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Sales of defective or substandard products carry a potential risk of unintended effects on the 

consumer. The purpose of this single-case study was to explore the strategies to influence a 

culture of quality and compliance. Findings identified the value of weaving quality and 

compliance into a unified matrix to establish a holistic approach to endowing the 

organizational culture with the behaviors and habits that drive quality and compliance 

across business unit boundaries. To treat any aspect of quality and compliance as a separate 

element of the culture may undermine the overall effectiveness of quality and compliance 

programs, leaving room for employees to doubt the value top leadership places on these 

requirements. 
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Introduction 

The ability of a manufacturer to produce products that meet quality and compliance requirements 

ensures their ability to meet customer demand and be profitable (Mesut, Ȍzsoy, & Aksu, 2015). 

Manufacturers starting out in business identify the parameters that define a salable product, and 

seek to define the culture, materials and components, and manufacturing processes that consistently 

produce salable products (Korkofingas & Ang, 2011). These product parameters define the quality of 

the products offered to consumers and establish the basis for managing compliance (Korkofingas & 

Ang, 2011). Two attributes of quality and compliance include proactive actions to ensure product 

quality and regulatory compliance, and reactive actions in response to product and compliance 

nonconformance issues (Foster, 1998; Lin, Chu-hua, & Kang-Wei, 2013) that ensure production of 

marketable products, meeting customer demand, and being profitable. 

In 2013, the U.S. Department of Justice (2014) issued over $450 million in fines to major 

pharmaceutical companies for health care violations covering product and manufacturing process 

related issues. Fines from regulatory agencies increase business costs with a goal to drive 

organizations to better ensure that the products sold meet customer expectations (Liu & Xiong, 2015; 

Roman, 2014). The use of a quality management system (QMS) improves product quality providing 

clear guidance to employees on work performance (Hongyan & Yanan, 2014). In addition, a QMS 

unites the culture by embedding quality and compliance principles, ensures that products meet 

specifications and comply with applicable regulations, and drives production of marketable products 

that meet customer demand and secures business profitability (Doyle, McGovern, & McCarthy, 2014; 

Weingarten, Fynes, Cheng, & Chavez, 2013).  

Hofmann and Oldehaver (2016) noted the need for a high commitment to product quality. Without 

this commitment, an enterprise may produce substandard products, driving business risks higher, 

and in drug, medical, and consumer healthcare products, increasing the possibility of unintended 
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side effects and health affects (Hofmann & Oldehaver, 2016). Schmiedel, vom Brocke, and Recker 

(2013) posited that the four core values of customer orientation, excellence, responsibility, and 

teamwork guide the development of a culture. These core values create the link between a quality 

culture and effective business process management (Schmiedel et al., 2013). An effective 

organizational culture integrates three characteristics, including consistency across cultural 

indicators, a consensus among organizational members, and a focus on leaders as culture creators 

(Green, 2012). While Schmiedel et al. (2013) and Green (2012) chose different words to describe the 

key factors, they both emphasized the need for an effective organizational culture to incorporate 

similar behaviors where excellence aligns to consistency, responsibility aligns to leadership, and 

organizational consensus aligns to teamwork. To embed a culture of quality, leaders need to 

establish work routines and habits linking quality to organizational performance (Polites & 

Karahanna, 2013), ensuring that employees utilize internal procedures and adhere to quality 

processes. Neal, Wood, Labrecque, and Lally (2012) posited that there is a positive behavioral 

association in relation to goals and actual habit performance, and a nonlinear relationship between 

the influences of goals on habit performance. 

A quality product needs to meet consumer expectations, product specifications, and health authority 

regulations (Doyle et al., 2014; Tzavara & Heritier, 2012; Weingarten et al., 2013; Zehir, Ertosun, 

Zehir, & Müceldilli, 2012). When a product does not meet specifications, it will not meet customer 

expectations or health authority regulations, potentially resulting in regulatory citations, fines, and 

product recalls (Doyle et al., 2014; Tzavara & Heritier, 2012). Ensuring product quality and 

compliance requires that manufacturers invest in processes that ensure products sold meet customer 

expectations (Liu & Xiong, 2015; Roman, 2014). These same processes must encourage employees to 

adopt the habits and behaviors that embed a culture of quality and compliance. 

