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Aims of today 

• Provide you a basic understanding of GMP and

microbiology in manufacturing

• Explain the risks and potential outcomes

• Explain how GMP should help manufacturers
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WhatisGMP? 

A system for managing critical manufacturing processes and 

controls to ensure consistent product quality. 

Key guidance principles: 

• ISO 22716:2007 (required in the EU)

• HACCP (Food industry)

• Covers all aspects of manufacturing (QMS to practical)

It is all about risk analysis 
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GMP Certification 

Is there a mandate for certification: 

In short - No. 

Manufacturers can self certify/ claim they conform to ISO 22716 principles 

External certification is typically pushed by buyers and brands. 

External certification provides reassurance that an impartial 3rd party has 

reviewed evidence of ISO 22716 principles being followed. 
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G P - ISO 22716 

Princip es 

15 Causes 
Rc1 
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Clause 3: 

Personnel 

Different challenges based on 

company size 

Principle 

The personnel involved in the 
manufacturing site should have 

..:::>"'"'i. adequate training, instructions and 
- controls.

"'tl!'M6tlN"l\ 
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Principle 

The personnel involved in the 

manufacturing site should have 

:� adequate training, instructions and 

� controls. 

Organisation 

01 Organisation chart -Clear structure 

02 Quality should be an independant person or team 

03 Communication - Billboards, newsletters, email 

Hygiene & Health 

A policy should be in place that covers: 

• Dress code 

• Designated areas - controlled/ 
uncontrolled 

• Personal health 

• Visitors 

Training & Skills 

Training should be monitored: 

• Training matrix - provides an overview 

• Individual re-cord - Evidence 

• Defined review periods/ reasons 
• Long <1bwnt le.we 
• Chlll'lg<' to prot�� 

• E�ry2yNir� 
• Shoo!d be b.lSed on ,,sk 
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Organisation 

01 Organisation chart- Clear structure 

02 Quality should be an independant person or team 

03 Communication - Billboards, newsletters, email 
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Hygiene & Health 

A policy should be in place that covers: 

• Dress code

• Designated areas - controlled/

uncontrolled

• Personal health

• Visitors
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Training & Skills 

Training should be monitored: 

• Training matrix - provides an overview

• Individual record - Evidence

• Defined review periods/ reasons
• Long absent leave

• Change to process

• Every 2 years

• Should be based on risk
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Clause 4: 

Premises 

Important for everyone, 

not usually an issue 

Principle 

The site should be fit for the 

purpose of the activities required 

!!!!! � 
01 ___ ,. __ 

0J ...... �-.... ---- ,____ 
-

0) ... , .... _ .. ··-
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Principle 

The site should be fit for the

purpose of the activities required

Set up 

01 Area types should be clearly defined 

02 Design of infrastucture should not encourage contamination 

03 Adequate fatilitles should be present e.g , washing 

Cleaning 

Tidy i1te a tidy mind. 

Clutter leads to mistakes and long root 

cau� invnttg..auom 

C.\eaniog activity should be toggt'd 

Pest Control 

°'"'"'"'"'"' 

rn11nylNm\. 

AIISilttlhouldhavt ..... ltepf'IICOll11ol�.HlilitS 

lnpliKII 

I hee111erio1 of the prem•w• should be tail en ,nto 

<.�IDfll� dQnthirPToundllnlMff Ail� 

pt1,U 
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Set up 

01 Area types should be clearly defined 

02 Design of infrastucture should not encourage contamination 

03 Adequate facilities should be present e.g., washing 
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Cleaning 

Tidy site a tidy mind. 

Clutter leads to mistakes and long root 

cause investigations 

Different areas have different risks 

Cleaning activity should be logged 

UTILES LIMPIEZA
UNIACNL•2
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Pest Control 

Different sites will have different risks, pests come in 

many forms: 

• Insects

• Rodents

• Birds

All sites should have adequate pest control measures 

in place. 

The exterior of the premises should be taken into 

consideration i.e., does the surrounding area invite 

pests. 
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Clause 4: 

Equipment 

Always important and will likely 

negatively impact smaller 

manufacturers more due to costs 

implications 

Principle 

Equipment used should be suitable, 

clean and maintained. 
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Principle 

Equipment used should be suitable, 

clean and maintained. 

Cleaning and Storage 

There should be storage space for all 
equipment that does not increase the 
risk of contamination. 

Whcm equipment is cleaned with water, 
it should be allowed to dry effectively. 

Air drying is typically the safest 
approach. 

Key Points 

O 1 Cleaning and storage 

02 Accuracy and calibration 

03 Maintenance and authorisation 

Accuracy and Calibration 

Accuracy checks are typically done at 
the start or during production. 

EQuipment used to manufacture and 
quality check product should be 
calibrated 

If equipment is out of calibration a 
non-conformance should be raised to 
investigate 

Maintenence and Authorisation 

Sites should have an equipment log and 

a form of tracking maintenance. 

Equipment not suitable for use should be 
identified clearly e.g., removing from an 
area or labelling equipment clearly. 

Personnel authorised to operate and 
change the staitus of equipment should 
be available and dear. 
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Key Points 

01 Cleaning and storage 

02 Accuracy and calibration 

03 Maintenance and authorisation 
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Cleaning and Storage 

There should be storage space for all 

equipment that does not increase the 

risk of contamination. 

When equipment is cleaned with water, 

it should be allowed to dry effectively. 

Air drying is typically the safest 

approach. 
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Accuracy and Calibration 

Accuracy checks are typically done at 

the start or during production. 

Equipment used to manufacture and 

quality check product should be 

calibrated 

If equipment is out of calibration a 

non-conformance should be raised to 

investigate 
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