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Purpose

@ Provides guidance on acceptable post-approval

changes
Scope

@ Applies to changes in manufacturing equipment,
process, site, batch size, and composition
Focus

Concentrates on solid oral dosage forms, semi-
solids, and liquids

®0 Exclusions
Excludes sterile and biological products
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Empathize

+ Creation of a
participatory deign team
composed of applicants,
fellows, and faculty

Post-match semi-structured
interviews with 9 ranked
applicants and 4 current
fellows and 2 coordinators

Define

« Identification of applicant
needs, drives, and
crystalization of human-
centered problem-
statements.

+ Rapid qualitative analysis

—> Is this a safe environment
for asking questions?

- How can | exchange
information effectively?

- What do | do with all
this data?
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Ideate

» Series of three workshops

with applicants, fellows,
and faculty

Creative brainstorming with

‘worst possible ideas!

wordstorming, analoagizing,

and diverge/converge

thinking

Challenge the assumptions

- Why interview?

- What are fellows roles?
= Can this be streamed?
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Using Design-Thinking

to Reimagine
The Fellowship

Prototype

Rapid creation of mockups

Prototypes are focused on:

- Customization

- Hybridization

- Facilitation (by fellows)

- Preparation (by faculty)

Drafting of low-fidelity and

high-fidelity prototypes

Combine prototypes to yield

a finalized deliverable

Role-play the day of
interview

Interview
Process

Test

» Usability testing

with applicants, fellows,
coordinators, and
faculty members

Plan for implementation in
2023-2024 with
assessment of user experience

Refinement of design-
thinking process steps
for the coming year
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Total Quality Management Cycle
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Implement TQM

Initiate TQM practices
within the organization.

Gather Feedback

Foster Culture Collect input from

stakeholders for
improvement.

Cultivate a culture of
continuous improvement.

Enhance Services

Enhance processes based

Offer superior services
on feedback.

through improved
processes.

Improve Products

Develop better products
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Foundations of Total Quality Management

Customer Focus

Understanding and
meeting customer
needs and
expectations.

Leadership
Involvement

Strong leadership
driving and
supporting TQM
initiatives.

Empowering

employees to

participate in
quality

Process
Approach

Managing activities
as interconnected
processes.
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Continuous
Improvement

Commitment to
ongoing
improvement in all
aspects.

Fact-Based
Decision Making

Decisions based on
data and analysis.

Communication

Open and effective
communication for
coordination.

Supplier Quality
Management
Extending quality

principles to
suppliers.
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Foundations of Pharmaceutical Quality
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Quality Control Quality (iood . Validation Continuous
Testing and Assurance AEIT a?turmg Demonstrating Improvement
inspection to meet Practices consistent product
quality standards E_stabhghmg and. Regulations quality Implementlng
maintaining a quality overnin incremental
management system N 9 improvements
pharmaceutical
manufacturing
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Reduced Costs

Lower manufacturing
expenses

Increased Efficiency

Streamlined processes,
reduced waste

Improved Quality

Fewer defects, consistent
products

TQM Benefits Industrial Pharmacy Il

Enhanced Satisfaction

Meets customer needs,
expectations

Regulatory
Compliance

Avoids regulatory sanctions

[
Morale Boost
Empowers employees,
quality culture
» - 7

Reputation Boost

Builds trust with
stakeholders

QM
Implementation
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Implementing TQM: Navigating the Hurdles

Resistance to Change

Employees resist new processes

Management commitment is
insufficient

Insufficient Training

Employees lack TQM knowledge

Resource Constraints

Investment in TQM is limited

Measurement Difficulty

Impact of TQM is hard to gauge
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Teamwork
Issues

02

Lack of
Employee
Involvement

01

Lack of
Commitment
from Top
Management

04

Lack of
Customer-
Oriented L
Approach Inadequate
Feedback
Mechanisms
TOM
Implementation
Challenges
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06

Supplier
Control
Issues

07

Failure to
Review and
Update
Quality
Procedures
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Principles of Total Quality Management

Customer Focus

Effective Communication g@a

Employee Engagement
and Commitment

Data-Driven E [ Process-Centered
Decision Making @ E ) Approach

o

g '_ ~—" .

