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6.1
CERTIFICATION OF THE  SCREENING PROCESS

6.1.1
INDICATION FOR CERTIFICATION (recommendation)

Within the process of certification working steps and tasks are well defined and should result in better understanding of all steps within a team. 

Therefore certification of laboratories donated to cervical screening only appears useful if 

· there are more than three persons involved in the screening process (number of persons to be discussed). 

· and  there is a minimum throughput of 10 000 gynecological slides per year (number of slides to be discussed).

These numbers are not valid, if cytology is a part of an institution undergoing the process of certification for another main subject.

6.1.2
REQUIREMENTS FOR PERFORMANCE (recommendation)
A person within the laboratory has to be designed who is – additionally to daily work in cervical screening - trained in collecting and managing documents, process-descriptions and manuals and is able to communicate with trained quality managers.

6.1.3
REQUIREMENTS FOR PROCESS PERFORMING

Before certification a number a documents has to be prepared including general management-documents and detailed process descriptions.

General management-documents should include:

· Portrait of the screening laboratory 

· Description of  personnel organization (including competence and responsibilities of each person, communication, infrastructure)

· Structure of management documents

· Process-network

Detailed process description should include:

· Step wise procedure description

· Description of  personnel responsible for the specific process 

· Way of detection and minimization of  errors

6.1.4
RECOMMENDATION FOR  RECERTIFICATION

Every three years after first positive certification process, then very five years  (to be discussed).

6.2
CERTIFICATION OF THE  STAFF SKILLS

6.2.1
INDICATION FOR CERTIFICATION (recommendation)
Quality assurance in cervical cytology and its certification is designed to achieve an acceptable reliability and consistency in the results produced in the cytology laboratory (QUATE) and is independent to size of the laboratory (to be discussed).

6.2.2
REQUIREMENTS FOR PERFORMANCE (recommendation)
A person within the laboratory has to be designed who is – additionally to daily work in cervical screening - trained in collecting and managing documents, process-descriptions and manuals and is able to communicate with trained quality managers.

6.2.3
REQUIREMENTS FOR PROCESS PERFORMING

Before certification a number a documents has to be prepared including general management-documents and detailed process descriptions.

General management-documents should include:

· Portrait of the training and education possibilities

· Portrait of internal and external quality assurance 

· Description of  personnel organization in training and education (including competence and responsibilities of each person, communication, infrastructure)

· Structure of management documents

· Process-network

Detailed process description should include:

· Step wise procedure description (first training, retraining, quality control)

· Description of  personnel responsible for the specific processes

· Way of classification and improvement of skills

6.2.4
RECOMMENDATION FOR  RECERTIFICATION

Every three years after first positive certification process, then very five years  (to be discussed).

6.3
General Recommendations for certificatio

6.4
References
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