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Introduction

• Objective
• To provide a brief overview of 

• Pharmaceutical GMP Professional Certification (CPGP) Program.
• Training Course on “Certified Pharmaceutical GMP Professional Certification (CPGP) 

Preparation”

• Scope
• This course is useful to the organizations that are intending to enrich 

competencies of their employees who are aspiring to attempt ASQ CPGP 
exam to become Certified Pharmaceutical GMP Professional.
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Introduction of Trainer
• A seasoned professional, Trainer, Auditor, Data Scientist and Consultant providing 

consulting services to Pharmaceutical/ Medical Devices/ Food Products/ Other 
industries.

• ASQConnex Expert, CMQ/OE, CPGP, CQA, CMDA, CSQE and CSSGB by American 
Society for Quality (ASQ).

• Vice Chair (VC) Member eNgagement - ASQ Quality Management Division Community.
• VoC Chair- ASQ Customer-Supplier Division Community. 
• Leader of Community of Excellence, Drugs- ASQ Food, Drug, and Cosmetic Division
• RAC-Drugs and RAC- Devices holder from Regulatory Affairs Professional Society 

(RAPS).
• PMP by Project Management Institute (PMI).
• Certified ISO 13485 Internal Auditor by DQS (Deutsch Quality Systems).
• 22+ years of experience in the areas of Production & Quality Assurance in GxP 

Industry. Previously worked with Abbott, Ipca, Dr. Reddy's, Mylan (Viatris), Alembic and 
Aurobindo.

• MS in Data Science from Eastern University, USA in 2024; M. Sc. in Chemistry from 
MP Bhoj (Open) University, India in 2006; and B. Sc. in Chemistry from Andhra 
University, India in 2002.

• LinkedIn : https://www.linkedin.com/in/seetharamkandarpa/ 

Seetharam Kandarpa
Founder & Director- 
Shaarkview Consultancy 
(OPC) Private Limited
Ph: +91-9892968049
seetharam.kandarpa@shaarkview.com 
www.shaarkview.com

Purpose of Career: 

Learning Unknown, Helping Community & Earning Respect
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Introduction of Trainer
• We, at Shaarkview Consultancy, provide consulting services to 

Pharmaceutical/ Medical Devices/ Food Products/ Other industries 
majorly aiming on:

• Quality Strategy/ Quality Culture
• GxP Training / Coaching for ASQ/ RAC certifications
• Quality Audits (manufacturing sites/ vendors/ warehouses/ distribution centres 

etc.)
• Inspection/ Audit Readiness, Inspection Response and Remediation Support
• Quality Management Systems: Quality Risk Management, Change 

management, Deviation Management, CAPA, Vendor Management, 
Qualification & Validation, Software Quality Engineering etc.

• Compliance consultation
• Quality Improvements/ Lean Management/ Cost of Quality
• Project Management
• Regulatory Affairs Strategies
• Data Science and Analytics
• Others as needed by Clients

• Our services are available across Asia, North America, Europe, Australia, 
Latin America and Africa.

Seetharam Kandarpa
Founder & Director- 
Shaarkview Consultancy 
(OPC) Private Limited
Ph: +91-9892968049
seetharam.kandarpa@shaarkview.com 
www.shaarkview.com
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ASQConnex Expert Profile
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ASQConnex Expert Profile
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About ASQ ConnEx:

ASQConnEx is an education delivery system and network that vets, designates, and connects quality subject 
matter experts with organizations to advance their excellence journey. Organizations can build competencies 
needed to achieve strategic objectives by engaging a vast network of ASQ-authorized subject matter experts in 
the field of quality. Experts gain a professional advantage by aligning with the world’s leading quality association 
and gaining access to ASQ-licensed education and certification preparation content. The end result- Empowering 
individuals, organizations, and communities to achieve excellence through quality.

