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ABSTRACT 

·The objective of the study wa t identify and determine the extent of implementation of 
various quality mann m nt practices by pharmaceutical manufacturing companies in 
Kenya. The ·tudy al · aim d at determining the challenges of implementing quality 
management practice b pharmaceutical manufacturing companies in Kenya. 

The re earch methodology was based on a survey study approach for establishing quality 
management practices and challenges of implementation by pharmaceutical 
manufacturing companies. Surveys are concerned with describing, recording, analyzing 
and interpreting conditions that either exist or existed. An open ended and closed ended 
questionnaire was used to collect data; the questionnaire was divided into 2 sections 
which were answered by the top management and the lower level management 

This study reveal the importance pharmaceutical firms attach to quality improvement 
practices. The study also revealed that the basic elements of quality management such as 
an appropriate infrastructure or quality system encompassing the organizational structure, 
procedures, process and resources; systematic action necessary to ensure adequate 
confidence that a product or service will satisfy given requirements for quality are indeed 
vital for any quality management activity. In relation to top commitment by top 
management in ensuring there is quality improvement in the firm, the total counts agree 
(both strongly agree and agree) was 25. This make 83.3% of the total counts, which 
indicate that management is actively involved in quality improvement. This when 
compared to lower level management, the total count strongly agreeing were only 6 
(20%). This study therefore reveals that top management is generally more supportive to 
quality management practices as compared to lower level management although different 
level of perception permeate the entire management pectrum. 
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HAPTER ONE: INTRODUCTION 

.1.1 Back~round of th tudy 

The earch for a uni ersal definition of quality has yielded inconsistent results. Such a 
global definition does not exist: rather, different definitions of quality are appropriate 
under different circumstances (ReevesJ 1994). Broadly defmed, quality refers to the 
ability of a product or service to consistently meet or exceed customer expectations 
(Stevenson, 2002). The word 'quality' seems to trigger a multitude of definitions. 

Crosby, et al (1997) has defined quality as the totality of features and characteristics of a 
product or service that bear on the ability to satisfy stated or implied needs. This 
definition suggests that quality must conform to requirements to satisfy the needs of users 
or anyone in contact with the product or service. 

For researchers and practitioners, understanding the nature of quality is more than a 
philosophical issue. Research conducted for the profit impact of market strategy (PIMS) 
program has led to the conclusion that in the long run, the most important single factor 
affecting a business unit's performance is the quality of its products and services, relative 
to those of competitors (Buzzell & Gale, 1987). 

Quality management practices have been described as a collective interlinked system of 
practices that is associated with organizational performance (Dean and Bowen, 1994) In 
thi re pect1 everal studies have attempted to identify the key quality management 
practices on which the success of a quality strategy is based (Saraph et al, 1989). Qual it 
management i thu the approache and action that are undertaken by an rganization' 
m na ' ment with the aim f improving quality. It i the manag ment-initi t d 
appr ach that di tin ti h leadin -ed e comp ni 

pu hcd out ofth comp titi n dam n E rt. 2 
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It is a company's management job and responsibility to create a culture of quality in an 
organization. This function cannot be delegated to technicians or workers. The idea is to 
help all in an organizati n t concentrate on doing their job right the first time. Without 

. quality mana m nt an rganization's efforts to improve or control quality are likely to 
fail ( ro 'b t al l 97). According to Application Guidelines Malcolm Baldrige 
National ward 1 91), various examination categories, items and point values are 
identified for the Malcolm Baldrige National Quality Award. These include leadership, 
information and analysis, strategic quality planning, human resource utilization, quality 
assurance of products and services, quality results and customer satisfaction. 

Benson et al (1991) have proposed an organization-theory explanation for how quality is 
managed in organizations. They propose a system - structural model of quality 
management that relates organizational quality context, actual quality management, ideal 
quality management, and quality performance. Lakhal et al (2005) have identified critical 
quality management practices linking them in a model and testing the relationship 
empirically. Numerous empirical studies have been conducted in the past ten years to 
gauge the development and majority of quality management practices particularly among 
manufacturing firms and correlation with overall organization performance has been 
documented in the work of Rahman and Sohal (2002). 

1.1.1 Quality Management in the Pharmaceutical Industry 

The quality of pharmaceuticals has been a concern of the World Health Organization 
(WHO) since its inception. The setting of global standards is requested in Article 2 of the 
WHO Constitution, which cites as one of the organization's functions as the 
development, establishment and promotion of international standard with re pect t 
food, biological, pharmaceutical and similar product very government allocat a 
ub tantial prop rtion of it total health bud t to dru hi prop rti n t nd to b 
r te t in d v l ping countri wher it mav 400/o WH 20 4 . 
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Good Manufacturing Practices ( GMPs) are the part of quality assurance that ensures that 
products are consistently produced and controlled to the quality standards appropriate to 
their intended use and required by the drug regulatory authority. GMP rules are directed 
.primarily at dimini hin lh ri ks, inherent in any pharmaceutical production that cannot 
be prevented c mpl t l through the testing of final products. Such risks are essentially 
of two typ : cro -contamination (in particular by unexpected contaminants) and mix­
up ( coniu ion) caused by incorrect labels on containers or human error (Management 
Sciences for Health, 1997). Since 1968, WHO has attempted to standardize the GMPs of 
various countries into a single list. These GMPs are applicable to all pharmaceutical 
manufacturing companies. Although these GMPs are written for the pharmaceutical 
industry, when a manufacturer produces medicines, it should duplicate the standards that 
went into the manufacture of that product, not just those that apply to the final product 
(WHO, 2004). 

Quality control of pharmaceuticals depends on meticulous adherence to written 
procedures in carrying out all operations. Quality must be designed into a product from 
the earliest stages: it cannot be ensured in the final product if GMPs were not present 
throughout the production process. Raw materials must be purchased from reputable 
suppliers and certified to conform to WHO standards of quality. Whether or not local 
quality control testing facilities exist in a resource constrained country (as happens in 
most developing countries), copies of the quality control analysis report of raw materials 
should be required from the supplier at the times of purchase (Polderman, 1990). 

Without assurance that these drugs are relevant to priority health needs and that they meet 
acceptable standards of quality, safety and efficacy, any health service is evidently 
compromised. In developing countries, considerable administrative and technical effort 
i directed to en uring that patients receive effective drugs of good quality It i crucial to 
th obj ctive of health for all that a reliable ystem of drug control is br ught within th 
reach of e ry c untry (WH , 2 4 . 
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The supply of essential drugs of good quality was identified as one of the prerequisites 
for the delivery of health care at the International Conference on Primary Health Care in 
Alma-Ata in 1978. imilarl , the onference of Experts on the Rational Use of Drugs 
.held in Nairobi in and WHO's Revised Drug Strategy, adopted by the World 
Health 'S m l in May 1986, identified the effective functioning of national drug 
regulati n and c ntrol systems as the only means to assure safety and quality of 
medicine (Management Sciences for Health, 1997). According to Polderman (1990), the 
manufacture of such dosage forms, the drugs, requires a thorough knowledge of the 
fundamentals of the relevant processes. Because of the great diversity of the substances 

based. The main facets of it can be briefly described as: the development of a 
formulation, the production of the drugs and the quality control of the drugs. Inevitably, 
such diversity gives rise to a need for an integrated management approach that places 
quality assurance at the centre of its operations (Polderman, 1990). 

1.1.2 Pharmaceutical Manufacturing Industry in Kenya 

Kenya's Health Policy Framework (MOH, 1994) outlines the goal of the health sector 
policy to 2010 as to promote and improve the health of all Kenyans through the 
deliberate restructuring of the health sector to make all health services more effective, 
accessible and affordable. This framework outlines comprehensive health sector reforms, 
amongst them strengthening the policy role of the central MOH; decentralization and 
capacity strengthening of provincial and district levels; re-orientation, re-training and re­
deployment of health manpower; and adoption and implementation of the National Drug 
Policy as the guiding document for legislative reforms, staff development and 
management improvements in pharmaceutical ervices (MOH, 2007). 

o impr ve dome tic acce ibility of entiat medicines and pr m t pharmac uti al 

th 
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production of essential medicines to improve their affordability and availability, and 
effectively utilize \VTO/TRIPS flexibilities to promote local manufacture of essential 
medicines (MOH, 2007 

MOll (2007 furth 1 pr vides that medicines shall meet internationally acceptable 
tandard · f qual it , afety and efficacy, and shall be provided according to legal 

requirement and professional standards. This was achieved through development and 
implementation of a coherent pharmaceutical quality assurance system, enhancement of 
the capacity for pharmaceutical quality control, and development and promotion of the 
use of quality management principles with regard to pharmaceutical quality assurance. 

1.2 Statement of the Problem 

There are several peculiar features of the pharmaceutical industry, which invite 
government intervention in developed as well as developing countries. In poor countries 
in particular, the pressure to economize on drug purchases has led those countries to 
overlook the system of innovation and rigorous quality assurance, which has grown 
tremendously in the developed countries: thus, the large drug multinationals are subjected 
to a large battery of controls. The main factors which has lead pharmaceutical 
manufacturers in developing countries to trail their Multinational Corporations (MNCs) 
counterparts in developed countries their inferior operational efficiency, poor quality 
assurance systems and limited use of modern and appropriate technology (Lall, 1985). 

The regulatory authorities, governments and other interested parties are concerned with 
the implementation of concepts of Good Manufacturing Practices (GMPs). Various 
governments in the developed world require rigorous quality management practice 

H , 2004) . The current Good Manufacturing Practice c MP) and ffiuent emi ion 
regulation of the U d and Drug Admini tration 0 ) and manufacturing effiu nt 
di char e and mi ion r gulation of th 
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2002). MOH (2007) requires that pharmaceutical manufacturing of medicines conform to 
quality, safety and efficacy standards comparable to international standards. 

~ Musau (200 ) ba d n a case study of quality management practices at Colgate­
Palmoliv K n l r mmended the need for Kenyan manufacturers to reassess the level 
of entrenchment of quality management practices in the organizations' activities. He 
note that for an organization to achieve competitive advantage it has to have all 
prerequisites of quality management working hand in hand. In yet another study o~ 
Continuous Improvement Climate Survey in Kenya, Mwihaki (2005) suggests further 
research on local manufacturing companies at different stages of implementing quality 
management strategies. 

Stevenson (2002) asserts that quality management practices have been identified as a way 
for companies to improve their competitiveness.. However, there have been noted 
inconsistencies in blind pursuit of quality management practices. Overzealous advocates 
may focus attention on quality even if other priorities may be more important. 
Furthermore, quality management programs may not be linked to the strategies of the 
organization in a meaningful way. Thus in the past quality-related decisions have not 
been tied to market performance. This leads to the questions: What quality management 
practices do pharmaceutical manufacturing companies in Kenya employ m the 
manufacture of pharmaceutical products and what are the challenges of the 
implementation of these quality management practices? 

