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Making a Compelling Case to 
Invest in Quality Transformation
An Executive Guide for Quality Professionals

Quantifying the hidden costs of maintaining the status quo will demonstrate 
a clear ROI to standardize, streamline, and digitize quality processes. 
Defining goals and clearly communicating benefits, tailored to each function, 
will drive senior managers and stakeholders to adopt modern technology.

Innovation and the move to patient-centric, outcomes-based medicine is transforming the life 
sciences industry. To enable this shift, quality management must expand beyond its traditional 
compliance focus and become a proactive, multifunctional effort that improves business 
outcomes.1, 2, 3, 4

Modern cloud technology powers this transformation by providing a unified and connected 
ecosystem that streamlines quality processes. The result is cross-functional collaboration across 
internal functions such as regulatory and manufacturing with external suppliers, contract research 
organizations (CROs), and contract manufacturers (CMOs). 

Early adopters are already seeing the benefits of modern quality systems in increased revenue 
and reduced risk, cost, and inventory. These results are driving more life sciences companies to 
start building a strong foundation for automated and standardized quality processes. Currently,  
16 of the world’s top 20 pharma companies—and a growing number of biotech innovators, CROs, 
and CMO—have begun the effort needed to transform their quality operations.5 

A new technical foundation based on process standardization is a fundamental step of the quality 
transformation journey. It may require higher upfront costs, but the transformation delivers 
significant return on investment (ROI) and long-term improvements in business results,6 as shown 
in Figure 1. 

         

1 	 Myers, R., Anderson, N., et al., “Striving to Become More Patient-Centric in Life Sciences,” Deloitte, January 30, 2020.
2	 Joyce, M., Lewis, J., Möller, M., and Richter, G., “The Technology Imperative for Life Sciences,” McKinsey & Company, January 30, 2020.
3	 Ernst & Young, “Life Sciences 2025 – Managing Disruptions to Gain Competitive Advantage - Driving Risks to Results,” 2017.
4 	 Srivastava, S., O’Halloran, A., and Govindarajan, P., “Up Close and Personal - Achieving the Elusive Patient-Centric Supply Chain,”  

Accenture, 2021.
5	 Rodriguez, S., “Leading Companies are Modernizing Quality Management in the Cloud,” Axendia Briefing Notes, June 2, 2021.
6	 Paul, J. and Jovanis, M., “Building a Business Case for Quality Management Transformation,” a PwC and Veeva webcast, July 17, 2019.

https://www2.deloitte.com/content/dam/Deloitte/ec/Documents/life-sciences-health-care/DI_Striving-to-become-more-patient-centric-in-LS.pdf
https://www.mckinsey.com/industries/life-sciences/our-insights/the-technology-imperative-for-life-sciences
https://www.mckinsey.com/industries/life-sciences/our-insights/the-technology-imperative-for-life-sciences
https://www.accenture.com/_acnmedia/PDF-160/Accenture-LS-Personalized-Supply-Chain-Final.pdf
https://axendia.com/blog/2021/06/02/leading-companies-modernize-quality-management-in-the-cloud/
https://www.veeva.com/resources/your-business-case-for-quality-management-transformation/
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FIGURE 1. MEASURING THE VALUE OF QUALITY TRANSFORMATION 

QUALITY 
OUTCOMES METRICS BUSINESS VALUE — RETURN 

ON INVESTMENT (ROI)

Competitive 
Compliance

• Culture & Employee Engagement  
• Audit & Inspection Observations 
• Recall & Deviation Rates 
• Supplier Risk Profile
• Total Cost of Quality 

 Reduce Costs
 Reduce Regulatory Risks

Innovation

• Use of Modern Mfg. Processes & Analytical Automation 
• Use of Emerging Technologies (e.g.: AI, Analytics)
• Adoption of Enterprise Quality Systems
• Use of Adaptive Clinical Trial Design   
• Use of QbD, QRM, CPV, etc. 

