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QUALITY
Expressway to Patient Satisfaction

Presenter
Presentation Notes
In today’s world, we define our identities as production managers, marketing managers, research scientists, quality assurance managers etc. We meet each other regularly. But the patients for whom we work are out of sight – we  do not meet them everyday. But all our efforts are aimed at satisfying the patient. That is why I changed the title of my presentation from Dimension of Quality to Quality- Expressway to patient satisfaction. 
A medicine has to deliver what it promises to the patient. Quality is the royal route to patient satisfaction. 
What a medicines promises is something tangible. Someone with a headache expects the painkiller to reduce the headache. Quality ensures fulfilment of a promise.



Quality – Changing Dimensions

Total Quality

Quality

Continuous 
Improvement
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Quality has evolved and grown over the years from a uni-dimensional concept to a multi-dimensional structure through continuous improvement, using tools such as Employee Suggestions, Quality by Design, Quality by Product Development, Quality by Risk Management and Process Analytical Technology. 

What drives the change is the never-ending quest for patient safety and satisfaction.



Quality – Narrow Perspective

Testing

FocusedInput Output
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Quality originally had a very narrow perspective. 

It was concerned only with testing of input and the output.

It was focused entirely on the inputs that reached the factory and the output that left the factory. Nothing else mattered.



Quality Assurance Approach

Quality of care should be defined in light of both technical standards and 

patients expectations. 

The QA Project approach to improving health services and individual 

performance incorporates three core Quality Assurance activities:

Defining
Quality

Improving 
Quality

Measuring 
Quality
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Quality should rightly be defined in terms of both technical standards as well as patient expectations.

The Quality Assurance approach incorporates three core activities: defining quality, improving quality and measuring quality. The three  are integral parts of the Quality Assurance triangle; and there is no end to raising the bar in any of these corners.

Today we have a variety of documentation to ensure that we follow all the three aspects of QA. 
Each company has its own set of parameters under each of these three buckets. 





Meaning of Quality

Producer’s Perspective Doctor / Patient’s Perspective

Production

Quality 
of Conformance

Quality 
of Design

Conformance to 
Specifications

Cost

Quality 
Characteristics

Price

Marketing

Fitnesss for  
Consumer use
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The attitude and ability to look at what you do from the consumers’ perspective and to learn from them is the hallmark of any professional, whether you make shoes, produce films or run a restaurant. 

The world of medicines is no different.
We often focus exclusively on efficacy and safety. These are of utmost importance both from the producers’ perspective as well as the doctors and patients perspective. But there are other factors such as compliance that are critical for the doctor and the patient. What use is efficacy and safety if the product when delivered to the patient is not of a quality fit to consume. 




Focus 
shifted to

Quality Cycle

Prevention
Process
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Prevention is better than cure. The focus has shifted from detection of defects and deviations. It is now focused on planning and action to prevent defects and deviations. 

It is a process-driven continuous circle – planning and action, evaluation and further improvement.

In other words, quality should be built into the product. Testing alone cannot be the means to quality.



Life beyond Schedule M

Good Distribution Practices

Good Warehousing Practices

Anti Counterfeit measures

Information to Patients

Export requirements
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Schedule M is all about CGMP aspects of manufacturing and quality parameters of a product.

The time has now come to look beyond manufacture and improvement in other areas like distribution practices, warehousing, anti-counterfeit measures. All these are a must if the quality is to be assured from the patient’s perspective.

It is not enough to deliver the best product. The patient should know all about the safety and side effects.

What good is quality if the product fails to deliver its promise? Hence the need for a holistic definition of quality.




Harmonization of Quality Systems
New Paradigm
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You are all familiar with the evolution of the ICH guidelines. 

They establish a new paradigm in quality based on science-based as well as risk-based behaviour.



Harmonization of Quality Systems
Incremental Steps

Pharmaceutical Development (Q8)
Past : Data transfer / variable output
Present : Knowledge Transfer / consistent output

Quality Risk Management (Q9)
Past : Used, However poorly defined
Present : Opportunity to use structured process
Thinking

Quality Systems (Q10)
Past : Large variability on Q- Systems
Present : Consistency on Q – systems
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Q8 seeks to deliver continuous real time assurance of quality.