1.3 Objectives of the Study 

i) To identify and determine the extent of implementation of variou quality 
management practice by pharmaceutical manufacturing companie in enya 

11 · o d tennine the challen es of implementing quality mana ement practic by 
ph rmaceutical manufacturin companie in en a. 
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1.4 Importance of the Study 

This study sought to investigate various quality management practices applied by the 
companic in th harmaceutical industry. These practices tend to improve the 
pcrforrnanc r lh c mpany practicing these quality management techniques in its day­
to-day activiti '' . Increased performance will always bring about increased productivity, 
company performance and profitability. 

This study will be useful to Kenya's pharmaceutical regulatory authority whose interest is 
to ensure supply of quality safe and efficacious medicines to the public. The academia 
and research institutions in the area of quality management specialty will gain an insight 
from this study on the various quality management practices applied by pharmaceutical 
manufacturing companies as well as challenges encountered in the process of their 
implementation. 

The researcher's main objective was to identify various management practices employed 
by pharmaceutical manufacturing companies. The study targeted the pharmaceutical 
industry, which is currently facing a myriad of challenges. The findings of the study can 
be applied in the pharmaceutical industry and related industries such as the chemical 
industries. As a result, therefore, increased performance as a result of implementing 
quality management practices will tend to spur economic development and attract 
investors in the local manufacturing industry. 

For the workers, training opportunities occur thus this enhances their kills and expertise. 
There also occurs an increased level of technology transfer. High quality goods produced 
in the manufacturing facility will certainly satisfy the final consumer Furthermore ince 
pharmaceutical products are sensitive to the health of patients high quality drug will 
en ure that patients' acce s to high quality medicine is guarant d. 
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CHAPTER TWO: LITERATURE REVIEW 

2.1 Introduction 

Many lend in 1 nnti n ', uch as the United States, Japan and Germany have fought the 
gl bal pre ·ur ' f c mpetition by becoming increasingly technologically advanced, 
moving up-market to more value-added products, and upgrading the skills of their 
domestic workforce (Enright, Scott and Dodwell, 1997; Pun and Lee, 1997). The impact 
of quality is so enormous that can it and does affect a company's competitiveness both 
locally and globally. 

The profile of the quality management literature is unbalanced with a strong 
predominance of the descriptive and prescriptive writings (Aragon, et al, 1993). The 
literature is based largely upon case studies, and the personal experience of the 
practitioners and quality consultants. Numerous case studies have been done across 
i~dustries to describe the successful implementation such Quality Management System 
Initiatives such as of ISO (Aragon, et aL 1993). Based on personal experience several 
generic frameworks such as top leadership commitment, customer focus, continuous 
Improvement amongst others have been proposed for implementation of quality 
management systems to help companies to achieve quality, productivity and competitive 
advantage (Crosby, 1979) 

Early studies focused primarily on studying quality practices in developed countries such 
as Japan and USA (Benson et al, 1991; Hull et aJ, 1988). Lately literature ha extended 
it cope by comparing QM in other developed and developing countrie , for example 
India (Rao, et al, 1997). One of the concept that have gained prominent i otal Qual it 

anagement (TQM) which has been defined as quality centered, team dri en, cu t m r 
focu d, fact-ba d, mor management laid P~' ce t achi v an organizati n' 

rat 'IC , al And rson, 1 4). 1 tal qu lit man cment ha f th m t 

P~ minent d mana em nt 1 ld in th t t ·ad . B mnm m 
l P n in th 111 c untri it 
h ' in th - -.<::>~~- ·- · d t th num r of p 1 \ic ti n ' hich di u '1 t nd 
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related topics (Martinez-Lorente et al., 1998). As a set of principles, TQM has been 
deployed into certain practices, which can be implemented in organizations. Researchers 
have developed variou m d 1 of TQM practices and have used them to measure the 
level of adoption f unlit management practices in organizations (Anderson et al., 
1994). 

2.2 Defining Quality 

Quality means different things to different people. This is the argument put forward by 
various students of quality. For instance, Lysonns and Gilligham (2003), point out that 
there are numerous definitions of quality. These writers further argue that these 
alternative definitions often overlap and may conflict. According to the American Society 
for Quality Control (1999), quality is a matter of relationship management. The society 
defines quality as the ongoing process of building and sustaining relationships by 
assessing, anticipating, and fulfilling stated and implied needs. The society argues that 
even those quality definitions which are not expressly relational have an implicit 
relational character, hence the reason why people and organizations try to do the right 
thing right, on time, every time; build and sustain relationships; seek zero defects and 
conformance to requirements; seek to structure features or characteristics of a product or 
service that bear on their ability to satisfy stated and implied needs. Winder et al (1996) 
concurs with the society. According to these scholars, the focus of continuous 
Improvement is the building and sustaining of relationships. They further argue that it 
would be difficult to find a realistic definition of quality that did not have a fundamental 
express or implied focus of building and sustaining relationships. The e re earchers 
concretize their arguments by saying that quality is the customers' perception of the value 
of the uppliers' work output. They further argue that you cannot eparate the proce 
and the human factor. hey believe that quality, when built into a pr duct, g n rat 
m ti n and feelings within those wh have taken part in its creati n. inall , th 

conclud that when you ha mad m thmg that y u ar pr ud , wh n u ha 
pr duced pr duct th t brin mil ur nd th n hre d 
qu lit ou will kn w it th · will kn w it nd h 
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cannot be defined, one knows what it is. It is neither mind nor matter, but a third entity 
independent of the two. Juran (1 974) and Crosby (1979) on their part define quality in a 
more summarized wa ar um that quality is the conformance to requirements and 

Perhap th m t celebrated definition of quality is that given by the American Society 
for Qualit ~ hich is shared by the ISO 8402 (1986). These two organizations define 
quality as the totality of features and characteristics of a product or service that bear on its 
ability to satisfy given needs. Literature shows that the single factor affecting a business' 
competitive ability is the quality of its products and services, relative to those of 
competitors (Meredith, 1992). According to Meredith (1992), quality products or 
services leads to more customer satisfaction; enhances the reputation of the firm; protects 
the firm from competition; minimizes health and safety liabilities and risk; improves 
worker morale; reduces scrap and waste; smoothes work flows; improves control and 
reduces a variety of costs. 

The understanding and consequent desire to attain benefits of superior quality has been 
the struggle of many firms since the onset of the industrial revolution. This effort was 
moved a step higher after the Second World War when many governments suffered 
massive defeats caused by weapon failures. Britain, which was faced by many accidental 
detonations in their weapons factories embarked on a search for solutions to this quality 
problem. This eventually led to the development ofBS 5750 in 1979, which also changed 
to be the current ISO 9000 in 1987. 

2.3 Quality anagement Practices 

ccording to Benson et al 1991), quality management is becoming a top priorit in 
many firm . mce quality managem nt an organizati n wid fun ti n, 
or anit..ation th ory hould be u to d n , xplain and impr tl rg niz h n th 
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management. This system-structural view explicitly considers the organization's external 
context and its impact on the organization. With quality problems being driven by 
external factors such a u t m r demands, competitive pressures and government 
regulation, th y t m- tru tural view is particularly helpful in explicating a theory of 
quality mana em nt 

The ba ic element of quality management is: an appropriate infrastructure or quality 
system encompassing the organizational structure, procedures, process and resources; 
systematic action necessary to ensure adequate confidence that a product or service will 
satisfy given requirements for quality. The totality of this action is termed as quality 
assurance, which serves as a management tool. In contractual situations, quality 
assurance also serves to generate confidence in the supplier. The concepts of quality 
assurance, Good Manufacturing Practices (GMP) and Quality Control (QC) are 
interrelated aspects of quality management. An organization will benefit from 
establishing an effective quality management system (Department of Trade and Industry, 
British Government, 2007). 

The cornerstone of a quality organization is the concept of the customer and the supplier 
working together for their mutual benefit. For this to become effective, the customer­
supplier interfaces must extend into and outside of, the organization, beyond the 
immediate customers and suppliers (DTI, 2007). 

2.3.1 Top Management Commitment 

The process by which top managers allocate their limited attention among a wide variety 
of potential trategic issues is critical to understanding organizational adaptation and 
change utton, 1988 Berman et al 1995 have shown that executive culture and top 
manag ment leader hip are ignificant determinant of quality man gement c mmitment 
nd impact. From t p-l vel admini trat r to front-line mana er , qualit m nag ment 

practic ha c p rmeat d th ntirc r aniz ti r pu li . u lit m nt 
b 
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to successful quality improvement and not all organizations follow the same formula. 
Still, there is sufficient e~:perience with quality efforts in American organizations to 
generalize about what a qualit pr cess entails (Dobbs, 1994). 

Shetty (I ~ 1-l 2 ·ummarized principles generally found in quality-conscious 
organizut i n ·. T p in the list is top management commitment. Shetty argues that top 
management must e tablish and communicate a clear vision of organizational philosophy; 
make it clear that everyone must be personally committed; allocate resources, define 
roles and responsibility, invest the time to learn about quality issues; encourage 
communication between management and employees, among departments and various 
units and customers, be a good role model in communication and action, and monitor the 
process. 

Powell (1995) has listed committed leadership amongst the twelve Total Quality 
Management (TQM) factors. He states that what is critical is a committed leadership: a 
near-evangelical unwavering, long-term commitment by top managers to the philosophy, 
usually under a name something like Total Quality Management, Continuous 
Improvement (CI) or Quality Improvement (QI). 

2·3·2 Organization for Quality 

In the face of changing competitive conditions, many firms are pursuing quality 
management practices to regain their competitive edge (Victor et al, 2000). These firms 
are discovering that effective implementation is not guaranteed. Many attempts fail to 
achieve desired gains in quality and efficiency (Griffin, 1988). Victor et al (2000) 
propo e that through poor leadership, inappropriate training, lack of re ourc , 
confu ·ion of program goal and cultural r istance that cau e quality management 
practic failure, none i m re fundamental than th cau that und rlie th difficult 
imp! m ntati n having a it ba i the inte ti n of d ing and thinking t, 1 0 . 
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2.3.2.1 Process Management 

Process management a way, m which an individual, a group, a project, or an 
organization think; ut nd managers its work activities. It is based on the following } , 
procc 'S mnn \8 m nt pr mi e: th quality of the product is governed primarily by the 
quality ofth pr ce u ed (Shapiro, 1995). 

Mo t organizations today do not manage the process, but instead their products. This is 
the classical American management style documented and described in many books. 
Based on the process management premise, however, process management can be said to 
be fundamentally different from product management in that customer satisfaction is 
more than just meeting requirements specifications; it is focusing on fmding ways to 
delight the customer. Based on process management, suppliers know whom their 
customers are (internal or external) and what they need and practices are documented and 
understood by those performing the work. In addition, people have the skills needed to do 
their tasks successfully and are committed to following the process because they know it 
will get them through good times and bad (Shapiro, 1995). 