 Reduce Costs
 Reduce Regulatory Risks

Speed to  
Market 

• LPO – Database Lock & CSR (by study)
• LPO – 1st Major MAA Approval
• Protocol Amendment Rate
• Serious Breach & Critical Data Error Rate
• % Post Approval Changes approved on time

 Increase Revenue

Robust 
Products & 

Data

• Product & Process Knowledge (data)   
• Brand Image (Patient perspective) 
• Release Cycle Time (& variability) 
• Yield, OOS, OOT, OEE, Cpk
• Complaint Rate

 Increase Revenue 
 Reduce Costs
 Reduce Regulatory Risks
 Reduce Inventory

Reliable  
Supply

• E2E Cycle Time (DS, DP, FG, Customer Shipment)
• Manufacturing Schedule Adherence 
• Service Levels (on time, in full)
• Shipping-Related Complaints
• % Dual Sourced Supply 

 Increase Revenue 
 Reduce Inventory

The key to a successful quality transformation requires support from senior leaders across 
business and IT. Quality leaders should build a compelling case for change by: 

• �Revealing the hidden costs of traditional software—which are overlooked in most ROI 
calculations—on the bottom line 

• �Detailing the cost and time required to maintain the status quo and quantifying the benefits of 
modernization to business groups and users 

• �Showing how connected data and processes will deliver the insights for continuous 
improvement and generate savings by reducing the quality problems

• �Customizing the message to C-level executives from finance, marketing, and security based on 
the key objectives of each group
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Articulating the Need for Change 
You may already know how modern quality systems improve day-to-day operations, but most 
of your colleagues won’t. When developing a business case, start by defining what quality 
transformation means for your company, its quality department, and each key function that works 
with quality. Wherever possible, use concrete examples relevant to each stakeholder group so 
that they do not see the project as just another technology implementation. It is important to 
emphasize that modern quality solutions:

Advance speed and agility across the product life cycle, relieving quality teams from  
paper-based manual processes and decades-old technologies that require users to log in 
and out of multiple applications to complete a single task7

Enable organizations to standardize quality processes globally across different functions 
and products, eliminating the back-and-forth between quality and other departments such 
as regulatory affairs

Bring together historically disconnected GxP training, content management, and quality 
management processes in one platform, providing users with real-time access to the 
information needed for better decision-making

Allow users to manage risk and quality within the same system, using analytics  
to prioritize processes based on level of risk

Highlight intelligent automation that enables quality teams to manage complex processes 
such as audits, complaints, and change control with speed and agility. In addition,  
teams can automatically identify recurring quality events, classify complaints, and check 
for duplicate data, improving efficiency and facilitating right-first-time manufacturing, 
quality by design, and operational excellence

CMS

According to the Center for Economic and Business Research,8 every U.S. dollar invested 
in a modern QMS reduces costs by $16, generating $6 in revenue and $3 in profit. 

In addition, digitally mature life sciences companies demonstrate better business outcomes, 
with five times the revenue compound annual growth rate and better delivery of products.9 

Revenue Profit

7 	 Konersmann, T., Habeck, M, et al., “Reengineering Technology in Life Sciences and Healthcare,” Deloitte, 2018. 
8	 “Stauffer, R., Owens, D., “Lasting Impression: Quality Management’s Positive Impact on the Economy,” Quality Progress, Vol. 45, Issue 11, 

November 2012.
9	 “Calculate the Hidden Costs of Quality Management Software: On-Premises vs. Cloud,” Quality Magazine, Infinity QS Quality Info Center, 

May 14, 2020. 

https://www2.deloitte.com/content/dam/Deloitte/us/Documents/life-sciences-health-care/us-lshc-reeingeering-technology-in-lshc.pdf
https://www.qualitymag.com/articles/96079-calculate-the-hidden-costs-of-quality-management-software-on-premises-vs-cloud
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Business Value of Modern Quality Systems

INCREASE
REVENUES

• Fewer product withdrawals

• More new product development

• Faster regulatory approvals and new product launches

• Better global brand reputation

• �Better supply chain performance and fewer product shortages  
due to improved ability to fulfill unexpected surges in demand

REDUCE
COSTS

• Fewer deviations, CAPAs, and product recalls

• �Lower operational costs and fewer QA resources needed  
to support systems

• Fewer adverse events 

• Shorter training hours

• �Better yields, increased right-first-time development outcomes,  
reduction in number of complaints, and lower capital expenditures 

• Lower total costs of ownership for QMS and documentation

REDUCE 
INVENTORY

• Fewer testing requirements 

• Shorter end-to-end cycle times

REDUCE 
OVERALL 

RISK

• Fewer inspection days and negative inspection findings

• More opportunities for improvement that can be found by staff

• Reduced overall product risk profile
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Determining True ROI 
When evaluating the cost of modern quality solutions, it is essential to consider the hidden costs 
required to support legacy quality software.11 This includes all costs for hardware procurement 
or outsourced hosting, space, labor, and power, as well as the time and resources that are required 
for system upgrades and downtime. 