To ensure a culture of quality, leaders and employees require an understanding of the behaviors and 

habits that embed a culture of quality into the organization (Rashid & Aslam, 2012). Rashid and 

Aslam identified the need to reward employees who identify opportunities for product and process 

improvement as a means to institute a culture focused on continuous improvement. Business leaders 

also need information on how to ensure compliance by integrating health authority regulations and 

standards into the organizational culture while maintaining a high level of employee performance 

and manufacturing productivity (Valmohammadi & Roshanzamir, 2015). There can be a tension 

between complying with regulatory requirements and promoting innovation in a production 

environment.  

This article addresses the research question: what strategies influence quality and compliance in an 

organization assuring production of marketable products and meeting customer demand? The 

experiences of business leaders within an enterprise who are engaged in embedding a culture of 

quality and compliance formed the basis for the interview questions for this study. The conceptual 

framework was the theory of constraints (TOC) developed by Goldratt in 1992. The TOC model 

assists employees in manufacturing operations to analyze process constraints and identify process 

improvement opportunities (Naor, Bernardes, & Coman, 2013). Improving performance by 

eliminating the constraints affecting product quality allows manufacturing employees to produce 

products that meet quality and compliance requirements, which satisfies market demands and 

achieves the ultimate goal of making money (Gupta, Gurjeet, & Chahal, 2013; Pacheco, 2014). By 

applying Goldratt’s (1992) five steps, employees can facilitate a process of analysis that drives 

process improvement through the elimination of system constraints and thus eliminating the need 

for redesign of an entire process or system.  
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Linking Culture to Other Aspects of Quality 

Issues with product quality and product risk may result in negative impacts to business, social, and 

professional elements including business reputation, challenges to business sustainability that 

impact local communities, and constraints on the treatments and healthcare products available to 

consumers. When recalled from the market, defective products result in lost revenue, potentially 

increased product liabilities, and decreased customer satisfaction (Garstenauer, Blackburn, & Olson, 

2014; Hofmann & Oldehaver, 2016; Rosencrance & Wu, 2015). These product quality issues affect 

brand equity and long-term market share, and may influence business survival due to lost sales 

(Nagaich & Sadhna, 2015; Rosencrance & Wu, 2015).  

Business survival ties directly to community stability ensuring a sustainable source of local 

employment, and enabling stability and growth. Globalization has increased awareness of product 

quality issues, and increases the vulnerability of businesses (Nagaich & Sadhna, 2015; Rosencrance 

& Wu, 2015). This increased awareness among global customers necessitates that businesses must 

remain competitive on product price and quality while delivering compliant products to the market 

(Nagaich & Sadhna, 2015; Rosencrance & Wu, 2015). 

To establish a quality culture requires integration of organizational norms and values that drive 

business processes and strategy (Alotaibi, Yusoff, & Islam, 2013). In competing for a share of the 

market, a business should remain focused on product quality, in addition to product cost, to meet 

customer expectations (Schmiedel et al., 2013). Product quality and value both play a role in 

business survival where customer trust in a product’s performance can link to future sales (Maurer, 

2013). While price potentially influences customer purchase decisions, price may also influence 

customer perception of quality (Lalwani & Shavitt, 2013). Lalwani and Shavitt (2013) found that if, 

after the initial purchase, a product did not meet customer expectations, the link between pricing 

and perception of quality was severed diminishing consumer tendency to repeat the purchase. 