Work is completed when the defined exit conditions have been met, not when there is no 
more money or time and process and product measures are taken to compare quality, 
schedule and cost (actual) to estimates. Corrective actions focus on process problems and 
process solutions not on blaming people, the environment, or the tools process changes 
are managed and controlled (Monden, 1989). 

2.3.2.2 Ju t-In-Time (JJT) Manufacturing 

ne of the world's leading experts on improving the manufacturing proce , bingo 
(19 9 , cr at d with Taiichi 9 many of th feature f ju t-m-tim manufacturing 

th 
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Monden (1989) is credited with introducing the TIT concept to a broad audience in the 
United States. His early work focused primarily on a limited set of TIT practices related 
to shop floor activiti s. hi series of articles described the philosophy of TIT, the 
Kanban sy tern, pr du ti n smo thing in TIT and set-up-time reduction. He also 
emphasized the imp rtanc f mall lot sizes, mixed model production, multifunction 
worker , pr v nti maintenance, and TIT delivery by suppliers. 

ln a study of small and large US manufacturers, White et al (1999) has documented and 
studied ten management practices that constitutes the JIP concept used to examine 
implementation of JIT manufacturing systems. They also assert that the 10 TIT 
management practices implemented differ between the two groups of manufacturer size 
and an association exists between the TIT practices implemented and manufacturer size. 
Moreover, the changes in performance attributed to JIT implementation vary, depending 
on implementation status of specific JIT management practices <;tnd manufacturer size. 
Overall, the findings suggest that specific TIT management practices might be more 
appropriate for implementation depending on manufacturer size. Understanding the 
relationships identified and other relationships associated with TIT implementation 
process enables factory managers to more effectively manage and control their 
organizations for success. 

Flynn et al (1980) proposes that the use of total quality management practices will 
lmprove just-in-time (llT) perfOrmance through process variance reduction and reduced 
rework time and that m practices will improve quality performance through problem 
expo ed and improved process feedback. They have demonstrated that TQM and TIT 
practices interacted 

2.3.3 mploye raining 

It has b m a widely held premi that p pl pr vid r aniz ti n with n tmp rt nt 
u t in ble comp itiv 
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of total quality management programs, firms adopting a quality strategy must facilitate 
employee interaction and information exchange (Youndt et al, 1996). The value of human 
capital may be especiall apparent in modern, manufacturing organizations that have 
invested heavily in pr du ti n innovations such as advanced manufacturing technology, 
statistical pr c ·s ntr 1 and computer numerically controlled machine tools. Such 
initiat ive' t nd t depend heavily on employee skills and commitment as key components 
in the value creation process (Snell, 1992). 

Powell (1995) has identified increased employee training as a critical TQM factor and 
that increased employee training should include TQM principles, team skills and problem 
solving. Employee training should be directed at establishing commitment human 
resource systems (Arthur, 1992). Commitment human resource systems shape desired 
employee behaviours and attitudes by forging psychological links between organizational 
and employee goals. In other words, the focus is on developing committed employees 
who can be trusted to use their discretion to carry out job tasks in ways that are consistent 
with organizational goals (Organ, 1988) 

2.3.4 Employee Participation 

Employee participation is any quality improvement initiative is critical for its success. 
Several authors have identified employee empowerment, formation of quality circles and 
employee fulfillment as critical ingredients for successful employee participation in 
quality management practices. 

2·3·4·1 mployee Empowerment 

ne of the mo t frequently referenced defmitions of employee empowerment i that 
offer d b on >er and Kanungo 1988 Th define empow rm nt a 

fl ling of If-efficacy r anizati nal m mb r thr ugh th 
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employee feeling of self-efficacy. According to Conger and Kanungo (1998), the effect 
of empowerment is the initiation and persistence of behavior by empowered employees to 
accomplish task obj ctiv . Thi d finition is rooted in management theory of power and 
authority delegati n that tv an employee the right to control and use organizational 
resource' to brin u ut d ired organizational outcomes. 

Thoma' and elthou e (1990), however, argued that the concept of empowerment is 
much more complex and could not be fully explained in a one-dimensional construct 
such as self-efficacy. They therefore define empowerment as an intrinsic task motivation 
that manifests itself in four cognitions (meaningfulness, competence, impact and choice 
or self-determination), reflecting an individual's orientation to his or her work roles. By 
intrinsic task motivation, they mean, a positively valued experiences that an individual 
derives directly from a task that produces motivation and satisfaction. 

Meaningfulness is the value of the task goal or purpose in relation to the individual's own 
ideals or standards, and competence is the degree to which a person can perform task 
activities skillfully. Impact, on the other hand, is the degree to which behavior is seen as 
making a difference in terms of accomplishing the purpose of the task, while choice or 
self-determination is the causal responsibility for a person's actions. It reflects 
independence in the initiation and continuation ofwork behavior and processes (Connell, 
and Ryan, 1989). 

Employee empowerment literature identifies contextual factors and strategies that 
promote and support empowerment or example, Bur e {1986) sugg t that a way to 
empower employ i t expr c nfiden in them t g th r with tabli hln ) reali ti 

hi h P rfl rm nc expectations for them. Be t 1990) adds the creation of opportunities 
for employees to participate in deci ion making, and giving employees autonom from 
bureaucratic con traint a empowerm nt strategie mparati l , m1 and anu 
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empower employees. At the organizational level, however, Kiore (1988) suggest that 
empowerment could be achieved through employee selection and training programs 
designed to provide r quircd technical skills together with a culture, which encourages 
self-dctcrminati n nd I\ a ration instead of competition. 

'mpowering th" workforce involves giving employees a degree of control over the 
organization · operation. When empowered, employees feel they are an active part of the 
organization's decision-making process and they have an organizational sense of 
"family' . Once empowered, employees begin to take pride and ownership in tier work, 
which may lead to improvement in . their job performance, which then may increase 
overall organizational quality. As employees become more involved in the organization, 
they become self-motivated and do not require as much direct praise or monitoring from 
managers. As a part of the empowerment process, employees are permitted more 
management participation (Shapiro, 1995). 

2.3.4.2 Quality Circles (QC) 

In a longitudinal study, examining the impact of work teams on manufacturing 
performance RaiQ ~ ... a1 1"1on6\ c~u--~ ou· ... 1." ... ~ .. ..,1; ....... ~--~ 1~1.~ .. - --~-~ .. ,...; .. :h.:---~-·~-~ :.~'"'" C~ 1 \1::1::1 ) l.U llU ~ Ul<:l.~ l{U<:I.ll~Y <:l.llU l<:I.UUUl !JlUUU\_;UVllY llll_I.JlUVCU 

over time after the formation of work-teams. They point out that quality circles where 
membership is voluntary is most effective especially since the team is specific work­
related and is tasked with problem solving for quality and productivity related issues and 
cost reduction 

Griffin (1988), defines quality circles (QC) as small groups of volunteers from the arne 
work area who meet regularly to identify, analyze and solve quality and related problems 
in their area of re pon ibility. They u ually consist of eight to ten member and m t 
once a we · during normal w rking hour . Moreo er, m mb r f u uall r 
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2.3.5 Supplier Quality Management 

A central theme of quality mana >cment is that technical and human aspects of a process 
must be managed in mplementing the design of efficacious development 
proccs cs, work d ·i n practices that foster participation of key stakeholders and 

empowerment f mployees need to be established (Ravichandran & Rai, 2000). The 
attempt to u ·e impro ed quality to gain a competitive advantage has led firms to develop 
quality-sensitive industrial contracts. The quality of delivered materials and parts and its 

control through sampling or quality control procedures are thus important issues to 
reckon with in the negotiation of industrial contracts (Reyniers et al, 1995). 

Current practice in quality management and its control emphasizes the use of statistical 
control techniques (control charts, acceptance sampling etc), which seek to detect 

deviations from agreed on quality standards (Reyniers, 1995). Chew and Pissano (1990) 
suggest that as an alternative to vertical integration; longer-term contracts with power 
suppliers may be required to improve quality. In practice the quality of the suppliers and 
considered important and in contractual supply agreements, clauses are inserted to 
provide incentives for the suppliers to comply with the terms of negotiated contracts. For 
example, some contracts stipulate that payments will be made after and as a function of 
delivered quality (Reyniers, 1995). 

Over the past decade, there is growing evidence that to be competitive manufacturing 
firms are moving away from a traditional approach of adversarial relationships with a 
multitude of suppliers to one of forging longer-term relationships with a few select 
uppliers (O' neal, 1989). Firms such as Eerox, Motorola, General Electric, Ford and 

other are reducing their supplier base and looking to a few select uppliers to help them 
achieve a ronger competitive po ition mshwiller, 1 91). 

h g al t secur valued r ur and t hn 1 gi th l ct d uppli r in 
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long-term relationships also benefit from improved quality and process performance and 
continuous cost reduction (Newman, 1988). 

Z.3.6 Customer Focu 

lntcmal cu ·t mer focus is a key ingredient quality management practices. However, 
Lewi' ( l 8 ) point out that emphasizing focus is one thing; delivering it is another. In 
fact, he considers that emphasizing focus is not most appropriate approach to adopt. 
Thus management policies that enhance internal customer -based focus often prove to be a 
firm's best marketing strategy. Christopher et al (1991) go further than this to describe a 
new relationship betwecu quality, customer service and marketing. They argue that 
quality is also a key linkage in the exchange relationship between the organization and its 
employees as customers. They maintain that unless management can bring these activities 
together with new forms of collaboration and cross-functional coordination, there can be 
no sustainable competitive advantage. 

Just as customer service leads to customer satisfaction, internal customer service leads to 
employee satisfaction. Internal customer service is the service we provide to fellow 
employees and other departments within our own organizations, as well as our suppliers 
and anyone else with whom we work to get our jobs done (Buzzell, 1987). He also asserts 
that to achieve legendary internal customer service, one has to weaken the tendency to 
build territorial walls and adopt ways of creating forums to share information, practice 
proactive information-sharing and create or contribute to, an environment in which status 
ts accorded to those who share freely and not to build walls (Buzzell, 1987). 

ompetitive advantage is achieved by organization, which needs to know who it internal 
cu tom r are, what they expect and how well it performance from the cu tomer' point 
of i ' i uzzell, 1987). 
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Drucker (1954) stated that th nly reasons for business to be in business were to 
innovate and satisfy cust m r at a profit. Kotler (1967) launched the new marketing 
concept, which , tat d that rporat profit came out of satisfying customer needs through 
integrated mark tin a ti iti . Profit did not come out of sales volume alone, which was 
the old mark ·ting concept. Towards the end of the 1970s GTonroos presented the 
ervicc-murketing concept (Gronroos, 1979), which held some distinct differences from 

the traditional product-marketing concept. During the 1980s, a group of Scandinavian 
marketing researchers realized that the service-marketing concept was valid and relevant 
for business-to-business marketing, in particular when studying buyer and seller 
relationships. What today is called relationship marketing as understood and defined by 
the Nordic School of Thought is fundamentally different from the traditional 4P 
marketing paradigm (GTonroos, 1997). This rationale emerged as a new paradigm within 
marketing. 