Another important cost consideration is validation, which is greatly simplified and accelerated with 
modern cloud solutions because vendors handle infrastructure qualification (IQ) and operational 
qualification (OQ), and leverage industry best practices for performance qualification (PQ). 

Streamlined processes also improve collaboration with external business partners by speeding 
secure access to vital information. Be sure to estimate all the time, costs, and potential 
noncompliance risks that are involved in the way that your company currently finds and shares 
information with its contract partners. 

Each company requires specific key performance indicators (KPIs) based on its business model 
and level of quality management maturity. Understanding how these metrics are related, and 
how they impact revenues, costs, inventory, and regulatory risk, will help you make more accurate 
assessments of ROI. 

T I P
Consider and assess all potential business outcomes as you begin to build a business 
case for quality modernization. Acquisition cost may be dwarfed by the savings  
that would result from lower inventories and cost reductions in documentation, CAPA, 
risk analysis and training (Figure 2).

FIGURE 3. THE VALUE OF A MODERN QMS

QUALITY 
OUTCOMES

BUSINESS VALUE — RETURN ON INVESTMENT (ROI)

 Revenue  Costs  Inventory  Regulatory Risks

Competitive 
Compliance

• �Total Cost of eQMS / eDMS Ownersp 
• �Reduction in Operations and QA costs

 

Innovation nnovatiti

Speed to  
Market 

Robust 
Products & 

Data

Reliable  
Supply

KEY CHALLENGE SOLUTION ANNUAL REVENUE
Potential Cost Reduction at Maturity

Inferior user experience and poor 
search capability

Fast search and procedure 
identification $11,375,000

Limited accessibility and  
functionality on mobile devices

Easy accessibility and mobility  
of procedures $4,875,000

No easy collaboration with  
external partners

Native external document 
collaboration $3,000,000

External manufacturer controlled  
copy handling, distribution and recall

Avoidance of controlled  
copy efforts $2,812,000

Forms and checklist completion Electronic forms completion  
and checklist management $1,875,000
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Consider the case of a $10 billion company that can achieve $100 million in savings by improving 
quality management, boosting overall revenues by a full percentage point (Figure 3). 

Even a 25% reduction in the cost of quality would allow it to achieve $75 –$125 million in savings, 
freeing $2 billion in capital, as determined by applying savings to the maximum capitalization  
rate at a price-earnings ratio of 10. A 10% improvement in inventory turns would free up $90 million 
in cash.

FIGURE 3. THE ROI OF IMPROVED QUALITY MANAGEMENT

QUALITY 
OUTCOMES

BUSINESS VALUE — RETURN ON INVESTMENT (ROI)

 Revenue  Costs  Inventory  Regulatory Risks

Competitive 
Compliance  

Innovation

Speed to  
Market 

Robust 
Products & 

Data

Reliable  
Supply

Examine Pain Points and Quantify Their Costs 
Now, go deeper and consider the annual cost of performing one crucial quality-management 
exercise at your facility or within your organization. A good candidate would be change control, an 
essential but costly and time-consuming effort that protects product quality and patient safety. 