Employee ideas to improve the product and reduce cost complement a business strategy ensuring 

success (Choi, Lee, & Yoo, 2010); however, product innovation should not negatively affect product 

quality. Business leaders should create a culture integrating the values and norms for both product 

quality and employee innovation (Wagner et al., 2014). Barriers to successful implementation of a 

quality culture include a perception of a lack of value, a lack of time and financial resources, 

insufficient leadership commitment, and ineffective training across the employee population (Davis 

et al., 2014). An organizational culture that supports employee innovation reflects a more mature 

QMS that uses formal protocols, establishes rules, and provides incentives in support of creating a 

culture of quality (Wagner et al., 2014). When setting a goal to establish a culture of continuous 

quality improvement an organization needs to move away from periodic, project centered cycles to an 

end-to-end business model that embraces a culture of quality (Davis et al., 2014). When transforming 

an organizational culture, leaders need to identify the barriers to success. These barriers may 

include changing perceptions regarding priorities, time management, lack of capabilities in quality 

tools and methodologies, and lack of leadership (Davis et al., 2014). 

Knowledge Management  

Organizational knowledge is unique and difficult to reproduce adding value to the distinctiveness of 

a business (Biotto, De Toni, & Nonino, 2012) and fitting into Porter’s (2008) five forces business 

strategy. If effectively harnessed, the interactions and innovations derived from this knowledge may 

offer an enterprise a competitive advantage. The common memory established through explicit and 

tacit knowledge within an enterprise can differ in terms of understanding and consistency in 
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application across organization (Goujon, Didierjean, & Poulet, 2013). The need to ensure uniformity 

in understanding and application of standardized procedures that ensure compliance is a challenge 

for leaders. Leaders need to eliminate barriers to knowledge sharing to enhance enterprise culture, 

reduce duplication, and stimulate innovation within and between organizations (Qureshi & Evans, 

2015). Qureshi and Evans identified the need to differentiate the two categories of shared knowledge 

including the more easily shared explicit knowledge, and the harder to share tacit knowledge. 

In studying the performance of teams and organizations, Choi et al. (2010) observed that team norms 

and behaviors integrated into daily work practices. Choi et al. concluded that investment in 

information systems enhanced explicit and tacit knowledge sharing and application, resulting in 

improved team performance and compliance. Leaders may create a positive relationship between 

quality and culture from the perspective of organizational learning and innovation (Long, Abdul 

Aziz, Kowang, & Ismail, 2015). Choi et al. (2010) concluded that to create a competitive advantage 

and sustain compliance, the shared knowledge should identify opportunities for continuous process 

improvement and product innovation.  

Habit 

Habit may play a positive or a negative role providing an opportunity for leaders to establish 

strategies reinforcing the positive habits necessary to produce marketable products. Liu-Thompkins 

and Tam (2013) examined the link between attitudinal loyalty and habit with regard to repeat 

behaviors. Purchasing decisions made through feelings of loyalty and purchasing decisions made 

based on habit were both important to consumers repurchase decisions; however, the Liu-Thompkins 

and Tam (2013) did not show a strong link between those two factors. The results indicated the 

potential for habit to play a more important role in repurchase decisions depending on the industry 

(Liu-Thompkins & Tam, 2013).  

To create a culture of quality, behaviors need to align to quality and compliance requirements and 

become integrated as habits within the organization (Polites & Karahanna, 2013). Leaders should 

establish and reinforce the repetitive behaviors needed to embed a culture of quality and compliance. 

Modifying work routines to include new behaviors helped to accelerate integration of the new 

behaviors into organizational norms and habits (Polites & Karahanna, 2013). With appropriate 

intervention strategies in place to disrupt organizational systems from settling back into established 

norms, Polites and Karahanna indicated that the organizational changes were likely to become 

sustainable. 

With the digital technologies, networks, and social media available there is the opportunity to 

influence habits through messages received by individuals anytime and anywhere (Giraudo & Hugo, 

2014). In examining the link between mechanisms that trigger habits and habits in daily life, Neal et 

al. (2012) concluded that behavior frequency and context might influence habit strength. Leaders 

who develop strategies to embed a culture of quality need to consider the strength of the habits 

desired in the organization (Neal et al., 2012).  

Specific cues within the organization trigger habits and an associated behavior establishing a 

potential link to behaviors influencing organizational routines and culture (Neal et al., 2012). 