For more details, refer https://asq.org/asqconnex   

https://asq.org/asqconnex/experts/seetharam-kandarpa?id=a22311d484f6449bb9d6b0298bb0d7e8
https://asq.org/asqconnex/experts/seetharam-kandarpa?id=a22311d484f6449bb9d6b0298bb0d7e8
https://asq.org/asqconnex
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ASQ Certifications
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ASQ Certifications
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ASQ Certifications
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RAPS Certifications
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PMP & Other Certifications
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Expiration Date: Original Grant Date:Certification Number:

THIS IS TO CERTIFY THAT

HAS BEEN FORMALLY EVALUATED FOR DEMONSTRATED EXPERIENCE, KNOWLEDGE AND PERFORMANCE IN 
ACHIEVING AN ORGANIZATIONAL OBJECTIVE THROUGH DEFINING AND OVERSEEING PROJECTS AND 

RESOURCES AND IS HEREBY BESTOWED THE GLOBAL PROFESSIONAL CERTIFICATION

Project  Management  Professional (PMP)®

IN TESTIMONY WHEREOF, WE HAVE SUBSCRIBED OUR SIGNATURES UNDER THE SEAL OF THE INSTITUTE

Pierre Le Manh Pr esi dent  & CEOIke Nwankwo, PMP Chai r ,  Boar d of  Di r ect or s

3263387 30 June 2022 30 June 2028
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Overview of 
Pharmaceutical GMP Professional 
Certification (CPGP) Program
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Overview of 
CPGP Certification Program
• Basics

• The Certified Pharmaceutical GMP Professional Certification (ASQ CPGP) [1] 

• Understands the good manufacturing practices (GMP) as regulated and guided by 
national and international agencies for the pharmaceutical industry. 

• Covers finished human and veterinary drugs and biologics, ectoparasiticides, and 
dietary supplements (alternatively called nutraceuticals) where regulated as drug 
products, as well as their component raw materials (includes active pharmaceutical 
ingredients (APIs) and excipients), and packaging, and labeling operations.

• Pharmaceutical GMP Professional Certification Body of Knowledge 
(BoK) (PDF)

• Pharmaceutical GMP Professional Certification Fact Sheet (PDF)
Source:
[1] “Pharmaceutical GMP Professional Certification CPGP”, asq, https://www.asq.org/cert/pharmaceutical-gmp . Accessed on 12 Mar 2025. 15

https://www.asq.org/cert/resource/pdf/certification/2023-CPGP-BoK.pdf
https://www.asq.org/cert/resource/pdf/certification/2023-CPGP-BoK.pdf
https://www.asq.org/cert/resource/pdf/certification/2023-CPGP-BoK.pdf
https://p.widencdn.net/6rapnv/41577-Cert-Factsheet-CPGP
https://p.widencdn.net/6rapnv/41577-Cert-Factsheet-CPGP
https://www.asq.org/cert/pharmaceutical-gmp
https://www.asq.org/cert/pharmaceutical-gmp
https://www.asq.org/cert/pharmaceutical-gmp
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Overview of 
CPGP Certification Program
• Requirements and Education

Source:
[1] “Pharmaceutical GMP Professional Certification CPGP”, asq, https://www.asq.org/cert/pharmaceutical-gmp . Accessed on 12 Mar 2025. 16

https://www.asq.org/cert/pharmaceutical-gmp
https://www.asq.org/cert/pharmaceutical-gmp
https://www.asq.org/cert/pharmaceutical-gmp


TM

© 2025 Shaarkview. All Rights Reserved.

Overview of 
CPGP Certification Program
• Body of Knowledge

Source:
[1] “Pharmaceutical GMP Professional Certification CPGP”, asq, https://www.asq.org/cert/pharmaceutical-gmp . Accessed on 12 Mar 2025. 17

Topic Questions Weightage %

I. Regulatory Agency Governance (17 Questions) 17 11.33

II. Quality Systems (26 Questions) 26 17.33

III. Laboratory Systems (20 Questions) 20 13.33

IV. Infrastructure: Facilities, Utilities, Equipment (17 Questions) 17 11.33

V. Materials and Supply Chain Management (17 Questions) 17 11.33

VI. Sterile and Nonsterile Manufacturing Systems (22 Questions) 22 14.67

VII. Filling, Packaging, Labeling (18 Questions) 18 12.00

VIII. Product Development and Technology Transfer (13 Questions) 13 8.67

Total 150 100.00

https://www.asq.org/cert/pharmaceutical-gmp
https://www.asq.org/cert/pharmaceutical-gmp
https://www.asq.org/cert/pharmaceutical-gmp
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Overview of 
CPGP Certification Program

