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6.
Certification of the screening process and staff skills

6.0
Introduction

History and evolution of quality management

• Quality philosophy (Deming, Feigenbaum, Imai,  Juran, Taguchi)

• What is quality? - Quality planning

• Motivation theories and quality culture


• Supplier management for quality (methodologies, evaluation, certification)

• The positive impact of quality management is under discussion

What are standards? 

Standards are documented agreements containing technical specifications or other precise criteria to be used consistently as rules, guidelines, or definitions of characteristics, to ensure that materials, products, processes and services are fit for their purpose. International Standards thus contribute to making life simpler, and to increasing the reliability and effectiveness of the goods and services we use. 

What is ISO?

The International Organization for Standardization (ISO) is a worldwide federation of national standards bodies from more than 140 countries, one from each country (www.iso.ch/). ISO is a non-governmental organization established in 1947. The mission of ISO is to promote the development of standardization and related activities in the world with a view to facilitating the international exchange of goods and services, and to developing cooperation in the spheres of intellectual,  scientific, technological and economic activity. ISO's work results in international agreements which are published as International Standards. 

Who is certifying?
There is a variety of international/national working organizations offering certification also of laboratories via audits (TÜV, TNO, ÖQS, ...). These private organizations have to be accredited by ministries of the different countries.

6.1
Certification of the screening process

6.1.1
Indication for certification of the screening process

· The wish to define all working processes

· The wish to evaluate external and internal information processes

· The wish to define areas and cross-over of competence

· The wish to demonstrate customer-orientation via external audits

The process of certification 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 (to be discussed).

Example: A short portrait of a labortory with experience in certification
The section of gynecopathology, cytology and senopathology represents an integral part of the Institute of Pathology, University of Vienna, Austria and is located in the Vienna General Hospital and serves as a clinical-diagnostic and research facility.  The clinical-diagnostic functions (mainly funded by the city of Vienna) included service for four departments of Gynecology and Obstetrics as well as the Department of Surgery, a center for breast cancer treatment. At present our unit is confronted with a work load of 7500 histology cases (gynecopathology- and breast cancer cases) and 60.000 cytology cases per year. The histopathological part of our routine work includes a large number of intrasurgical frozen section, biopsy specimens and sentinel lymphnode-pathology. Additionally we routinely use immunohistochemistry, DNA in situ hybridization, fluorescence in situ hybridization (FISH) and HPV diagnosis.

Scientific activities include evaluation of clinical HPV-testing, evaluation of different techniques for immunohistochemistry, standardization in image analysis, investigations of angiogensis and lymphangiosis in different types of cancer.

Teaching activities include lecturing, training, examinations and residencies.

At present the unit has staff pathologists and  pathologists on rotation, partly residents, cyto- and histotechnicians, adminstrative and cleaning personnel.  

6.1.2
General requirements for performance

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 or is trained quality manager her/himself.

· Evaluation of the present situation

· Selection of external consultant(s) 

· Pre-audit

· Phase of optimizing

6.1.3
Process performance in screening cytology

Before certification a number of 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

Desires customer definition.

Includes management processes, core processes, processes of improvement and resources.






Detailed process description should include:

· Step wise procedure description 






















· Description of  personnel responsible for the specific process 

· Detailed instructions for each specific process

· Ways of detecting and minimizing errors  (check-lists)

6.1.4
Recommendation for re-certification

Three years after first positive certification process, then every five years  (to be discussed).

6.2
Certification of staff skills

6.2.1
Indication for certification of staff skills

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 (see Chapter 4 and 5) and is independent of the size of the laboratory (to be discussed).

6.2.2
General requirements for performance

See above

6.2.3
Standards for staff performance

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

· Ways of classification and improvement of skills

6.2.4
Training and re-certification of staff

Three years after first positive certification process, then every five years  (to be discussed).

6.3
General recommendations for certifications

6.4
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Fig. 1. – Description of  personnel organization (including competence and responsibilities of each person, communication, infrastructure)
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PERSONS RESPONSIBLE FOR PROCESSES





Are nominated for all processes described. Responsibilities and tasks include


Organization of the process


Collection and transport of core numbers concerning the process


Definition of aims and control of the process and its changes





Fig. 3. Core process  patient care - cytology
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Fig. 3. Process description – input/request 
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Fig. 2. Structure of documentation
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