Leaders may need to consider the degree of specificity of quality and compliance goals versus the 

types of behaviors they wish to embed in a quality culture (Greaves et al., 2013). In addition to 

understanding the factors that influence behavior and habit, business leaders should understand the 

factors influencing how employees freely and consciously follow operating procedures designed to 

deliver quality and compliant products. A leader should set strategies to ensure that employees 
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become conscious of the requirements to deliver quality and compliant products, and should be 

willing to implement those requirements in achieving business goals and producing marketable 

products.  

Winter (2013) linked the routines and capabilities in an enterprise to organizational culture to 

explore how the treatment of individuals links to organizational routines and capabilities, and how 

to maximize an individual’s capability to make a rational choice and to contribute. The 

interrelationships identified by Winter between these factors explained how individuals make 

decisions in an organization, and how employees will need to forget old habits, replacing them with 

new habits. Chiu, Hsu, Lai, and Change (2012) found trust linked habits and repeat behaviors. 

When a strong habit exists, the individual’s intention to take action connects to past behavior 

instead of attitude (Chiu et al., 2012). Just as retailers look for a repeat habit of shopping at their 

store, leaders in pharmaceutical and medical device manufacturers look for a repeat habit of 

following established procedures and regulations (Al-Bourini, Al-Abdallah, & Abou-Moghli, 2013; 

Chiu et al, 2012).  

Organizational Effectiveness 

In a study of the connection between organization size and performance, Taylor and Taylor (2014) 

considered six success factors that influence performance measurement, including organizational 

learning in a quality management culture. In the findings from the study, Taylor and Taylor 

reinforced the criticality of firm leadership on quality management, regardless of the size of the 

enterprise. Zelnik et al. (2012) examined the link between employee understanding of a QMS and 

the leadership behaviors needed to drive employee understanding. Zelnik et al. identified a positive 

link between top management attitudes toward the QMS and employee general satisfaction 

providing the basis for understanding why a QMS adds value. Taylor and Taylor (2014) and Zelnik 

et al. (2012) identified a link between the leadership behaviors necessary to influence employee 

performance and ensure successful integration of the organizational habits associated with quality 

management. Leadership strategies that drive consistent delivery of marketable products need to 

consider how to influence organizational effectiveness and team performance.  

Rai (2011) explored the link between organizational culture and knowledge management (KM) in 

organizations based on the belief that a critical link existed between organizational culture and KM 

in organizations. Rai developed a framework to use in understanding how organizational culture 

drives improvement and effectiveness. To continue to improve, the organization should learn from 

mistakes, taking action, and performing analysis to eliminate the cause of the mistake (Rai 2011). 

Rai built on the research of Valmohammadi and Roshanzamir (2015) identifying the need for 

research to further explore the relationship between organizational culture and organizational 

effectiveness. Valmohammadi and Roshanzamir studied the connection between organizational 

culture, total quality management (TQM), and organizational effectiveness, which complements the 

research by Rai (2011) on organizational culture and KM, and the factors driving improvement. 

Valmohammadi and Roshanzamir (2015) identified culture as a shared collective structure and a 

characteristic of the work unit where a positive link existed between culture, TQM, and 

organizational performance.  

Other findings by Loke, Downe, Sambasivan, and Khalid (2012); Taylor and Taylor (2014); and 

Zelnik et al. (2012) identified leadership as a key factor in establishing a quality improvement 

culture, strategic planning as necessary to ensure appropriate allocation of resources to quality, and 

leadership support for solving problems, and making decisions to assist the enterprise in embedding 

a culture of quality. Malik and Blumenfeld (2012) examined the association between commitment to 
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quality and information sharing, continuous improvement, and team work, and identified a positive 

connection between the integration of quality management practices, including quality culture and 

organizational learning. Moreover, Malik and Blumenfeld concluded that a surface-level 

commitment to quality management practices will not allow these programs to realize their full 

potential unless there is a leadership commitment to learning, open-mindedness, and shared 

learning. In addition to understanding the factors that influence behavior and habit, business 

leaders should understand the factors influencing how employees freely and consciously follow 

operating procedures designed to deliver quality and compliant products. A leader should set 

strategies to ensure that employees become conscious of the requirements to deliver quality and 

compliant products, and should be willing to implement those requirements in achieving business 

goals and producing marketable product.  