Numerous studies have proven that satisfied customers relate their positive experience to 
three people, whereas dissatisfied customers tell eleven to thirteen people about their 
negative experience (Kotler et al, 19.99). Understanding the customer expectations is 
often referred to as listening to the voice of the customer and requires identification of a 
whole set of product/ service characteristics that the customer needs, his/her level of 
expectations, relative importance and satisfaction derived (Kotler, et al, 1999). 

To become a master of customer understanding, you have to increase both the quality and 
quantity of your processes. Three important strategies to focus on include, developing 
trong links to both the core and the fringes of your market, use ethnography (the 

application of principles of anthropology to study the behavior of cu tom r t gain new 
in ight ) and include cu tomer and customer knowledge throughout the de ign proce 
Kotl r t al, 1999). 
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2.3.7 Quality System Improvement 

Manufacturing sy tern typi lly c ntain processing and assembly stages whose output 
quality i ignifi ntl 

(Zankt k 'l nl 
' 

l t'l'i t d by the output quality of preceding stages in the system 

Th u of statistical quality control and related quality-

impr vern nt m th d has become widespread in recent years as a result of increased 

empha 'i n impro ing quality and product competitiveness. An important premise 

underlying the e methods is that reducing process and product variability leads to 

improved products and reduced qmility costs. Reducing variability is also known to 

favorably affect operating metrics such as productivity, cycle time and capacity. Tagaras 

and Lee (1996) recognize that the output quality of some stages in multistage 

manufacturing systems is significantly affected by the output quality of proceeding 

stages. Most of the literature on quality and quality improvement however is restricted to 

single-stage models or assumes the absence of quality linkages across stages. A notable 

exception is Hawkins (1993), who pwposes a procedure for monitoring process quality in 

manufacturing systems where the measures of output quality are correlated across stages. 

Zanktak et al (2002) proposes and validates a procedure for measuring the impact of each 

stage's performance on the output quality of subsequent stages, including the quality of 

the final product. The procedure builds on the precedence ordering of the stages in the 

system and uses the information provided by correlations between the product 
measurements across stages. 

2·3·7·1 Quality A surance Program 

uality urance is a wide-ranging concept covering all matter that individuall or 

COlle ively influenc the quality of a produc . It i th totality ofth arran em nt made 
ith th b. 0 ~ o en rin that pharmac uti cal product are f th qual it requir d fi r 
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For a quality, assurance program to be successful there must be commitment by the 
management and co-operation by the staff, a rational foundation for the program, and 
recognition of objectiv . A rdin to WHO (2004) quality, assurance incorporate good 
manufacturing pra ti . am ng t other factors. The system of quality assurance 
appropriate t th' manuf: cture of pharmaceutical products should ensure that 
pharmaceutical pr duct are designed and developed in a way that takes account of the 
requircm nt f g d manufacturing practices (GMPs) and associated codes such as those 
of good laboratory practices ( GLPs) and good clinical practices ( GCPs). Furthermore, all 
production and control operations are clearly specified in a written form and properly 
documented. Management responsibilities should also be specified in job descriptions. 
All necessary controls on starting materials, intermediate products, and bulk products and 
other in process control, calibration and validations are carried out. The finish product is 
correctly processed and checked, according to defined procedures. 

Pharmaceutical products are not sold or supplied before the authorized persons have 
certified that each production batch has been produced and controlled in accordance with 
the requirements of the marketing authorization and any other regulation~ relevant to the 
production, control and release of pharmaceutical products (Polderman, 1990). 

In addition, satisfactory arrangements should exist to ensure, as far as possible, that the 
pharmaceutical products are stored by the manufacturer, distributed, and subsequently 
handled so that quality is maintained throughout their shelf life. An effectively quality 
assurance programme should entail a procedure for self-inspection and I or quality audit 
that regularly appraises the effectiveness and applicability of the quality assurance 
Y tern. All deviations must be reported, investigated and recorded. Regular evaluations 

of the quality of pharmaceutical products should be conducted with objective of verify 
the con i tency of the proce s and en uring its continuou improvement. All y tern 
chang that may have an impact on pr duct quality rnu t b approv d through a 
pro edur of chang control. h pharrnac utical manufactur r mu t a urn 
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quality and efficacy. The attainment of this quality objective is the responsibility of 
senior management and requires the participation and commitment of all the staff in 
many different departm nt and at all levels with the company, the company's suppliers 
and the di tribut r (M ll 1 7). 

To achieve th quality objective reliably there must be a comprehensively designed and 
c rrectly implemented ystem of quality assurance incorporating good manufacturing 
practices (GMP) and quality control (QC). It should be fully documented and its 
effectiveness monitored. All parts of the quality assurance system should be adequately 
staffed with competent personnel, and should have suitable and sufficient premises, 
equipment, and facilities (WHO, 2004). 

2.3.7.2 Good Manufacturing Practices 

WHO (2004) defines Good Manufacturing Practices (G:MP) as that part of quality 
assurance which ensures that products are consistently produced and controlled to the 
quality standards appropriate to their intended use and as required by the marketing 
authorization GMP covers all aspects of the manufacturing process: defined 
manufacturing process; validated critical manufacturing steps; suitable premises, storage, 
transport; qualified and trained production and quality control personnel; adequate 
laboratory facilities; approved written procedures and instructions; records to show all 
steps of defined procedures have been taken; full tractability of a product through batch 
records and distribution records; and systems for recall and investigation of complaints 
(Gillian, et al, 1997) 

GMP regulations address is ues including record-keeping, per onnel qualification , 
nitation, cleanline , equipment verification, proce validation, and c mplaint 

handling. o t GMP requirement are very gen ral and open- nd d, all wing ach 
m nu£ ctur r t d ide individually h t impl m nt th n ht 
pro 'd much Oc ibilit ', but al r qUtr that th m nufa tur r mt rpr t th r tr m , t in a nn , 
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GMP is also sometimes re£ rr d t a "cGMP". The "c" stands for "current," reminding 
manufactures that th y mu employ technologies and systems, which are up-to-date in 
order to comply with th re ulation. Systems and equipment used to prevent 
contaminuti n, mi -up and errors, which may have been "top-of-the-line" 20 years ago, 
may be l " than adequate by today's standards (Junker, 1997). One step in the GMP 

ife ·tyl i · to reinforce what is learned in training. This falls on the managers and 

upervisors in a plant. Therefore, it is important that managers and supervisors be 
involved in training, so that they can support it through reinforcement. The other step is 
to audit to ensure that your efforts have provided adequate controls by auditing audit fall 
in the following three categories: personal, whereby every individual does a self-check to 
make sure that he I she is complying with all appropriate standards; internal audit, which 
should be performed by the quality assurance department as required by GMP, and 
external audits, which can consist ofan legal audit agency, a consultant checking your 
compliance status, or you performing a supplier audit. 

Finally, the results of audits will help you to know if you need to modify your standards 
of performance. No procedures should be changed without appropriate change control 
and approval from quality assurance (WHO, 2004). The glue that sticks the whole 
process together is committed. Commitment to GMP and quality is critical at all levels of 
the orga · · 

mzat10n, starting with top management. If you foster commitment, use this 
process you will help you make GMP a Lifestyle, not just a regulation in the company. 
You uri h · 
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A fully documented qualit management practice system will ensure that two important 
requirements are meet h are first and foremost the customer's requirements -
confidence in the abilit f th rganization to deliver the desired product and service 
consi tently m tin th ir n ds and expectations. Secondly are customer's requirements 
that both intcmall and externally the organization uses available resources (materials, 
human r · urce information and technology, financial resources) at an optimum cost 
and efficiency (Department of Trade and Industry, British Government, 2007). 

A properly documented good manufacturing practices programme enables a 
pharmaceutical manufacturing organization to achieve the goals and objectives set out in 
it policy and strategy. It provides consistency and satisfaction in terms of procedures, 
methods, materials, equipments etc and interacts with all activities of the organization 
beginning with the identification of customer's requirements and ending with their 
satisfaction at every transaction interface. As a result of consistency achieved by 
implementation of good manufacturing practices, high quality medicines are available to 
tmprove public health (MSH, 1997). 

2.3.7.4 Self-Inspection and Quality Audits 

WHO (2004) states the purpose of self-inspection is to evaluate the manufacturers 
compliance with GMP in all aspects of production and quality control. The self­
inspection programme should be designed to detect any shortcomings in the 
implementation of GMP and to recommend corrective actions. Polderman (1990) 
concur and further states that self-inspections are necessary to assess adherence to GMP 
tandard · He goes on to state that such self-inspections may be conducted by speciali t 

from out ide the organization or from other section in the same organization H furth r 
propo d that pr duction and quality control mana activel enga d in thi 
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Self-inspection should be performed routinely, and may be, in addition performed on 

special occasion, for example, in the case of product recalls or repeated rejections, or 

when an inspection b th health authority is announced. The team responsible for 

inspection for hould consist of personnel who can evaluate the 

implcm ntation r MP je tively. All recommendations for collective action should 

be implcm nted Th' procedure for self-inspection should be documented and then there 

hould be an ifective follow-up program. 

WHO (2004) proposed that items for self-inspection should be included in questionnaires 

on GMP requirements which will cover the following items: personnel, premises 

including personnel facilities, maintenance of building and equipments, storage of 

starting materials and finished products, equipment, production and in-process control, 

quality contro~ documentation, sanitation and hygiene, validation and devalidation 

programmes, calibration of instruments or measurement systems, legal procedures, 

complaints management, labels control, a result of previous self-inspection and any 
corrective steps taken. 

It may be useful to supplement self-inspection with a quality audit. A quality audit 

consists of an examination and assessment of all or a part of a quality system with a 

specific purpose of improving it. A quality audit is usually conducted by outside or 

independent specialist or a team designated by the management for this purpose. Such 
audits may also be extended to suppliers and contr~c r , Beti t3t3 
and includ d in th approved uppliers list or specifications, they should be evaluated 
(R yniers et al, 1995) 

valuati n h uld tak int Q unt 
't H 1997) recommend that a uppli r '' 

upplier hi tory and th nature of the material to be upplied If an audit i r quired, it 
h uld d termine th uppli r' abilit • t n~ nn to MP tandard . 
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2.3.8 Statistical Quality Techniques 

Statistical process control, or P , is a fundamental approach to quality control and 
improvement that i b cd n bj ctive data and analysis. The origin of PC dates back to 

the 1920s and 1 · at th Western Electric Company and Bell Telephone Laboratories. 