A typical life sciences company performs between 30 and 175 of these projects per month,10 
but details can often slip between the cracks. Roughly 40% of recent regulatory citations have 
centered around change control procedures.11

For example, if a process intermediate has changed for an approved product, regulatory teams 
first need to see which countries and internal documents will be affected, and supply chain teams 
must examine data from individual product lots. After those teams estimate the impact of the 

Potential ROI for a $10 B Company
1% increase in revenue	 $100 M
25% reduction in cost of quality*	 $75 – 125 M
	 Total annual benefit	 $175 – 225 M
	 Market Capitalization @ 10x PE ratio	 $1.75 – 2.25 B
10% improvement in inventory turns**	 $90 M
Cost avoidance of Warning Letter***	 $5 – 50 M
Cost avoidance of Consent Decree	 $ .2 – 2 B

	 *	 Cost of quality is typically 3-5% of revenue, a 25% reduction equals 1-2% of revenue
	 **	 Increasing turns from 2 to 2.2 on COGS of 20% of revenue for a 1 time free cash flow
	 ***	 PWC Estimates (including cost of remediation, cost of QMS transformation, lost revenue)

10 	Rohrer, J. “Management of Change: Every Plant for Itself,” Pharmaceutical Manufacturing, April 16, 2008.
11	 Johanning, J., Lee, J., et al., “Change Management: Common Failures and a Checklist for Improvement,” Pharmaceutical Technology Europe, 

Vol. 22, Issue 5, May 1, 2010. 

https://www.pharmamanufacturing.com/articles/2008/057/
https://www.pharmtech.com/view/change-management-common-failures-and-checklist-improvement
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change, the quality team must then identify and revise any affected documents based on the 
results of the assessments. These changes, in turn, will trigger new user-training programs,  
and the assessment of new risks that will result from the change. 

Using traditional quality software and paper-based processes, each of these steps occurs 
separately in disconnected systems, increasing the risk of compliance failure. Not only does this 
approach increase hidden quality management costs, but the time required to get things right  
can delay new product releases. 

In contrast, adopting a modern approach connects different quality applications, QMS, 
documentation, and training so that they are on a single platform, eliminating silos to streamline 
change control and other processes. Quality teams can react to impact assessments and track 
progress directly from QMS. Document change control then automatically drives the development 
of new training programs so that users receive relevant change-related training assignments 
without having to leave the application.

Companies that have already adopted unified and cloud-based approaches have reduced 
overall change control costs by 30%, and variation management costs by 40%.12 

Quantifying the cost and time required for each of these individual steps at your company 
can provide an estimate of the savings from a modernization program. 

CHANGE 
CONTROL 
COSTS

VARIATION
MANAGEMENT 
COSTS30 40

Convincing the C-Suite 
Discussing change in terms of savings is not enough. Today, the conversation around 
transforming quality management must emphasize its potential benefit to the overall business. 

Remember that most top executives don’t speak the language of quality. They often won’t 
understand the true cost of a deviation, complaint, or recall. Tailor your message to the appropriate 
executive level to demonstrate the value of improved quality management. Figure 4 presents the 
fundamental messages that must come across most clearly to each C-level executive. 

12 	Veeva Systems, “Streamlining Change Control and Variation Management.” .

https://www.veeva.com/resources/streamlining-change-control-and-variation-management/
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FIGURE 4. ALIGNING QUALITY TRANSFORMATION OUTCOMES TO C-LEVEL PRIORITIES

...improve speed-to-market 
and supply reliability
      -CCO

...make products and 
processes more robust 
while improving yields 
and cycle times
      -COO

...improve brand 
image and 
mitigate risk
      -CEO

...improve competitive 
compliance and reduce 
cost of better compliance
      -CQO

...reduce the cost of poor 
quality and the total cost of 
ownership for eQMS and/or 
quality DMS
      -CFO

Investments in quality management will…

Summary 
As life sciences R&D and manufacturing become more complex and move from product- to 
patient-centric business models, companies need to optimize quality management by applying 
more robust digital systems and simplifying and harmonizing processes with industry best 
practices. 

Senior management and stakeholder support will be needed for this transformation, which will 
deliver greater speed and agility across the value chain, increasing the overall business value. 
By identifying metrics that matter and connecting them to the key objectives of each business 
leader or group, quality leaders can build a strong business case for investment in quality 
transformation. 

Justifications should focus on how modern approaches eliminate the hidden costs of traditional 
systems, improve scalability and agility, and enable companies to innovate, reduce costs, 
and increase revenues. It’s also important to emphasize that companies in the industry have 
already taken these steps and are realizing significant improvements in efficiency. Gathering 
the necessary information requires effort but will pay off in streamlined operations and better 
business results, enabling increased focus on patients. 
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