Q9 insists that the level of effort and documentation should be commensurate with the level of risk.

Q10 describes a model that will facilitate continual improvement over the product cycle. 



Quality – Risk based approach

Establish Risk Management 
Policy

Risk Measurement Matrix 

Risk Escalation Matrix 

Identify Critical Risks / Control 
Measures / Residual Risk  

Periodical Review of existing 
Controls 

Anticipating new risks.
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We live in an unpredictable world.  

We cannot tell the doctor and the patient, who are dependent on our products, that raw material suppliers have stopped supplies. Or that the factory has been gutted by a fire.

We should have a forum of top managers who keep track of risks on a continuous basis. Risks related to the product as well as the business.

There should be detailed risk escalation matrix.  And we should anticipate and prepare ourselves for new risks.

It is not for our own sake or for our shareholders.

We owe it to the patient.



Quality Improvement Techniques

Continuous Improvement (CI): 

A Business strategy for ongoing improvement of Safety, Quality and 
Efficacy of the product.

Operational Excellence (OE) :

Operational Excellence is a means of conducting business in a manner 
that improves quality, obtains higher yields, faster throughput, and less 
waste.

Process Analytical Technology (PAT) :

A system for designing, analyzing and controlling manufacturing through 
timely measurements of critical quality and performance attributes with 
goal of ensuring final product quality.
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Continuous improvement and operational excellence are familiar concepts. 

Process Analytical Technology refers to the mechanical and electronic instruments available today that helps us track even the smallest fluctuations. It helps us not only to reduce manual error. It helps us take quick remedial action rather than wait for the end product. 

Have you seen visitors from outside our industry who marvel at the way a machine throws out bad tablets? Machines can catch defects that we cannot.



A systematic approach 

to development that 

begins with predefined objectives and 

emphasizes product and process understanding and 
process control, 

based on sound science and quality risk management.

Quality by Design
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Quality should be built into the product. Quality by Design goes one step further.

What you want to produce as well as what quality should all be pre-defined before you begin production. 

The evolution of information technology has been a boon in implementing Quality by Design. 



Future Quality Systems 
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Future Quality Systems will be built on the superstructure of ICH guidelines – Quality Risk Management, Quality by Design and Quality Systems.

This approach helps us harmonize processes across the company, country and the region.

Leading companies today manufacture for the world; not just for their home markets.

Back to where we began – quality is the royal way for the product to deliver its promise to the patient.



Management Commitment

Management has greater commitment to 
and responsibility for

• Establishing effective quality system

• Providing adequate resources

• Periodically evaluating quality system

• Making changes & adjustments

• Inculcate the Quality Culture in the 
Organization
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Having knowledge and having systems in place is no guarantee that they will be used to achieve the ultimate purpose.

They will work only if everyone believes that the pursuit of quality is his or her sacred duty.

Quality adherence should be supported and nurtured by the top management.

Enough manpower and resources should be deployed to implement the systems and achieve total quality.
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For total quality it is essential to have all the key strategies in place – organizational effectiveness, product and process quality,
Lab operations and analytical technology, site strategy, regulatory excellence and a patient-focused supply chain



Product and Site Strategy

Regulatory Excellence

Integrated Standardised System

Organisational Effectiveness

Patient focussed Supply Chain

Customer Compliance Excellence

Laboratory Operations & Analytical Technology

Key Strategies

Product and Process Quality

Total Quality



Pharma Industry and Responsible Care

Environment 
Protection

Health &  
Safety

Responsible 
Care

Use of 
Resources

Waste Emissions 
to Air

Energy 
Consumption

Water 
Consumption
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The concept of quality is no longer confined within the four walls of the factory.

The pharma industry which focused on health, has a special responsibility to safeguard the interests of our society and the planet by judicious use of resources like water and energy. It will be the height of irony if an enterprise dedicated to protecting health pollutes the atmosphere, creating health problems for the people living nearby.

The concern for quality thus transcends the limitations of industry and country; it concerns the survival and growth of future generations.




The Race for 
Patient 
Satisfaction    
has                     
no Finishing Line

Quality – Changing Dimensions
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Quality will be a subject that will keep evolving year after year.

As human knowledge grows, so will be concept and practice of quality.

That is as it should be; because the race for patient satisfaction has no finishing line.
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