Source:
[1] “Pharmaceutical GMP Professional Certification CPGP”, asq, https://www.asq.org/cert/pharmaceutical-gmp . Accessed on 12 Mar 2025. 18

I. Regulatory Agency Governance (17 Questions)
A. Global regulatory framework 
B. Regulations and guidances 
C. Mutual recognition agreements
D. Regulatory inspections 
E. Enforcement actions 
F. Regulatory agency reporting 
G. Site Master File (SMF), Validation Master Plan (VMP), Drug Master 

File (DMF), and Site Reference File (SRF)

II. Quality Systems (26 Questions) 
A. Quality management system (QMS) 
B. Quality unit (site) management 
C. Risk management and assessment
D. Training and personnel qualification 
E. Change control and management 
F. Investigations and corrective and preventive action (CAPA)
G. Audits and self-inspections 
H. Documents and records management 
I. Product complaints and adverse event reports 
J. Product trend requirements 
K. Supplier and contractor quality management

III. Laboratory Systems (20 Questions)
A. Compendia (United States, Europe, and Japan) 
B. Laboratory investigations of atypical results
C. Instrument management
D. Specifications
E. Laboratory record-keeping and data requirements
F. Laboratory handling controls
G. Stability programs 

IV. Infrastructure: Facilities, Utilities, and Equipment 
(17 Questions) 
A. Facilities
B. Utilities 
C. Equipment 
D. Qualification and validation 
E. Maintenance and metrology systems 
F. General cleaning, sanitization, and sterilization systems 
G. Automated or computerized systems 
H. Business continuity and disaster recovery planning 

https://www.asq.org/cert/pharmaceutical-gmp
https://www.asq.org/cert/pharmaceutical-gmp
https://www.asq.org/cert/pharmaceutical-gmp
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Overview of 
CPGP Certification Program

Source:
[1] “Pharmaceutical GMP Professional Certification CPGP”, asq, https://www.asq.org/cert/pharmaceutical-gmp . Accessed on 12 Mar 2025. 19

V. Materials and Supply Chain Management (17 
Questions)
A. Receipt of materials 
B. Sampling processes
C. Material storage, identification, and rotation 
D. Shipping and distribution 
E. Traceability and sourcing 
F. Salvaged/returned goods and destruction 

VI. Sterile and Nonsterile Manufacturing Systems 
(22 Questions)
A. Master batch and completed batch records 
B. Production operations 
C. In-process controls 
D. Dispensing and weighing controls 
E. Requirements for critical unit processes
F. Contamination and cross-contamination 
G. Reprocessed and reworked materials 

VII. Filling, Packaging, and Labeling (18 Questions)
A. Filling operations and controls 
B. Environmental monitoring 
C. In-process and finished goods inspections
D. Product inspection 
E. Packaging operations and controls 
F. Labeling operations and controls
G. Filling and packaging records 

VIII. Product Development and Technology Transfer 
(13 Questions) 
A. Quality by design concepts 
B. Phase-appropriate Good Manufacturing Practices (GMP) 

requirements
C. Raw materials, packaging, and infrastructure for product 

development
D. New product development studies and reports
E. Scale-up and transfer activities

https://www.asq.org/cert/pharmaceutical-gmp
https://www.asq.org/cert/pharmaceutical-gmp
https://www.asq.org/cert/pharmaceutical-gmp
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Overview of 
CPGP Certification Program
• Examination

• Each certification candidate is required to pass an examination that consists of multiple-
choice questions that measure comprehension of the Body of Knowledge.

• Computer Delivered - The CPGP examination is a one-part, 165- multiple choice question 
exam, and is offered in English only. 150 multiple choice questions are scored and 15 are 
unscored. Total appointment time is four-and-a-half-hours, exam time is 4 hours and 18 
minutes.