Walter hewhart (18 1 1967) recognized that variation in a production process could 
be undectood and controlled through the use of statistical methods. He pioneered the use 

of statistical methods as a tool to manage and control production. Over the next several 
decades these tools were taught to engineers and production personnel throughout 
American industry. The need for higher-quality production to support the defense 
industry during World War IT gave a boost to the use of SPC (Chaudhry and Higbie, 
1990). 

One of Shewhart's disciples, Deming (1900-1993), was a strong advocate of SPC and 
trained many engineers in the concept during the war years. However, he was never able 
to convince upper management in the U.S of SPC's benefits and importance. When 
Deming was invited to train Japanese engineers in statistical methods after the war, he 
realized that quality improvement efforts could never be sustained without top 

management support. It was not difficult for him to gain the attention of every level of 
worker-from maintenance to CEO, since Japan was rebuilding from complete 
devastation. The Japanese were eager to learn and apply new tools that would help them 
rebuild their economy. And the rest, as they say, is history. Statistical methods, 
combined with strong programs in human resources and a focus on continuous quality 

improvement to better respond to customer needs, enabled Japanese companies to emerge 

a powerful global competitors within only a few decades (Chaudhry and Higbie, 1990). 

Wh n D m· ' 'b · mg contn ut10n to Japan became recognized in merica ar und 19 0, th 
m d rn qua lity mo vement began. Many maj r corporatio ns b gan to experiment with 
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of suppliers' processes to assure quality and provide accurate information of continuous 

quality and productivity improvement (Chaudhry and Higbie, 1990). 

Quantitative m thod and . tatist i al tools provide workers and managers with the tools 

needed to quantify variati n, identify causes, and find solutions to reduce or remove 

unwanted variation, and monitor progress objectively. Statistical process control can help 

to achieve the e goals when it is part of a total problem-solving effort. Simply going 

through the motions and providing data because the boss or customer wants it will not 

help to improve operations or better satisfy customers. Teamwork and participation play 

an important organizational role (James, 2006). 

The term Total Quality Management is currently undergoing a transition from a 

traditional to more advanced interpretation. The traditional belief that companies' quality 
departments own quality (Hoed, 1998) seems to be disappearing. A trend from what 

Juran calls the "little q" to what he terms the ''Big Q" has been noted (Hoerl, 1998). In 
the broader "Big Q" framework, the traditional assumption that statistical quality control 

and improvement methods involved only the use of control charts is too narrow. Modem 

statistical quality control and improvement include all statistical methods (simple and 

complex) used to improve manufacturing as well as non-manufacturing processes (Hoerl, 
1998). 

In order to improve quality in all sectors of economy, it is important to realize that every 

process generates information that can be used for its improvement. No organization, be 

it public or private, manufacturing or service, should neglect the opportunity to take a 

close look at accumulated data as part of the operations. With this data, it is pos ible to 

di cover hidden patterns in proce deficiencies, form different hypothesi a to what 
might be the rea ons for deficiencies (Hoerl, 1998) 

r quire con tant tati tical mea ur ment f qualit t m mt r p rii rman ll 
m mber of an organi7.ati n mu t be m of ati tic to th 
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and interpreting numerical and non-numerical facts, which we call data. The collection 
and study of data are important in the work of many professions, so that training in the 

science of statistics i valuabl preparation for variety of careers, for example, economists 

and financial advisor , bu in ' men, engineers and farmers. Knowledge of probability 
and statistical mcth d · ul, are useful for informatics' specialists of various fields such as 
data mining, kn wledge discovery, neural network, fuzzy system and so on. Whatever 

else it may be tatistics is, first and foremost, a collection of tools used for converting 

raw data into information to help decision makers in their works (Hoerl, 1998). 

When objective decisions are to be made, statistical methods should be used based on any 
objective information in the form of data collected about a product or process. Statistical 
techniques such as control charts, process capability indices and design of experiments 
have been used in the manufacturing industry for many years. There are a number of 

practical and managerial issues related to the application of statistical techniques in 
studies aimed at improving process and product quality. The focus should always be on 

continuous quality improvement using statistical techniques (Hoerl, 1998). 

The success of a business depends upon the quality of the decisions it makes at each 

customer contact. Such decisions must reflect the business strategy, the interests of the 

customer, his or her value and risk to the business. In addition, because of growing 
customer expectations and increasing competition, businesses are under pressure to 

provide personalized customer service within mass market cost levels (Senn, 2002). 

Deci ions about customer interactions must take into account each customer' likely 

behavior. At each individual contact with the customer the business must consider the 
' 

relative likelihood of the customer responding to an offer. taking his or her patronage 
el where or causing some lo s to the business The busine that can determin and 

implem nt a personalized management strategy for each cu tom r ha th m an of 
n urin ' that the mo t • bt Utt e d ci. ion ar m de in c rd nc with it 
bj ti H rl, 19 
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The pharmaceutical industry has been slow (but perhaps no slower than other industries) 

to implement forma] decision analysis for choosing which drugs to develop and for 
deciding how to devel p th m cnn, 1 998). If we exclude pharmaceutical research and 
manufacturing, th n th rt f areas in which the pharmaceuticals statistician might 

become involved ar t icology, bioassay, pharmacokinetics, the design and analysis of 
clinical trial , pidemiology and drug monitoring and pharmacoeconomics. Clinical trial 

work is by far the most important of these areas. As Lewis (1983) made clear, 

statisticians were already heavily involved with trial design by the early 1980s. 

2.3.9 Challenges of implementing Quality Management Practices 

Despite the best efforts of senior Executives, major change initiatives often fail. Those 
failures have at least one common root: Executives and employees see change differently. 
For senior managers, change means opportunity both for the business and for themselves. 
But for many employees, change is seen as disruptive and intrusive (Strebel, 1996). 

Ideal quality management is strongly linked to managerial knowledge, as the literature 
suggests. Knowledgeable managers are more likely to have a good idea about how 
quality should be managed in the finn. Also, corporate management support for quality 

apparently encourages divisional managers to learn more about ideal quality management 
(Benson, 1991). 

Raju et al (2005) contents including Gl\.1P and TQM, is critical for the success of any 
quality programme When the concept of GMP becomes clear, the top management 
di cems how much of it is already practiced in the company and where that top 
management awarene s and commitment to quality management practice to focu for 
further e ercises, how much of it i manager driven and how much of it d p ndent on 

P ialized tool . In th ir tudy of quality manag tTl nt practic Raju and guchi 
2 0 found that th commonly probl m wh n impl m ntin 

m nt practic includin' MP in lud 

lture b nt on m int inin th tu qu , 1 k cu t rn 1 l\ n 

30 



GMP, lack of adequate resource to implement and maintain a quality assurance system, 

and lack of support and commitment from senior management. 

The congru nc of purp 

programm 'h uld tran 

tn the implementation of any quality improvement 

nd the entire organization and even beyond. The top 

management h , major shares of action and responsibilities to initiate and sustain 

improv m nt activities in the company. The span of quality management initiatives is 

not confined merely to activities within the company. It spreads beyond to outside 

agencies like suppliers, distributors and customers. There should be an element of 

commonality in the company's approach and customer's viewpoint. Although the WHO 

good manufacturing practices guidelines are in public domain, many pharmaceutical 

manufacturing companies have had extreme difficulties in implementation. 

In sum, quality management practices should be viewed as an integral part of the 

organization's operation, not as another fad that should be briefly tolerated. This also 

places a crucial burden on management at all levels to provide leadership by example 
(McGowan, 1995). 

2·4 Quality Management Practices in the Pharmaceutical Industry 

In the Pharmaceutical industry at large, quality management is usually defined as the 

aspect of management functions that determines and implements the "quality policy" i.e. 

the overall intention and direction of an organization regarding quality, as formally 

expressed and authorized by top management (WHO, 2004). Pharmaceuticals have 

brought tremendous health benefits to developing countries, but existing pharmaceuticals 

are often underused or misused and pharmaceutical R $ D on health problem specific to 

poor countrie i woefully inadequate (Kremer, 2002) The role of pharmac uti cal and 

medical techn l gy in improving health in devel ping countrie tand in ntr t t th 
hi ori 1 
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Pharmaceutical manufacturers compete for sales chiefly by seeking to discover and 
develop new drugs products and furmulations (Backhaus, 1983). Prompted by concern 
over attempts at regulatin th pharmaceutical industry on the European level, Bakchaus 
discusses in a stud th tw ba ic form of regulation which we observe to be typical, 
quality regulati n (li •n ·ing) and price regulation. He further makes an attempt to 
analyze regulat ry b ha ·ior vis-a-vis the industry in terms of a behavioral model and an 
attempt i made to incorporate into the analysis the experience of quality regulation in 
both Europe and the United States of America (Backhaus, 1983). 
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CHAPTER THREE: RESEARCH METHODOLOGY 

3.1 Research D ign 

This rc ·carch pr ~ t i · a urvey study approach for establishing quality management 

practi · and halt ng f implementation by pharmaceutical manufacturing companies. 
According to Kothari (2005), surveys are conducted in case of descriptive research 

tudie which may either be a census or sample surveys. Surveys are concerned with 
describing, recording, analyzing and interpreting conditions that either exist or existed. 
The researcher does not manipulate the variable or arrange for events to happen thus 
surveys are usually appropriate in case of social and behavioural sciences. 

3.2 Population of the Study 

The population of this study comprised of all pharmaceutical manufacturing companies 

in Kenya registered by the Pharmacy and Poisons Board as at 31st March 2008. This is 

the most current listing of pharmaceutical manufacturers operating in Kenya. There is a 
total of 36 companies (Appendix lli) (PPB, 2008). Since the population is small, the 
census method was be used. Two respondents were selected from amongst employees of 

each pharmaceutical manufacturing company: one respondent from top-level 
management and one respondent from lower management. 

3.3 Data CoUection 

emi-structured questionnaires were used to enable the researcher obtain quantitative 
data from re ponses were analyzed in order to provide a complete picture of the quality 

management practice and challenges of implementation by pharmaceutical 
manu acturin ' c mpanie in Kenya. 
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The questionnaire is divided into two parts. Part one captured general information about 
the respondents' organization, re pondents' current job position and lengthy of service in 
that function among oth r inn nnat i n. Part two captured information in relation to 
quality management prn ti , nd challenges facing their implementation. 

The que 'tionnair , a admini tered to the respondents and collected later the following 
day; henc , drop - and - pick later method shall be used. 

