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NATIONAL STANDARDS FOR OPERATORS
IN THE FINISHED PHARMACEUTICAL INDUSTRY
STERILE OPERATOR CORE SKILLS

Code:
9560/07/064
Status:
Validated
Date:

110705
This is the assessment programme for sterile operators within the finished pharmaceutical sector.  

Overview of Assessment Programme

The programme consist of one theory and  a minimum of 3 practical assessments which must be assessed as per  the internal Assessment Procedure & the Process Implementation Procedure.

The theory assessment covers Knowledge of Microbiology and applies operators  involved  in  all aspects of Sterile Liquid Production.

The practical assessments cover the following areas and apply to those involved in Sterile Product Fill only:

Dress Code

Behaviour

Aseptic Technique

To meet the required standard 100% competence in all required tasks must be demonstrated and 100% competence in relation to knowledge required.

Range:

Knowledge of Microbiology - Sterile Manufacturing Preparation, Filling, Dispensing Areas.

Dress Code - Class 10,000 (B), 100,000 (C),ISO 7,  Unclassified areas.
Behaviour - Class 10,000 (B) area and Class 100(C), ISO 5 and ISO 7 for intervention behaviour.
Aseptic Technique - Class 10,000 (B), Class 100 (C) areas, ISO 5 And ISO 7.
Certification

Certification will be based on successful completion of a range of assessments to establish 100 % competence in both the relevant manufacturing area & core industry skills. .  It is up to the individual company to look at their processes and if necessary further subdivide the assessment requirements to suit their processes and equipment types.  On successful completion of the required assessments, each candidate will be awarded the National Qualification.

Standard: 

100% Competence on the theory Sterile Operator Core Assessment.

100% Competence on all  Sterile Operator Core practical assessments and

related knowledge for those involved in Sterile Product Fill only.

100% Competence on all practical assessments and

related knowledge for either Sterile Product Fill, Sterile Product Preparation, Sterile Product Autoclaving & Component Preparation.

100% Competence on all practical & theory Core Pharmaceutical Skill Assessment
THEORY ASSESSMENT

STERILE OPERATOR CORE SKILLS– CANDIDATE TO VIEW

1. Knowledge of Microbiology

As a competent operator you will: -

a) Explain what is meant by a sterile product.

b) Identify and explain different types of micro-organisms and their habitats.

c) Identify methods of controlling micro-organisms.

d) Identify and explain area classification and methods of control.

e) Identify different types of plant water and explain their usage

f) Understand and explain the need for cleaning/ sanitisation.

g) Explain the types of cleaning equipment used in your area

h) List the disinfectant agents & cleaning agents used in your area.

i) Understand and explain both disinfectants & cleaning agents and their usage.

j) Identify and explain sterilisation methods used in your area.

k) Identify and briefly explain types of  microbial product testing methods.

ASSESSMENT QUESTIONS

a1)
What is meant by a sterile product?

b1)
What types of micro-organisms are there?

b2)
Where are these micro –organism types to be found?

c1)
How do we control micro-organisms?

c2)
Why is the growth of micro – organisms controlled? 

d1)
What is meant by room classification?
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THEORY ASSESSMENT

 STERILE OPERATOR CORE SKILLS– CANDIDATE TO VIEW

1. Knowledge of Microbiology

(ASSESSMENT Continued)

d2)
What classifications are used in this company?

d3)
What do these mean? 
e1)
What types of water are available in the facility?

e2)
What is the difference between these?

e3)
How do we control contamination of production water?

e4)
What would you do if the water type required were unavailable?

f1)
Is there a difference between cleaning and sanitisation?
f2)
Why do you sanitise / clean the work area?
f3)
Where do you start sanitisation / cleaning and why? 

f4)
On completing sanitisation / cleaning what should be done and why?
g1)
Why are non shedding cloths & mops used?

g2)
What is the frequency of use of cloths/ mops & why?

h1)
What disinfectant / cleaning agents do you use?

h2)
What agent dilution is required & why?

h3)
Can water temperature affect sanitisation / cleaning?