• Paper and Pencil - The CPGP examination is a one-part, 150- multiple choice question, 
four-hour exam and is offered in English only.

• All examinations are open book. Each participant must bring his or her own reference 
materials. Use of reference materials and calculators is explained in the FAQs [2].

Source:
[1] “Pharmaceutical GMP Professional Certification CPGP”, asq, https://www.asq.org/cert/pharmaceutical-gmp . Accessed on 12 Mar 2025. 
[2] “General FAQs”, asq, https://www.asq.org/cert/faq. Accessed on 19 Oct 2024. 
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Overview of 
CPGP Certification Program
• Examination

• Is Exam tough or easy?

Source:
[1] “Pharmaceutical GMP Professional Certification CPGP”, asq, https://www.asq.org/cert/pharmaceutical-gmp . Accessed on 12 Mar 2025. 
[2] “General FAQs”, asq, https://www.asq.org/cert/faq. Accessed on 19 Oct 2024. 
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Exam is neither tough nor easy

https://www.asq.org/cert/pharmaceutical-gmp
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Overview of 
CPGP Certification Program
• Computer-Based Testing Dates

Source:
[1] “Pharmaceutical GMP Professional Certification CPGP”, asq, https://www.asq.org/cert/pharmaceutical-gmp . Accessed on 12 Mar 2025. 
[2] “General FAQs”, asq, https://www.asq.org/cert/faq. Accessed on 19 Oct 2024. 
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Overview of 
CPGP Certification Program
• Prepare for the exam

Source:
[1] “Pharmaceutical GMP Professional Certification CPGP”, asq, https://www.asq.org/cert/pharmaceutical-gmp . Accessed on 12 Mar 2025.
[3] “Certified Pharmaceutical GMP Professional Question Bank”, asq, https://asq.org/training/certified-pharmaceutical-gmp-professional-question-bank-qbcpgp2016asq. Accessed on 12 Mar 2025. 
[4] “The ASQ Certified Pharmaceutical GMP Professional Handbook, Third Edition”, asq, https://asq.org/quality-press/display-item?item=H1634. Accessed on 12 Mar 2025. 
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CPGP Question Bank [3]
CPGP Question Bank [3]

CPGP Handbook [4]
CPGP Handbook [4]

Review a list of references that provide 
the basis for the exam questions. These 
items give you a better idea of the 
material covered in the exam. 

https://www.asq.org/cert/pharmaceutical-gmp
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https://asq.org/training/certified-pharmaceutical-gmp-professional-question-bank-qbcpgp2016asq
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Overview of 
CPGP Certification Program
• Exam Results [5]

• Computer-Based Tests
• You will be presented with your test results at the Prometric testing center on your screen as 

well as a follow-up email with your test results (from Prometric). 
• In approximately seven days, you will receive your official ASQ results email notification as well 

as a short survey about your exam experience.

• ASQE uses procedures that meet the Standards for Educational and Psychological 
Testing, which were developed jointly by the American Educational Research Association 
(AERA), the American Psychological Association (APA) and the National Council on 
Measurement in Education (NCME). 

Click here to view full details of exam grading process [6].

Source:
[1] “Pharmaceutical GMP Professional Certification CPGP”, asq, https://www.asq.org/cert/pharmaceutical-gmp . Accessed on 12 Mar 2025.
[5] “Exam Results FAQs”, asq, https://www.asq.org/cert/faq/faq-exam-results#results-top. Accessed on 19 Oct 2024.
[6] “Frequently Asked Questions”, asq, https://www.asq.org/cert/faq/exam-grading-process . Accessed on 19 Oct 2024. 
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Overview of 
CPGP Certification Program
• Exam Results [5]

• ASQ passing rate for CPGP exam [6]

Source:
[1] “Pharmaceutical GMP Professional Certification CPGP”, asq, https://www.asq.org/cert/pharmaceutical-gmp . Accessed on 12 Mar 2025.
[5] “Exam Results FAQs”, asq, https://www.asq.org/cert/faq/faq-exam-results#results-top. Accessed on 19 Oct 2024.
[6] “Frequently Asked Questions”, asq, https://www.asq.org/cert/faq/exam-grading-process . Accessed on 04 Mar 2025. 
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Overview of 
CPGP Certification Program
• Recertification [7]

• To maintain the integrity of your CPGP certification, ASQ requires that you 
recertify every three years. 