3.4 Data Analysis 

The data collected was edited for accuracy, uniformity, consistency and completeness 
and then arranged to enable coding and tabulation before final analysis. Once collected, 
the data was collated, organized, summarized and described. Summary measures of 
central tendency (mean) and dispersion (standard deviation) were calculated,. and tables 
and graphs created to illustrate the findings . Frequency distribution tables will be used to 
rank the level of entrenchment of various quality management practices to illustrate the 
extent of their implementation by pharmaceutical manufacturing companies. A 
significance test was employed to investigate significance differences between various 
levels of management on quality management practices. The use of the above descriptive 
and inferential statistics helped answer the research questions, which sought to identify 
quality management practices that pharmaceutical manufacturing companies in Kenya 
employ in the manufacture of pharmaceutical products and the challenges they face in 
their implementation 
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CHAPTER FOUR: DATA ANALYSIS AND INTERPRETATIONS 

4.1 Introduction 

The study aim to identify and determine the extent of implementation of various quality 

management practices by pharmaceutical manufacturing companies in Kenya, and to 

determine the challenges of implementing quality management practices by 

pharmaceutical manufacturing companies in Kenya. The response rate achieved for the 

study is 89%. The counts were compiled manually and entered into the SPSS worksheet. 

Each statement in the questionnaire was rate using likert scale and averaging rating 

obtained, with 5 indicating strongly agree and 1 showing strongly disagree. However, for 

general information, each response was assigned a number to denote a specific variable. 

For instance, a male respondent was assigned 1 while a female one was assigned 2. 

4.2 General Information 

The table below (table 4.2.1) shows the responses regarding sex, department, job title and 

the department in which the employees have worked. The results show that most of the 

respondents for top management and middle level management were male, with mean 

values of 1.333 and 1.300 respectively. They represented 66.7% and 33.3% a frequency 

of9 and 21 and respectively. In addition, most of the employees in the top management 

level as shown in table 4.2.1 were in granulation department (8 .3667) while those in the 

low-level management were in the packaging department (5.4667). In terms of their job 

tittle , mo t of the top managers who responded to the responded to the study were 

quality control analy ts (2.9333) while the low-level manager were quality control 

manager 1. 00). 
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Table 4.1: General Information 

.47946 

13.3 

3.3 

6.7 4 13.3 
4.8667 2.97962 5.4667 2.86156 

3.3 3 10 
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2 6.7 

2 6.7 10 33.3 

3 10 

30 100 30 100 

5 16.7 

8.3667 4.70131 3.3 

1---+--....j 2.9333 2.10803 

30 100 

24 
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4.3 The extent of implementation of various quality management 

This study s ught t in sti late various quality management practices applied by the 

companie · in the pharmaceutical industry. These practices tend to improve the 

pcr[i rmanc f th c mpany practicing these quality management techniques in its day­

to-day activitie . Increa ed performance will always bring about increased productivity, 

company performance and profitability. The respondents were asked to state to what 

extent you strongly agree, agree, neutral, disagree or strongly disagree with the statement 

made. The study was analyzed and presented under the following subheadings: 

4.3.1 Top Management Commitment 

Table 4.2: Top Management Commitment 

Is General management is actively involved 
4.0000 1.11417 3.4333 1.25075 

in quality improvement? 

Does Management provide the necessary 
3.5333 .97320 3.3000 1.11880 

resources to carry out activities efficiently? 

Does General management encourage 
3.3667 employees to consider customers' needs and .99943 3.5000 1.30648 

ex ectations? 
Does Management quality objectives are 

3.1667 .94989 
disseminated to all employees? 

3.1667 1.26173 

Does the Top management pursue long-term 
3.5000 

ObJ ct1ves? 
1.10641 3.3333 1.39786 

Source: Research Data 

In r lation to top commitm nt by top manag m nt tn n urin,. th r qu lit 

improvement in th firm th tot I unt \ 25 

tab I .2 bo e . hi m no hi h indi th t 

m nt i ti I Ill in qu I it unpro Ill nt . '1 hi ' h n mp r d t 
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level management, the total count strongly agreeing were only 6. Summarily, all the 

variables averaged above 3 in both levels of management. This indicates that top 

management support qualit improvement management. However, both respondents 

agreed that managcm nt ur u long-term objectives as shown by a mean of3.1667 and 

a standard dcviuti n f 1 1 41 and 1.39786 respectively. 

4.3.2 Or anization for Quality 

Table 4.3: Organization for Quality 

Does the organization have a process 
3.4167 .71728 3.2333 1.2287 

management method? 

Are Interdepartmental groups are common? 3.5000 .88465 2.8667 1.25212 

Are the processes are continuously improved? 3.5833 .92861 3.3000 1.26355 

Does the organization use quality circles? 3.1250 .79241 3.3000 1.26355 

Is there is little bureaucracy (formal hierarchy, 
3.1250 1.03472 procedures and detailed rules) in the 3.0667 1.36289 

Source : Research Data 

In relation to organization for quality, top management scored a mean above 3 in all the 

variables. This shows that the respondents believe that in their pharmaceutical firms, they 

agree that there are organizations for quality. However, the presence interdepartmental 

groups scored a mean of 2.8667. This indicates that not all pharmaceutical firms have 

continually encouraged quality as apart of the entire organization' activities a 

table 4.3 ab ve. 
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4.3.3 Employees Training 

1.19434 3.5333 

2.8333 1.26173 3.4333 1.35655 

3.0333 1.06620 3.4000 1.16264 

Do employees take training leave? 2.2667 1.14269 2.7333 1.25762 

Does the company measures employee 2.2000 1.27035 2.8667 1.35752 
satisfaction with received? 

Source: Research Data 

The researcher asked the respondents question relating to employee training. All the 

responses given by the top management indicates they agree with their efforts in 

providing training to the employees. As sown in table 4.4 above, the responses averaged 

3. However, the lower level management's responses varied ranging from disagreeing to 

agreeing as their means ranged from 2 to 4. Furthermore, the disagreement was mostly on 

the aspect of whether employees can take training leave. The response was that they 

agreed (2. 7333). 

4.3.4 Employee Participation 

Does the company provide continuous 3.0333 1.15917 
training for its managerial personnel? 

3.7000 1.23596 

Does the company provide continuous 
2.8000 1.15669 

training for its non-managerial personnel? 
3.3667 1.24522 

Are training needs are always evaluated? 3.1333 125212 3.4667 1 27937 

3.3667 1.03335 3.26 7 1.36289 

4.0333 43 3.8333 1.17 8 

\ ·ith 
2.8 7 1.47 9 2. 7 l. 72 7 
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When the researcher asked the two gr up of management, on the level of participation 

by employees in quality m n m nt, they all agreed as shown in table 4.5 that they 

participate in managing qualit Th responses except one averaged above 3 indicating 

that there was an a r m nl t the participation of employees in quality improvement. 

However both team disagreed that the there were frequent work related meetings with 

colleagues. 

4.3.5 Supplier Quality Management 

Does the company purchases raw materials 
2.9000 1.34805 3.6000 1.36443 

only from qualified suppliers? 

Does the company work in close collaboration 
3.0607 1.46059 3.5667 1.22287 

with suppliers to improve processes? 

Does the company supplies technical 
3.0333 1.27267 2.9667 1.06620 

assistance to suppliers? 

Is the company in partnering with its 
2.8010 .96132 2.9333 .98027 

suppliers? 

Does the company has few customers 2.7000 1.29055 2.9667 1.15917 

Source :Research Data 

The above results show that on average there is a consensus that there is a upplier 

quality management. It is also interesting to note as shown in table 4 6 that the 

pharmaceutical firms sampled have fewer suppliers This in a sense means that they ar 

able to monitor quality of their products very easily 
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4.3.6 Customer Focus 

2.7917 1.10253 3.2000 1.15669 

development proccs ·'l 

Does compan carry out studies to evaluate 
3.0417 .85867 3.2333 1.19434 

customer satisfaction? 

Does company carry out market studies to 
3.1250 .79741 3.3667 1.32570 

determine its customers' needs and wants? 

Does the company bas a system to collect 
3.4830 .93153 3.4000 1.03724 

customers' complaints? 

Are corrective actions always taken to address 
3.7917 .72106 3.3000 1.23596 

customer complains? 

Are all expectations of your external customers 
2.9983 1.0417 3.1333 1.22428 

are met? 

What is the frequency of meeting with external 
3.1667 1.20386 2.8000 1.37365 

customers 

Source: Research Data 

The average responses of both the top and middle-level management is achieved as per 

customer focus was 3. However, middle-level management showed a stronger response 

an indication that confirms that they are in frequent contact with the customers. The 

results show that lower level managers understands that leading customer service leads to 

customer satisfaction, and internal customer service will lead to employee atisfaction. 

Such results show that lower employees also understands that internal customer service i 

the ervice we provide to fellow employees and other departments within our own 

organization , as well as our suppliers and anyone else with whom we work to g t our 

job don . 
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4.3. 7 Quality System Improvement 

Table 4.8: Quality System lmproven•ent 

3.6667 1.21296 3.13333 1.30604 
customers? 

Does the company has a clear quality manual? 3.2667 1.17248 3.60000 1.32573 

Is the Quality system in our company is improved 
4.!000 .92289 3.6000 1.35443 

continuously? 

Does company has a clear documentation 
3.8333 1.11675 3.7333 1.14269 

procedure? 

Does the company have a clear set of work 
3.7667 1.10433 3.7000 1.3933 

instructions? 

Are there company's clear standard operating 
procedures (SOPs) which are clearly understood by 3.6333 1.09807 3.5667 1.38174 

staff? 
Are employees are encouraged to apply better 

2.7667 
methods when doing work after learning new skills? 

1.42527 2.8607 1.40770 

Are there are frequent self-inspection and quality 
~.8667 

audits exercises in the company? 
1.52527 2.9607 1.41270 

Source: Research Data 

In relation to system quality improvement, there is a consensus by both levels of 

management that the companies that they have clear quality manual, clear documentation 

of work instructions, as well as encouraging better methods of doing work after learning 

better new better skills. The results show that top management has a mean of more than 3 

than the lo er management who e range from 2 to 3 ( ee table 4.8 abo e) How r, a 

r gard to frequent If-in pection and quality audit exercise in the companie b th 

group di in that context henc thcr h uld b impr m nt. 
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4.3.8 Statistical Quality Technique 

Table 4.9: Statistical Quality Technique 

Arc cards and graphs arc used to measure and 

control quality? 

Does the general management encourage the 

use of statistical methods? 

Are statistical techniques used intensively in 

the company? 

Do employees participate in training programs 

related to statistical techniques for quality? 

Are the statistical techniques effective at 

improving product quality? 

Are statistical techniques used for product 

release? 

