFDAC intervention in the manufacture distribution and sale of fake counterfeit drugs protects the survival of genuine manufactures and marketers in the face to fakers vices, and determine the level of success NAFDAC has achieved in curbing the marketing of fake drugs.
 This study was anchored on Reinforcement and Expectancy Theory.
		The study adopted the survey research design and conveniently enrolled participants in the study. A total of 30 responses were received and validated from the enrolled participants where all respondent are drawn from selected staff of NAFDAC office Enugu State
5.2	CONCLUSION
Based on the finding of this study, the following conclusions were made:
· That the impact of fake drugs on innocent consumers are dangerous. Some of them are:
· It fails to help the patient get better
· It forms harmful interactions with other medications the patient may be taking
· It leads to blood poisoning
· Leads to fatality
· The factors that have encouraged the proliferation of fake | counterfeit drugs in the country are:
· Availability of sophisticated technology
· High cost of quality drug products
· Corruption, greed and conflict of interest and 
· Demands exceeding supply for certain drugs
5.3	RECOMMENDATIONS
In the light of the findings and conclusions, the following recommendations are hereby proposed: 
· The impact of NAFDAC in the curbing of fake drugs though has been felt, but it is not enough. NAFDAC should come up with more strategies to effectively combat the marketing of fake drugs as the culprits involved are “beating” their previous strategy
· Consumers should be made aware of how to identify original drugs from fake drugs
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APPENDIXE
QUESTIONNAIRE
PLEASE TICK [√] YOUR MOST PREFERRED CHOICE(S) ON A QUESTION.
SECTION A
PERSONAL INFORMATION
Gender
Male ( )
Female ( )
Age
20-29 ( )
30-39 ( )
40-49 ( )
50+ ( )
Question 1: What are the impact of the circulation of fake and counterfeit drug on the innocent consumers?
	S/N
	ITEM STATEMENT
	SA

	A   
	D   
	SD  

	1
	Fails to help the patient get better

	
	
	
	

	2
	Harmful interactions with other medications the patients may be taking
	
	
	
	

	3
	Death 
	
	
	
	

	4
	Blood poisoning
	
	
	
	



Question 2:  What are the factors that have encouraged the proliferation of fake | counterfeit drugs in the country?
	S/N
	ITEM STATEMENT
	SA

	A   
	D   
	SD  

	1
	Availability of sophisticated technology
	
	
	
	

	2
	High cost of quality drug products 
	
	
	
	

	3
	Corruption, greed and conflict of interest
	
	
	
	

	4
	Demands exceed supply
	
	
	
	



Question 3: To what extent has NAFDAC intervention in the manufacture distribution and sale of fake counterfeit drugs protects the survival of genuine manufactures and marketers in the face to fakers vices?
	Options
	Please tick

	Very high extent
	

	High extent
	

	Very low extent
	

	Low extent
	



Question 4:  has NAFDAC achieved in curbing the marketing of fake drugs?
	Options
	Please tick

	Yes
	

	No
	

	Undecided
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