Continuous Improvement Integrated System

Management

Strategic Implementation Edstellar.com
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Secure Map and optimize Measure results
leadership commitment key processes and refine

05

. 7
17’5\ / J . @) @,

Define quality 02— Train employees 04 Implement continuous uﬁ
goals and objectives across departments feedback and
monitoring systems

09-12-2025 TOTAL QUALITY MANAGEMENT/Mrs. Md Bakhatwar/SNSCPHS




TUTIONS
WWW.SNSEroups.com

IGMA

S X

Principles of Total Quality
Management

Six Sigma
/N
( \ 4 N\
(e o 0 0)
Focus on Process
Customer Efficiency
Satisfaction
Conti \_ J \_ J
I Mpc:'gvlsxg:\st £ > Defect Reduction
( ) 4 N\
&9\
Statistical Waste
Analysis Elimination
\_ J \ .
A4
QM

https://6sigma.us

09-12-2025 TOTAL QUALITY MANAGEMENT/Mrs. Md Bakhatwar/SNSCPHS




09-12-2025

Process
thinking

Customer
satisfaction

Effective

communications

Total
employee
commitment

Total Quality
Management

Continous
improvement

Fact-based
decision

Strategic
thinking

Integrated
sytstem
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Benefits of Total Quality
Management

[ Operational Efficiency @'J Lﬁ Customer Satisfaction ]

Reduced Waste High-Quality Products
Reduced Defects a L ) Increased Loyalty
Reduced Rework SYSTS) Customer Retention
Increased Productivity :Ac;t:;gzeunigm = _
pre — (TQM) L“"ﬂﬂ Continuous Improvement J
Cost Savings ;’ \_ Employee Empowerment
Lower Operational Costs Problem Identification
Higher Profit Margins Problem Resolution

https://6sigma.us
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% Customer @

Focus

@ Integrated
System

Continuous

Leadership
Improvement Commitment
Principles of
Total Quality
Management,’
Employee e Supplier
Involvement

Relationships

Process-

Data-Driven
Oriented @ ‘ Decision
Approach Making
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TOTAL QUALITY MANAGEMENT

The 4 Pillars

Continuous
Customer Focus
Improvement
Meeting and Ongoing
exceeding customer enhancement of
expectations. processes and
systems.

Employee
Involvement

Engaging employees
at all levels.

www.holistiquetraining.com
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Process Approach

Systematic
management of
activities and

resources.
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Documentation Requirements

5

Change Compavrative Process Regulatory
Control Data Validation Submissions
Description, Dissolution, Process Annual report,
rationale, risk, stability, performance CBE-30
impact, testing, bioequivalence, qualification and supplement, and
results, conclusion, and analytical continued process PAS submissions.

signatures. data. verification data.
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ASSESSMENT: TOTAL QUALITY MANAGEMENT

Explain any five advantages of Total Quality Management (TQM).

Assessment
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ASSESSMENT: TOTAL QUALITY MANAGEMENT

‘How does TQM improve customer satisfaction and
organizational performance?

Assessment




ASSESSMENT: TOTAL QUALITY MANAGEMENT

Discuss the role of TQM in cost reduction and waste
minimization.

Assessment

09-12-2025 TOTAL QUALITY MANAGEMENT/Mrs. Md Bakhatwar/SNSCPHS




ASSESSMENT: TOTAL QUALITY MANAGEMENT

Explain how employee involvement under TQM leads to
continuous improvement.

Assessment
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ASSESSMENT: TOTAL QUALITY MANAG

Describe the importance of TQM in achieving competitive
advantage in industry

Assessment
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THANK YOU
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