3.3333 

3.3333 

2.9333 

2.5000 

3.5000 

3.2333 

Acceptance sampling is applied to determine 
acceptance or rejection of all materials used for 2.5667 

Are control charts used to determine if 
variations are abnormal or normal and to 2.6000 

determine characteristics? 
Are predetermined raw materials specifications 
and finished products specifications used in 3.1607 

manufacturer and release? 
Source: Research Data 

.39786 3.1333 1.13664 

1.26854 3.4000 1.27577 

1.41259 3.6000 1.00344 

1.41259 3.4667 1.3604 

1.25238 3.7000 .91339 

1.19434 3.2333 .13512 

1.16511 2.7333 1.25762 

1.16511 2.7333 1.31131 

1.20583 3.0000 1.33907 

In terms ofu e of statistical tools in, most of the respondents in both groups indicate that 

they are neutral except for a few who strongly believe the tools are effective in quality 

management. Thi could be attributed to the variations in their field of specialization a 

h wn b a h wn in table 4.9 above whose mean are marginally ab e . hi 

that in th pharmac utica! firm mpl d the · fail to r c gniz that full d cum nt d 

qu lit m n ment pt tic tcm will n ur th t r uir m nt th 

int n II nd t mall 
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4.3.9: Challenges of Implementing Quality Management Practices 

Table 4.10: Challenges of lmplem nting Quality Management Practices 

Are there rewards for implementing quality 
across the entire 

Is there a synergy between continuous 
improvement approaches in my department and 
other in the · · ? 
Is everyone in the organization understands quality 
management practices and are supportive of 
continuous initiatives?· 
Are there higher costs of compliance to quality 
management practices? 

Is there a difficulty in getting competent suppliers? 

Is there organization-wide focus towards 
continuous improvement? 

Is there a clear monitoring and evaluation criteria 
for improvements made? 
Is there a clear direction on how to use information 
gained to improve product design and customer 
service? 
Source: Research Data 

2.6667 .99424 3.0000 .14470 

2.8333 1.28877 2.8000 1.37465 

3.3333 1.15470 3.4333 .97143 

2.5000 1.00858 3.3667 1.15917 

2.8667 1.16658 3.2667 .94443 

3.0667 1.11211 3.5667 1.16511 

3.0667 1.22990 3.3000 1.02217 

2.6667 .29544 3. 0667 1.43679 

2.4333 1.30472 3.0333 1.37674 

2.7333 1.28475 3.0000 1.20344 

The above results indicate that though there is a progress as far as quality improvement is 

concerned, some challenges exist. For instance, top management-rewarding employees 

on continuous improvement. With lower level management, they scored the highest mean 

of 8.2333 on whether there is there i congruency of purpose between managem nt and 

non-management employees. Thi urpri...ingly i in contrast with what the manag m nt 

think a mean f3 . 3 a hown in table 4.1 abo e. 
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CHAPTER FIVE: CONCLUSION, RECOM:MENDATIONS 

AND LIMITATIONS 

5.1 Introduction 

This chapter present' th' conclu 'ions, recommendations, limitations and suggestion for 
further research for the 'tud . The chapter summarizes the findings of the study in 
relation to the objectives of the study. The first objective was to identify and determine 
the extent of implementation of various quality management practices by pharmaceutical 
manufacturing companies in Kenya. The second objective was to determine the 
challenges of implementing quality management practices by pharmaceutical 
manufacturing companies in Kenya. 

5.2 Summary 

This study sought to investigate various quality management practices applied by the 
companies in the pharmaceutical industry. The results supports the literature that the 
process by which top managers allocates their limited attention among a wide variety of 
potential strategic issues is critical to understanding organizational adaptation and change 
(Dutton, 1988). In addition, the results scored a mean of more than 3 which indicates that 
this result is in line with literature put forward by Berman et al (1995). They have shown 
that executive culture and top management leadership are significant determinants of 
quality management commitment and impact. 

Process management ts a way, m which an individual, a group, a project, or an 
organization thinks about, and managers, its work activities. It is based on the following 
proce management premise: the quality of the product is governed primaril b the 
quality of the proce u d ( hapiro, 1995) The re ult in relation to rganization for 
quality, top management cored a m an ab ve 3 in all the variable . his h w that th 
r pond nt b li v th t in th ir pharmac tic 1 finn , th gr th, t th r r 
org niz ti n for qu lit . How r, th pr int td p tm ntal r ups m an 
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of 2.8667. This indicates that not all pharmaceutical firms have continually encouraged 
quality as apart of the entire organization's activities as shown in table 4.3 above. 

The researcher asked th r , p nd nt question relating to employee training. All the 
responses given by the t p management indicates they agree with their efforts in 
providing training to the employees. As shown in table 4.2 above, the responses averaged 
3. However, the lower level management's responses varied ranging from disagreeing to 
agreeing as their means ranged from 2 to 4. Furthermore, the disagreement was mostly on 
the aspect of whether employees can take training leave. The response was that they 
agreed (2.7333). It has become a widely held premise that people provide organizations 
with an important source of sustainable competitive advantage and that the effective 
management of human capital, not physical capital, may be the ultimate determinant of 
organizational performance (Adler, 1988; Reich, 1991). Given the team-based problem­
solving nature of total qual~ty management programs, firms adopting a quality strategy 
must facilitate employee interaction and information exchange (Youndt et al, 1996). The 
value of human capital may be especially apparent in modern, manufacturing 
organizations that have invested heavily in production innovations such as advanced 
manufacturing technology, statistical process control and computer numerically 
controlled machine tools. Such initiatives tend to depend heavily on employee skills and 
commitment as key components in the value creation process (Snell, 1992). The results 
therefore particularly for the lower management contradicts this wide held believe that 
there should be congruence between team-based problem solving and individual 
innovation. 

Employee participation is any quality improvement initiative is critical for its ucces 
everal author have identified employee empowerment, formation of quality circle and 

employ fulfillm nt critical ingredients for succes ful empl ye participati n tn 

qua lit manag m nt p ctice . When th re cher a·k d th tw gr up of 
m na nth I in qualit m nt, the ll 

rn qu lit lh 

pt on e in ti tin n to the 
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participation of employees in quality improvement. However both teams disagreed that 
the there were frequent work related m etings with colleagues. This is an indication that 
there is lack of bottom-up communi ati n which is very dangerous for pharmaceuticals 
which are operating in such a c mp t itiv nvironment. 

A central theme of qual it management is that technical and human aspects of a process 
must be managed in c ncert Complementing the design of efficacious development 
processes, work design practices that foster participation of key stakeholders and 
empowerment of employees need to be established (Ravichandran & Rai, 2000). The 
respondents indicated that on average there is a consensus that there is a supplier quality 
management and that the pharmaceutical firms sampled have fewer suppliers. This in a 
sense means that they are able to monitor quality of their products very easily. In 
addition, this shows that the firms have attempted to use improved quality to gain a 
competitive advantage in developing quality-sensitive industrial contracts. 

Internal customer focus is a key ingredient quality management practices. However, 
Lewis (1989) points out that emphasizing focus is one thing; delivering it is another. In 
fact, he considers that emphasizing focus is not most appropriate approach to adopt. 
Thus management policies that enhance internal customer-based focus often prove to be a 
firm's best marketing strategy. Christopher et a1 (1991) go further than this to describe a 
new relationship between quality, customer service and marketing. They argue that 
quality is also a key linkage in the exchange relationship between the organization and its 
employees as customers. They maintain that unless management can bring these activities 
together with new forms of collaboration and cross-functional coordination, there can be 
no ustainable competitive advantage. 

n cu tom r focu the lower level management who deal directly with th cu tomer 
indicat d that th ar in con tant contact with e t mal cust mer . Thi upp rt th 
lit r ture that firm h uld w k nth tendcn t build tcnit rial wall. nd 

m rm ti n- h rin 
or contri t t • n n ir nm nt in hich t tu i. cc rd d t 
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not to build walls (Buzzell, 1987). As a result of this, customer service will lead to 

customer satisfaction and hence employ atisfaction. 

In relation to system qualit cmcnt, there is a consensus by both levels of 

management that the mpani · · that the have clear quality manual, clear documentation 

of work instruction\ a · well as encouraging better methods of doing work after learning 

better new better kill . The results show that top management has a mean of more than 3 

than the lower management whose ranges from 2 to 3 (see table 4.8). However, as 

regards to frequent self-inspection and quality audit exercises in the companies, both 

groups disagree in that context hence there should be improvement. 

In terms of use of statistical tools in, most of the respondents in both groups indicate that 

they are neutral except for a few who strongly believe the tools are effective in quality 

management. This could be attributed to the variations in their fields of specialization as 

shown by as shown in table 4.9 above whose means are marginally above 3. This shows 

that in the pharmaceutical firms sampled they fail to recognize that a fully documented 

quality management practice system will ensure that customer's requirements both 

internally and externally are met. A properly documented good manufacturing practices 

programme enables a pharmaceutical manufacturing organization to achieve the goals 

and objectives set out in it policy and strategy. It provides consistency and satisfaction in 

terms of procedures, methods, materials, equipments etc and interacts with all activities 

of the organization beginning with the identification of customer' s requirements and 

ending with their satisfaction at every transaction interface. As a result of consistency 

achieved by implementation of good manufacturing practices, high quality medicines are 

available to improve public health (MSH, 1997). 

In relati n to challenges that management face in implementing quality management 

practic the r ult indicate that though there i a pr gre a far a quality impr v m nt 

i concern d, xi t. F r in tanc • t p m n m nt-r wardin mpl 

on l m n 

.2 

m na m nt mpl .• , hi rn nt with wh t th m n m nt 



thinks (a mean of 3.333 as shown in table 4.10 above. This indicates that without full 

support fro the top level management, the lower management cannot implement quality 
management systems. The congru n f purp se in the implementation of any quality 
improvement programme h uld tran · nd the entire organization and even beyond. The 
top management has major ·har ' faction and responsibilities to initiate and sustain 
improvement activitie · in th company. The span of quality management initiatives is not 
confined merely to activities within the company. It spreads beyond to outside agencies 
like suppliers, distributors and customers. There should be an element of commonality in 
the company's approach and customer's viewpoint. In sum, quality management 
practices should be viewed as an integral part of the organization's operation, not as 
another fad that should be briefly tolerated. This also places a crucial burden on 
management at all levels to provide leadership by example (McGowan, 1995). 

5.3 Conclusion 

This study revealed the importance pharmaceutical firms attach to quality improvement. 
The study also revealed that the basic elements of quality management such as an 
appropriate infrastructure or quality system encompassing the organizational structure, 
procedures, process and resources; systematic action necessary to ensure adequate 
confidence that a product or service will satisfy given requirements for quality are indeed 
vital for any quality management activity. In relation to top commitment by top 
management in ensuring there is quality improvement in the firm, the total counts agree 
(both strongly agree and agree) was 25. This make 83 .3% off the total counts, which 
indicate that management, is actively involved in quality improvement. This when 
compared to lower level management, the total count strongly agreeing were only 6 
Summarily, all the variables averaged above 3 in both levels of management. This 
indicate that top management supports quality impro ement management. From top-
level admini trator to front-line managers, quality managem nt practic ha 
p rmcated th ntir ph rmaccutica\ indu try. 