• Find out the steps you need to take for recertification [7].

• CREDENTIAL HOLDERS MUST:
• Obtain 18 recertification units (RUs) within a three-year recertification period.
 Or
• Retake the certification exam at the end of the 3-year recertification period.

Source:
[1] “Pharmaceutical GMP Professional Certification CPGP”, asq, https://www.asq.org/cert/pharmaceutical-gmp . Accessed on 12 Mar 2025..
[7] “Recertification”, asq, https://www.asq.org/cert/recertification. Accessed on 19 Oct 2024. 
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Overview of Training Course on 
“Certified Pharmaceutical GMP Professional 
Certification (CPGP) Preparation”
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“CPGP Certification Preparation 
Course” by Shaarkview Consultancy
• Training Course by Seetharam Kandarpa, Shaarkview [8] 

Source: 
[8] “Certified Pharmaceutical GMP Professional Certification Preparation”, shaarkview, https://www.shaarkview.com/pharmaceutical-gmp-professional.  Accessed on 04 Mar 2025. 28

The Certified Pharmaceutical GMP Professional certification preparation course is presented in a way 
that reinforces current knowledge, re-introduces applications that may not be used every day, explains 
the rationale for use, and highlights multiple-choice sample questions. Also, students will receive course 
materials.

Learning Objectives:
• Review the Body of Knowledge for the Certified Pharmaceutical GMP Professional Examination.
• Attain high scores on practice questions similar to the actual CPGP exam.
• Identify and take remedial action on gaps in your understanding of the CPGP BoK.
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Course Outline:
I. Regulatory Agency Governance
II. Quality Systems
III. Laboratory Systems
IV. Infrastructure: Facilities, Utilities, Equipment
V. Materials and Supply Chain Management
VI. Sterile and Nonsterile Manufacturing Systems
VII. Filling, Packaging, Labeling
VIII. Product Development and Technology 

Transfer

Who Should Attend:
Individuals who desire to reinforce their skills, 
knowledge, and capacity to understand the 
Certified Pharmaceutical GMP Professional 
Body of Knowledge in preparation for taking the 
Certified Pharmaceutical GMP Professional 
examination.

Note: Taking this course does not constitute, nor 
imply, the successful passing of the ASQ 
Certified Pharmaceutical GMP Professional 
examination.
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Format:    Live Virtual/ Face-to-Face

Course Duration:   24 hours (3 days)

Training Days:   3- Weekdays (Mon/Tue/Wed/Thu/Fri), 09.00 to 18.00 Hr

Language of Instruction:  English

Instructor:   Seetharam Kandarpa

Training Fee for Organization specific training (of 6-15 students) for Face-to-Face or Live Virtual training 
program: Contact Us
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Procedure for Training Program:

1. Purchase agreement between Shaarkview and the Organization.
2. Finalization of training dates and list of students (name, mail id etc.) 
3. Students will receive instructions to receive/ download the training material from Shaarkview through mail 

before 1 week of training class.
4. Students will attend the training class (all sessions without fail).
5. Students will receive training completion certificate from Shaarkview.
6. Students will prepare for further for their journey towards attempting CPGP exam to get certified.

NOTE: You may seek our support during your journey towards CPGP exam, as needed. 
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• Do SWOT analysis
• Plan your preparation
• Prepare well for exam (3-6 months)

• Learn from Shaarkview
• Take other-course

• Be confident and apply for exam
• Attempt well
• Be certified in 1st attempt.

Think Practically,
Analyze Logically, 
Perform Heartfully &
Earn Success Automatically!!!

- Seetharam Kandarpa
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RAC Drugs, RAC Devices

Founder & Director- Shaarkview Consultancy (OPC) Private Limited
Ph: +91-9892968049
seetharam.kandarpa@shaarkview.com 
www.shaarkview.com
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