Study Design, Description, and Parameters 

The study company was selected as an exemplar of quality products with a recognized culture of 

quality and compliance excellence. Through a branded program, the study organization integrated 

product quality and compliance into a holistic approach integrating business, quality, and 

compliance drivers into a unified organizational platform. Practices such as obtaining global 

certifications and independent governance audits ensure that the study company sustains their 

commitment to a culture of quality and compliance. These practices include U.S. Food and Drug 

Administration’s (2018) good manufacturing practices certification and International Organization 

for Standardization’s (ISO) certifications for (a) their global QMS under ISO 9001 (ISO, n.d.) and (b) 

certification for the development of a QMS that provides for continual improvement, emphasizing 

defect prevention and the reduction of variation and waste across the supply chain. 

In this research study, certain weaknesses and limitations existed. A weakness to the study was the 

focus on a single site. This limitation encompassed a limited number of participants from one 

enterprise. Although the sample size was sufficient for a qualitative case study, capturing the lived 

experiences of one enterprise may not be sufficient to ensure transferability across other sites and 

industries. A limitation of the study was the decision not to focus specifically on TQM tools, methods, 

or related certification processes. Many studies have been conducted focusing on TQM and using the 

quantitative method. For this study, we wanted to identify those factors that went beyond TQM to 

explore the human factors that influence a culture of quality and compliance using the qualitative 

method. 

Participants’ experiences were explored following the qualitative method, using a single-case study 

with homogeneous, purposive sampling. The participant pool consisted of quality and compliance 

directors, managers, and technical leaders with a minimum of 5 years of experience at one company. 

Consistent with the recommendation of Daniel (2012), the purposefully selected employee 

participants had an intimate knowledge of the quality and compliance requirements for the study 

company ensuring their ability to respond to the interview questions. Using homogeneous purposive 

sampling for selection of participants from one enterprise allows the researcher to use a smaller 

sample population to engage in an in-depth exploration of the phenomena under study (Hyett, 

Kenny, & Dickson-Swift, 2014). In addition, Palinkas et al. (2013) posited that use of homogeneous 

sampling reduces variation. To reduce variation, participants were selected from a specific division of 

the study company with roles in quality, compliance, operations, and corporate governance.  

The qualitative methodology emerged as early as 1925 as a tool for researchers interested in 

exploring and understanding human behavior (Bailey, 2014). Use of the qualitative research method 

applies when the researcher focuses on the how, who, and why of organizational processes (Percy, 
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Kostere, & Kostere, 2015; Yin, 2013). To understand the dynamics of the workplace and the factors 

that influenced product quality required interaction with the study subjects. To understand the 

social and professional interactions of the work place, the researcher needs to pay attention to 

employee opinions and experiences (Cronin, 2014). The qualitative, single-case study method suited 

this type of research that explored the strategies leaders need to use to embed a culture of quality 

ensuring production of marketable products, meeting customer demand, and being profitable. 

Reliability and validity of the findings was ensured through the use of a case study protocol, pilot 

test of the study questions, an interview protocol, member checking, and triangulation. 

Per the recommendation of Baškarada (2014) and Ingham-Broomfield (2015), data analysis occurred 

in parallel with data collection allowing for adjustments to the coding to enhance the research 

process. Based on recommendations posited by Baškarada (2014), Ingham-Broomfield (2015), and 

Snyder (2012), an initial list of codes was created at the start of the data gathering process based on 

the literature review. Using a continuous cycle of data generation, coding, and analysis, as posited by 

Baškarada (2014) and Finfgeld-Connett (2014), the lists of codes was updated to reflect emerging 

patterns and outlying variations. 

Description of the research methods and data analysis plans. 

Based on the work of Cronin (2014) and Yin (2014), multiple data sources were used. Data collection 

included one-on-one, telephone-based, semistructured interviews that typically lasted 40 min per 

participant, with some lasting 60 min. Additional data was obtained through onsite observations; 

from company accessible documentation including the 2014 annual report, the supplier code of 

conduct document, the product stewardship training requirements document, the combined 

organization chart for the global industrial and supply chain department, corporate social 

responsibility training curriculum, and the product safety code strategy document and from 

publically available compliance information including the 2014 health, safety, environment, and 

quality policy; the 2013 sustainable development report; the 2016 product responsibility statement; 

the 2016 Responsible Care statement; and the 2016 [branded program] statement.  