9 



Total quality management significantly alters the way jobs are designed requiring new 

behaviors, roles and responsibilities for all organizational members (Koike, 1988). This is 

supported by the results of the study which sh w that the two groups of management, on 

the level of participation by mpl in quality management, they all agreed that they 

participate in managing quulil '1 he rc 'pon es except one averaged above 3 indicating 

that there was an agreem nt a· t the participation of employees in quality improvement. 

However both team disagreed that the there were frequent work related meetings with 

colleagues. 

5.4 Recommendations 

Given the team-based problem-solving nature of total quality management programs, 

firms adopting a quality strategy must facilitate employee interaction and information 

exchange (Y oundt et al, 1996). Therefore, pharmaceutical finns must ensure that frequent 

work related meetings with colleague are encouraged. In line with statistical tools for 

managing quality, the value of human capital may be especially apparent m 

pharmaceutical fmns that have invested heavily in production innovations such as 

statistical process control and computer numerically controlled machine tools. Such 

initiatives tend to depend heavily on employee skills and commitment as key components 

in the value creation process (Snell, 1992). The study showed that of the respondents in 

both groups indicates that they are neutral except for a few who strongly believe the tools 

are effective in quality management. This could be attributed to the variations is their 

fields of specialization. 

5.5 Limitations of the study 

This research project was a survey study approach for establishing quality management 

practice and challenges of implementation by pharmaceutical manufacturing companie 

in Kenya. It i recommended that a imilar study could be replicated by tudying two t 

of firm , th that have won I ertification on quality improvement and th , which 

h v not m t th I qualit award tandard. 
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5.6 Suggestions for Further Study 

The results show that respondent. b l i that in their pharmaceutical frrins, they agree 

that there are organizati n . r I qua\it . However, the presence interdepartmental groups 

indicating that not all pharmac utical firms have continually encouraged quality as apart 

of the entire organizations activit~es . Therefore the researcher recommends that a study 

be carried out to ascertain v hy there is the presence of interpersonal groups. 

It is further recommended that a study to determine why both top and middle level 

management disagreed that there were frequent work related meetings with colleagues. 

Another area for further study is determining why all the responses given by the top 

management indicates they agree with their efforts in providing training to the employees 

while lower level management responses varied ranging from disagreeing to agreeing 

mostly on the aspect of whether employees can take training level. 

Finally, another research can carried out in different regions in the country and make a 

comparison of the results in order to check whether quality management are carried by all 

managers operating pharmaceutical frrrns in Kenya. 
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APPENDICES 

APPENDIX 1: INTRODU TlON LETTER 

Dear Sir I Madam, 

This questionnaire is designed to help carryout a survey of quality management practices 

in the pharmaceutical manufacturing companies in Kenya. This is for the purpose of 

analyzing the perception of employees of the company on the fundamental areas of 

quality management practices. 

I wish to request that you respond to the questions sincerely. I wish to assure you that 

your responses will be held in confidence. It is only I, the researcher and the project 

supervisor who will have access to the information given. I will ensure that upon request, 

the summary of the results is made to you after the information collected is duly 

analyzed. 

I wish to thank you very much not only for your valuable time but also co-operation. My 

appreciation goes to you and your organization in helping me in my research endeavours. 

Yours incerely, 

Paul K. Tanui 

tudent 

. 0. amwan 

ecturer/ up rvi r 

partm nt f Manag m nt ci n 

niv r ity f air bi 



APPENDIX ll: QUESTIONNAIRE 

Part A: General Information 

1. Employee name ( ption \I 

2. Sex (tick app priat I ) Male [ ] Female[ ] 

3. Name of the ornpany (optional) 

4. Department 

5. Job title 

6. Number of years worked in the company _____________ years 

PartB 

The following statements relate to quality management practices by pharmaceutical 

manufacturing companies. 

Mark appropriately with X in spaces provided in the table, which signify to what extent 

you strongly agree, agree, neutral, disagree or strongly disagree with the statement made. 

~ 
~ 

Ol 

~ 
Ol 0 as 
>- ~ >-
0> jg Ol 
c ~ Ol c 
g :::1 ~ e 

Ol Q) 
Ci U5 en <( :z 

1. General management is actively involved in quality 
improvement. 

2. Management provides the necessary resources to 
c_arry out activities efficiently. 

3 General management encourages employees to 

consider customers' needs and expectations. 
4. Management quality objectives are disseminated to 

all employees 
5. Top management pursues long-term objectives. 

6. Th organizati n ha. a proce · management 
method. 
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Continued 

Q) 

~ 

~ 
Ol 

~ 
~ i:5 
>- ~ >-
0> ~ 0> c ~ Ol c g :J m g 

Jl Q) 
l5 CJ) z CJ) 

7. Interdepartmental g1 up' ar common. 
---

8. Processes are c ntinuously improved. 

9. The organization uses quality circles. 

10. There is Ettie bureaucracy (formal hierarchy, 
procedures and detailed rules) in the organization. 

11. The company provides continuous training for its 
managerial personneL 

12. The company provides continuous training for its 
non-managerial personnel. 

13. Training needs are always evaluated. 

14. Employees can take training leave. 

15. The company measures employee satisfaction with 
training received. 

16. There are frequent Good Manufacturing Practices 
(GMP) training sessions for operatii!S_ staff. 

17. Employees are encouraged to be totally involved in 
issues of quality management practices. 

18. Management lets employees participate in 
achieving organizational objectives. 

19 Employees are responsible for the tasks they 
perform, and inspect their own work. 

20 Supervisors respect the work related opinion of 
their subordinates. 

21. Employees cooperate with their colleagues to work 
in teams. 

22. There are frequent work related meetings with 
c~lleagues . 

23 . The company purchase raw materials only from 
qualified su_p_I>_liers 

24. Th company works in clo · collaborati n with 
suppliers to imerove £rocesses. 

25. Th mpan ppli techni 1 a i t n t 
suppliers. 

26. 'I h mp n I p rtn i ll[) ' th it up li rs . 

Ill 



Continued 

~ 
<J) OJ 
~ ~ 
&r i5 
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(j) >-
~ ~ "'l OJ 

~ OJ c c 
_g :J ro e rJ) 

Jl Q) 

i5 (j) CJ) z 

27. The company lm · r w ·upplier·. 

28. Client is integrat d in the product development 
process. 

29. Company carrie out studies to evaluate customer 
satisfaction. 

30. Company carries out market studies to determine its 
customers' needs and wants. 

31. Company has a system to collect customers' 
complaints. 

32. Corrective actions are always taken to address 
customer complains. 

33. All expectations of our external customers are met. 

34. There are frequent meetings with external 
customers. 

35 . Company has a clear quality manual. 

36. Quality system in our company is improved 
continuously. 

37. Company has a clear documentation procedure. 

38. Company has a clear set of work instructions. 

39. The company has clear standard operating 
procedures (SOPs) which are clearly understood by 
operating staff 

40. Employees are encouraged to apply better methods 
when doing work after learning new skills. 

41. There are frequent self-inspection and quality audits 
exercises in the company. 

42. Card and graphs are used to measure and control 
qualit:y. 

43. General management encourages the u e of 
statistical methods 

44. Stati tical technique are used inten ively in the 
company. 

45 . Emplo p rticipat in training pro ram r lated 
to statistical techniques f01 quality. 

46. St i ti · I t hni u flectiv t imp~ in 
product quality 

I , 



Continued 

~ 
~ 

0> co en 
0> 0 co 
>- Q) >-

"5> ~ ~ "5> 
c Q) 0> c 
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47. Statistical tcchniqu are u ed for product release. 

48. Acceptance sampling IS applied to determine 
acceptance or rejection of all materials used for 
manufacturing. 

49. Control charts are used to determine if variations are 
abnormal or normal and to determine quality 
characteristics. 

50. Predetermined raw materials specifications and finished 
products specifications are used in manufacturer and 
products release. 

51. We have a forum to address challenges we face in 
implementation of quality management practices. 

52. There is congruency of purpose between management 
and non-management employees. 

53. Implementing quality management practices is the 
responsibility of all employees of the organization. 

54. There are adequate resources to implement quality 
management practices. 

55. There are rewards for implementing quality 
management across the entire organization. 

56. There is synergy between continuous improvement 
approaches in my department and other departments in 
the organization. 

57. Everyone m the organization understands quality 
management practices and are supportive of continuous 
improvement initiatives 

58. There are higher costs of compliance to quality 
management practices. 

59. There is difficulty in getting competent suppliers 

60. There i organization-wide focu towards continuou 
i m _provement. 

61. Th r 1 clear monitoring and evaluati n criteria for 
impr_Q_vements made. 

62. Th r 1 cl directi n on how t u iiW rrnati n 
gained to improve product design and customer service. ·- 1- 1- ·-63. An th r (pi pecif r) 

v 



64. Based on your e p ri nc are the benefits of implementing quality management 
practices gr tcr than th ir disadvantages?. 

Yc l 
N l 

Please explain your answer in the space provided below. If inadequate, attach an 
extra paper. 

fh nk ou fort kin tim t fill ut tlu qu ti nn u 

. 
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APPENDIX ID: LIST OF PHARMACEUTICAL MANUFACTURING COMP NIE IN KENYA AS AT 31 sr MARCH 2008 
1. Ae thetic Limited z. Alpha M di al Manufacturers Limited 3. Auto ·t ~rit -<.a 't Africa Limited 
4. Bay r ast Africa Limited 
5. Beta Healthcare International Limited 6. Biodeal Laboratories Limited 
7. Bulk Medicals Limited 
8. Coopers Kenya Limited 
9. Cosmos Limited 
10. Curacid Limited 
11. Dawa Pharmaceuticals Limited 12. Didy Pharmaceuticals Limited 
13. Diversey Lever Limited 
14. Elys Chemical Industries Limited 15. Gesto Pharmaceutical Limited 
16. Glaxo Smithkline Kenya Limited 
17. Infusion Kenya Limited 
18. Ivee Aqua (EPZ) Limited 
19. Kam Industries Limited 
20. Kenya Sterile Supplies Limited 
21. Lab and Allied Limited 
22. Macs Pharmaceuticals Limited 
23. Manhar Brothers (K) Limited 
24. Medivet Product Limited 
25. orbrook Africa EPZ 
26. orbrook Kenya Limited 
27. ovelty Manufacturers Limited 28. Pharmaceutical Manufacturing Company Limited 29. Pharmaceutical Products Limited 
30. PZ u sons East Africa Limited 
31. Reckitt Benkiser ast Africa Limit d 32. R gal Pharma utica\ Limit d 
33. ino Kenya Pharma cutical imitcd 34. 

3 . 

rpo ti n Limit d 
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