h4)
How do you check that sanitisation / cleaning has been effective?

i1)
Why do you use different disinfectants?

i2)
When do you use different disinfectants?

i3)
How do you know which one to use?
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THEORY ASSESSMENT

STERILE OPERATOR CORE SKILLS– CANDIDATE TO VIEW

1. Knowledge of Microbiology

(ASSESSMENT Continued)

i4)
What procedure must be followed when changing disinfectants / cleaning agents?

j1)
What methods of sterilisation are there?

j2)
What methods are used in your area? 

k1)
What microbial tests are carried out on the product?

k2)
What are these testing for?
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PRACTICAL ASSESSMENT

STERILE OPERATOR CORE SKILLS– CANDIDATE TO VIEW

2. Dress Code

As a competent operator you will:

AS PER THE CORE SKILLS plus:

1. Post gowning enter the clean room as per procedure.

2. Post activity, de – gown as per procedure.

ASSESSMENT 
AS PER THE CORE SKILLS PLUS THESE EXTRA QUESTIONS

a) Why is gowning done in a certain sequence?

b) Why can clothing not touch floor?

c) How is correct gowning monitored?

d) Why are gloves worn in the area?

AND

1a)
What is the significance of a step over bench (if applicable)

1b)
What is the significance of maintaining positive pressure?

1c)
How do we know room pressure is correct?

1d)
Evidence of personnel qualification /validation for room entry/exit is sufficient evidence of competence.
2)
See 1d)
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PRACTICAL ASSESSMENT

STERILE OPERATOR CORE SKILLS– CANDIDATE TO VIEW

3. Behaviour in Controlled Environments

As a competent operator you will: -
a) Identify and explain behavioural requirements in a controlled environment.

b) Transfer equipment and material into area as per procedure.

c) Identify areas where human contamination may occur.

d) Understand and demonstrate how you would prevent human contamination.

e) Understand what is meant by intervention / aseptic manipulation and when it is applied.

f) Perform intervention/ aseptic manipulation as per requirements.

g) Identify consequences of not behaving appropriately.

ASSESSMENT 

a1)
When working in a controlled environment what behaviour is required?

a2)
Why is control of behaviour important in this type of environment?  

b1)
What do you do to control the transfer of equipment/ materials?

b3)
Observation of task

c)
How can human contamination occur? 

d)
NO QUESTIONS – OBSERVATION OF TASK  - MAY BE OBSERVED AS PART OF JOB SPECIFIC ASSESSMENTS
e1)
What is meant by  routine intervention/ non routine intervention/  aseptic manipulation?
e2)
When would you perform a routine intervention/ non routine intervention/ aseptic manipulation?
e3)
Why is this carried out in a controlled manner?
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PRACTICAL ASSESSMENT

STERILE OPERATOR CORE SKILLS– CANDIDATE TO VIEW

3. Behaviour in Controlled Environments

Assessment (Continued)

f2)
What actions are required pre / post intervention / aseptic manipulation within a controlled environment?

f3)
Observation of task

g1)
What are the consequences of not behaving appropriately in a controlled  environment?

g2)
Who is responsible for ensuring appropriate behaviour in a controlled environment?
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PRACTICAL ASSESSMENT
STERILE OPERATOR CORE SKILLS– CANDIDATE TO VIEW

4. Aseptic Technique

As a competent operator you will:-

a) Understand what is meant by aseptic technique.

b) Identify activities in your work environment which are performed aseptically.

c) Perform aseptic activities as per procedure (if applicable).

d) Identify possible consequences of error.

ASSESSMENT 

a1)
What is meant by Aseptic Technique?

a2)
Why are aseptic procedures required?

a4)
What other factors can impact on aseptic procedures?

a5)
How is aseptic technique monitored?

b1)
What activities in this area are performed aseptically?

c1)
What are the key things to monitor when performing aseptic activity?

c2)
Observation of task  (if applicable - MAY BE OBSERVED AS PART OF JOB SPECIFIC ASSESSMENTS)
d1)
What happens/could happen  if procedures are not followed?
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