
What is SMETA
SMETA is an audit, which helps you to understand standards of 
labour, health and safety, environmental performance, and 

ethics within your own operations or at a supplier site.

It is designed to help protect workers from unsafe conditions, 
overwork, discrimination, low pay and forced labour.
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Why is 
SMETA 
important?

Increased visibility

Gain a greater understanding of the social and 
environmental performance of your business and 
suppliers

Priorities high risks

Assess and monitor higher risk suppliers on their 
performance over time

Efficient supplier auditing

Data can be shared with multiple buyers, reducing the 
number of audits you’ll need to collect

Improve supplier performance

SMETA provides a Corrective Action Plan to help improve 
supplier performance and resolve issues found in the 
audit

Comply with legislation

SMETA audits facilitate compliance with existing and 
upcoming legislation
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Difference between 
SMETA & ISO 9001

Social Compliance Vs Management Systems

• Social compliance audits are sometimes also 
called social audits, ethical audits or social 
accountability audits. Importers rely on this type 
of factory audit to verify and monitor their 
supplier’s working conditions for compliance 
with international labor standards.

• ISO 9001 is a globally recognized quality 
management standard issued by the 
International Organization for Standardization 
(ISO).

• A typical ISO 9001 quality system audit includes 
evaluating:

• Basic facilities, environment and equipment 
maintenance

• Quality management system organization

• Incoming quality controls for materials and 
components

• During production controls to identify quality 
issues

• Finished goods controls and inspection

• Lab testing capabilities

• HR recruitment and training practices

• Engineering, research and design capabilities

• Business development and management 
behavior



Overview
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Worker sampling & Interviews
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No Complaints or
issues were raised by
interviewed workers



Worker makeup & Turnover
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Low (5.9%) Churn

100% Malaysian 
Workforce

Low (5.9%) Churn
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Freedom of Employment & Safety

• No evidence of forced, bonded, …or 
involuntary labour

• Equal Opportunity given to ALL 
employees

• Freedom of movement is not impeded



Living wages & Working hours
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• No workers paid under
min wage
• All Overtime is voluntary
• All Statutory payments made
• Additional incentives given



Migrant workers & Overtime
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Humane treatment & Business ethics
1 0

Workers say there is no
harsh, inhumane treatment
or any kind of harassment

Workers state they are
treated fairly and with FULL 
respect by management
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Worker Makeup & Turnover

Freedom of Employment & Safety

Living Wages & Working Hours

Migrant Workers & Overtime

Humane Treatment & Business Ethics



Check & 
Verify Audit 

Online
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• Provide guidance for the manufacture of sterile products.

• Notably – states principles can be applied to non-sterile 
products such as certain liquids,

• creams,
• ointments and
• low bioburden biological intermediates,
• ….. where the control and reduction of microbial, 

particulate and endotoxin/pyrogen contamination is 
considered important.

• Into operation:
• 25 August 2023
• 25 August 2024 :  for point 8.123 (lypholizers & 

Sterilisation frequency)

What is 
Annex 1
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What is 
Annex 1

Principle 2.1

The manufacture of sterile products is subject to 
special requirements in order to minimize risks of 

microbial, particulate and endotoxin/pyrogen 
contamination.

Particulate and endotoxin/pyrogen 
contamination. Must be important – mentioned 

19 times!

Don't worry – we are only talking 
about Personnel & Gowning!
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• 7.1 Suitably Trained & qualified people only in A/B

• 7.2 Minimum number of personnel required should be present in CR

• 7.3 All personnel should receive regular training, gowning qualification

• 7.4 The personnel accessing grade A/B areas should be trained for aseptic gowning and aseptic

• 7.5 Unqualified personnel not to enter A or B in operation. If needed documented procedure required

• 7.6 Need systems in place for the disqualification of personnel from working in or access to CR

• 7.7 High standards of personal hygiene and cleanliness are essential

• 7.8 Personnel who have been engaged in the processing of human or animal tissue materials

• 7.9 No non-essential items allowed (watches, make-up, jewelry, mobile phones etc.)

• 7.10 Cleanroom gowning and hand washing should follow a written procedure

• 7.11 The clothing and its quality should be appropriate for the process and the grade

• 7.12 Clothing should be chosen to limit shedding due to operators’ movement

Annex 1 – 
Personnel
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Annex 1 – 
Personnel

• Grade C/D

• Grade C: Hair, beards and moustaches should be covered. A single or 
two-piece trouser suit gathered at the wrists and with high neck and 
appropriately disinfected shoes or overshoes should be worn. They 
should minimize the shedding of fibers and particles. iii.

• Grade D: Hair, beards and moustaches should be covered. A general 
protective suit and appropriately disinfected shoes or overshoes should 
be worn. Appropriate measures should be taken to avoid any ingress of 
contaminants from outside the clean area. iv.

• Additional gowning including gloves and facemask may be required 
in grade C and D areas when performing activities considered to be a 
contamination risk as defined by the CCS
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Annex 1 – 
Personnel

• Grade B (Inc access / interventions to Grade A)

• Appropriate garments that are dedicated for use under a sterilized 
suit

• Sterilized, non-powdered, rubber or plastic gloves worn while 
donning the sterilized garments

• Sterile headgear should enclose all hair (including facial hair)

• A sterile facemask and sterile eye coverings should be worn to cover 
and enclose all facial skin

• Appropriate sterilized footwear (e.g. over-boots) should be worn.

• Garment sleeves should be tucked into a second pair of sterile 
gloves

• Garments packed and folded to allow operators to don the gown 
without contacting the outer surface 
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Annex 1 – 
Personnel

• 7.11 The clothing and its quality should be appropriate for the 
process and the grade of the working area. It should be worn in such 
a way as to protect the product from contamination. 

When the type of clothing chosen needs to provide the operator 
protection from the product, it should not compromise the 
protection of the product from contamination
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Annex 1 - Personnel

• 7.4 The personnel accessing grade A and B areas should be trained 
for aseptic gowning and aseptic behaviours. 

• Compliance with aseptic gowning procedures should be confirmed 
by assessment and periodic reassessment at least annually, and 
should involve both visual and microbial assessment (using 
monitoring locations such as gloved fingers, forearms, chest and hood 
(facemask / forehead).