Ten leaders from a chemical intermediates supplier located in the United States participated in 

interviews, enabling an in-depth exploration of the strategies used to embed a culture of quality 

within their organization. While data saturation was reached at five interviews, interviews were 

continued with all 10 participants in the planned study group. Additional data sources for 

methodological triangulation included observations during a tour of the headquarters site, and 

analysis of policies, procedures, annual reports, and publically available information. The steps 

followed for the data analysis included transcription, cyclical review for themes and issues, coding, 

and synthesis.  

Research Findings 

The major themes and subthemes identified supported the research question and included 

leadership, culture and habits, communications, training, and management systems. All but one of 

the participants agreed on all themes. These themes align to the conceptual framework used for this 

study, the TOC, reinforcing the need to identify and remove barriers throughout the organization to 

embed a culture of quality and compliance.  

The findings described the leadership role of management in the organization; participants described 

the global branded program that served as a framework to establish their way of doing business as a 

critical strategy that sets the global standard for quality and compliance. Executive leadership 
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within the study company formally adopted a branded program establishing their way of doing 

business with quality and compliance positioned as a primary behavior. All participants discussed 

the importance of habits as a vital aspect of their culture of quality and compliance.  

Barriers to successful implementation of a quality culture include a perception of a lack of value, a 

lack of time and financial resources, insufficient leadership commitment, and ineffective training 

across the employee population (Davis et al., 2014). Findings identified the value of weaving quality 

and compliance into a unified matrix to establish a holistic approach to endowing the organizational 

culture with the behaviors and habits that drive quality and compliance across business unit 

boundaries. To treat any aspect of quality and compliance as a separate element of the culture may 

undermine the overall effectiveness of quality and compliance programs, leaving room for employees 

to doubt the value top leadership place on these requirements.  

Participants discussed the value of clear communications between organizational departments and 

customers to ensure quality and compliance. Participants described the use of different 

communications methods such as training, product safety data sheets, one-to-one coaching, 

attendance at business unit meetings, and direct engagement with customers. In addition, 

participants identified the processes used to inform partners of requirements, and to seek input 

about real or perceived constraints. These communications processes used by the study company 

targeted development and reinforcement of quality and compliance skills, acknowledging that there 

is always room for improvement. 

Participants consistently identified management systems that included programs, data collection, 

and data analysis as one of the strategies used to embed a culture of quality and compliance. The 

importance of global management systems in providing a framework for quality and compliance was 

repeatedly discussed by participants, as well as, the Responsible Care program, product stewardship, 

manufacturing excellence, ISO standards, product and employee safety, and customer service as 

management systems important to ensuring quality and compliance. Note that participants did not 

focus on a single management system, but rather a combination of management systems. 

 After repeatedly reviewing the transcripts to identify repeat themes, further semantic analysis 

occurred using the Wordij (http://wordij.net/) software tool for text analysis. Wordij analyzes how the 

language used by interviewees in the transcripts, and the text documents collected, can express 

meanings. Wordij showed the relationships pictorially as a visual network. Garcia and Gluesing 

(2013) noted that by using a semantic analysis tool, researchers could organize the words and 

phrases to show biword connections. Analysis of the different word-based relationships identified 

during data analysis identified links between the data, the literature review, and conceptual 

framework showing strategies used to overcome constraints and identifying ongoing constraints 

requiring resolution. As shown in Figure 1, the Wordij analysis reinforced the findings uncovered 

through more traditional data analysis techniques. 
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Figure 1. Wordij-Based Analysis Showing Word Relationships  

Conclusion 

In summary, several strategies were identified based on an analysis of the findings. Within the 

leadership theme, the strategy identified recommended that leaders should engage with internal 

employees, customers, and stakeholders to embed a culture of quality and compliance. The leaders in 

the study company expanded this notion to encompass quality, compliance, health, safety, and 

environment. To encourage the development of a culture and habits reinforcing a culture of quality 

and compliance, leaders should explore adoption of integrated quality and compliance platforms. 

