
THE GMP 
QUALITY GROUPS

Presents:​​



CAPA MANAGER
Your FDA, EMA & ISO Compliance Partners.

Providing CAPA Managers with the Education, 

Training, Background & Experience, you require. 

We have the full support of the Worlds largest 

Compliance Auditing, Remediation SMEs and 

Regulations Teams through The Quality Groups. 
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• R E Q U I R E  Q U AL I T Y  R E S O U R C E S ?

Your Qual i ty  Resources

With decades of combined project 
management experience, our SMEs 
assist with ensuring that your tasks 
are completed, on time, and in a 
controlled quality driven process.

CAPA Managers  Protects:

• Reduced and Prevent Legal Liability.
• Improve product quality.
• Improve Customer Satisfaction.
• Prevent major financial losses.
• Strengthen a company’s reputation.
• Verification of resolution/deviation
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• PR O C E D U R A L  D E V E L O PM E N T ?
• PR O J E C T  M ANAG E M E N T ?

• AU D I T  R E AD I NE S S ?



THE SINGLE SOURCE SOLUTION

CAPA Management

The CAPA Manager Role is to  

provide Project Management 

Support for your Remediation 

Efforts, to resolutions, and 

Compliance Readiness.

483 He lp

483 Help provides the Templates, 

Tools, Procedures, and Process 

Support, to assist your Company’s 

Quality initiatives. 

CAPA Managers are there when 

you need the FDA Back Office and 

Front Office Support.

The Audi t ing  Group

Continual Audit and Training 

readiness is the key to satisfying 

your FDA Audit requirements.

The Auditing Group and GMP 

Boot Camps are there to support 

your ongoing commitment to FDA 

readiness and compliance.

Changing Pat te rns

Compliance is the goals of every 

Company. They are achieved when 

FDA’s GMP Regulations become a 

‘Lifestyle’ shared by everyone! 

GMP is about changing of attitudes 

and behavior patterns because it 

makes Good Business Practice and  

protects the company from liability!
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CAPA Manager 483 Help Audit & Training Proactivity



C APA M ANAG E M E N T  &  C APA M ANAG E R S
T
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• Three (3) day GMP Audit (1 Draft and 1 Final Report)*. 
• Weekly scheduled up to 4-hour remote CAPA Manager meetings.
• Monthly One (1) day onsite Quality Meeting – Remediation verification 
• GANTT and Project Manager – Review and Quality Meeting Minutes 
• Update and provide missing procedures as per Gap Analysis** 
• Protected QMS Spreadsheet with Reports supporting: 

• CAPA (Corrective and Preventive Actions) 
• Nonconformance 
• Deviations 
• Complaints 
• Change Control 
• Audit Management 
• Documentation Control 
• Vendor Qualification Management 
• Equipment Asset Management, Planned Maintenance and Calibration

• Audit – Follow up onsite 1-day GMP Audit – 6th Month.
• FDA Emergency onsite Back Office Audit Support 2 days
• One (1) day onsite GXP Training – 6th or 12th Month. 

G M P  A U D I T  C E R T I F I C A T E  O F  C O M P L I A N C E
**Up to 25 Procedures*Or 3rd Month Mock Audit



• Cor rec t i ve  and  Preven t i ve  Ac t i ons  (CAPAs)

• Dev ia t ions

• Noncon fo rmances

• Out  o f  Spec i f i ca t ions /Ou t  o f  Trend

• Compla in ts

• Changes  &  Change  Con t ro l s

• Reca l l s ,  Re tu rns  &  War ran ty  C la ims

• Vendors /Supp l ie r /Con t rac to r  –  QTA*

• Aud i t s  –  Agency/ In te rna l /Ex te rna l  Fo l low up

• Safe ty  –  P roduc t  and  Regu la to ry  A f fa i r s

• Tra in ing  Requ i rements

• Va l i da t ion  Requ i rements

• 21  CFR Par t  11  Comp l iance

• Componen ts ,  Packag ing  &  F in i shed  Mate r i a l s  

• Env i ronmenta l ,  Hea l th  and  Sa fe ty  (EHS)
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Meeting Objectives
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GOOD PROJECT 
MANAGEMENT PRACTICE

• Assigning Tasks

• Expected Completion Dates

• Assigning Predecessors

• Defining Roles & Responsibilities

• Prioritize based upon Risk & Applicability

• Writing Deviations when Applicable

• Writing Reports & Providing Records



CAPA MANAGEMENT & CAPA MANAGERS 
P

R
E

S
E

N
T

A
T

I
O

N
 

T
I

T
L

E

8

M
a

y
 

2
1

,
 

2
0

X
X

Contact:
Email: info@capamanager.com 

www.capamanager.com
www.auditing.com
www.thequalitygroups.com

For more information about CAPA 
Management Services Call 856-437-5880 

mailto:info@capamanager.com?subject=Introduction
http://www.capamanager.com/
http://www.auditing.com/
http://www.thequalitygroups.com/


The Compliance Groups The Media Groups Services Groups

The TQG
Companies

The Assets
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