Such platforms establish equal weight to quality, health, safety, environment, and process safety 

compliance in a harmonized corporate social responsibility platform. Communications strategies 

include targeted development and reinforcement of quality and compliance skills, acknowledging 

that there is always room for improvement, and asking questions and listening. The final strategy 

aligns to the management systems and data analysis theme. Based on the responses of the 

participants, leaders at the study company engage in activities that define performance frameworks 

and collect data to identify constraints to producing quality and compliant products. Within each of 

the management systems, participants described the opportunity to collect data that identifies 

constraints to eliminate to improve quality and compliance.  
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Organizational capabilities align to specific and actionable skills that enable short-term success (de 

Brentani & Kleinschmidt, 2015) building toward a sustainable culture. Such tools and skills enhance 

the ability of leaders to develop and implement strategies for manufacturing employees that embed a 

culture of quality. Use of these skills and strategies ensure that products sold meet quality and 

compliance requirements, deliver the intended effects, and ensure business profitability.  

We recommend additional research of organizations or manufacturers with integrated quality and 

compliance platforms. Such platforms establish equal weight to quality, health, safety, environment, 

and process safety compliance in a harmonized corporate social responsibility platform. While top 

leaders know to set clear expectations, driving development of sustainable habits that enable cross-

communications between quality and compliance professionals and business unit leaders sets the 

framework for a culture of quality and compliance. Use of a qualitative research approach would 

provide an opportunity to explore the learned behaviors of employees and potentially identify 

suitable topics for quantitative research analysis to examine the phenomenon of a culture of quality 

and compliance. 

We also recommend research using a qualitative research design to explore the lived experiences of 

employees in both the service and manufacturing sectors to capture their unique experiences. 

Additional research using a larger base of study participants would enable the researcher to better 

manage potential method bias and increase the reliability and validity of the study. These studies 

would allow capture of additional data on the strategies that influence a culture of quality and 

compliance enhancing the transferability of the results. We also recommend that researchers 

consider conducting similar studies on strategies for leaders to influence a quality and compliance 

culture using a broader group of case study organizations. A larger study group would allow the 

researcher to study strategies used by different enterprises and across different industries.  

These findings may add value to businesses regulated by the U.S. Food and Drug Administration 

and other country-specific regulatory agencies by identifying the factors needed to embed an 

employee culture of quality and compliance. Rashid and Aslam (2012) explored the strategies needed 

to create and sustain a culture of quality, identifying the need to allow employees to engage in a 

process of continuous bottoms-up improvement across their supply chain. Roman (2014) noted that 

drug shortages resulting from a reduction of saleable products could affect the range and variety of 

treatments available to consumers. Aligning management and employees to a culture of quality and 

compliance may minimize fines and penalties incurred by organizations, increase profitability, 

eliminate possible drug shortages, and ensure production of products that meet consumer 

expectations.  

Defective products, when recalled from the market, result in lost revenue, potentially increased 

product liabilities, and decreased customer satisfaction (Garstenauer et al., 2014; Hofmann & 

Oldehaver, 2016; Rosencrance & Wu, 2015). These product quality issues affect brand equity and 

long-term market share, and may influence business survival due to lost sales (Nagaich & Sadhna, 

2015; Rosencrance & Wu, 2015). The sale of substandard products potentially create risks to public 

health from products that do not meet quality and compliance requirements including drug 

shortages and negative health impacts (Madadi, Kurz, Mason, & Taaffe, 2014). In addition, 

shortages of drug and healthcare products potentially impact the quality of life achievable by 

consumers. Without a commitment to quality and compliance, an enterprise may produce 

substandard products driving higher business risks, and in drug, medical, and consumer healthcare 

products, increasing the possibility of unintended side effects and health affects (Hofmann & 

Oldehaver, 2016). Key factors such as leadership behaviors and the habits of employees in the 

organization must align to create and sustain a culture of quality and compliance.  
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