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6.
Certification of the screening process and staff skills

6.0
Introduction

Evolution of quality management in health care

All institutions working in the area of health care without any major problems have included many elements of quality management from the very beginning. Specific reputation, medical and legal competence have been documenting quality in health care institutions for many years. Establishing a quality management system aims at systematization and optimization of all efforts in quality assurance. 

Intern and extern quality control are defensive programs already used for more than hundred years. Consecutively, quality management systems (quality assurance programs) have been established as active prevention programs. 1968 Donabedian proposed a model for assessing health care quality based on structures, processes and outcomes, a model still basis for quality management systems. 1996 The Balanced Scorecard by Robert S. Kaplan and David P. Norton's balanced led to the development of protocols in four or more areas, including patient/customer, financial, internal operations and clinical.  

In the meantime a variety of concepts in quality management (quality assurance) have been developed. Generic models (total quality management) like the model established by European Foundation for Quality Management differ from those based on implementation of international norms/standards (1, 2, 3).  

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. Internal standards have to be distinguished from external standards. Intern standards are a must for any quality management, the value of external standards is under discussion. The introduction of general guidelines maybe helpful in this area (4,5).

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 (6). 

Process of certification
Based on given standards an external organization checks (external audit) and finally certifies the quality of the institution under investigation.  

Who is certifying according ISO-standards?
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).

6.1.2 General requirements for performance

6.1.2.1. External requirements

Guidelines in cervical screening - Guidelines in cervical cancer screening should include general statements in laboratory management and specific statements for the screening process as given in chapter 4,5 and 7.

6.1.2.2. Internal requirements

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. Handbooks with practical guidance appear helpful (7, 8). 

· Evaluation of the present situation

· Establishment of (internal) standards

· Selection of external consultant(s) 

· Pre-audit

· Phase of optimizing

6.1.3
Process performance in screening cytology and histology

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, Fig.1.






· Process-network

Desires customer definition.

Includes management processes, core processes, processes of improvement and resources, example for cytology given in Fig.2.






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 and histology laboratory (see Chapter 10) and is independent of the size of the laboratory (to be discussed).

6.2.2
General requirements for performance

6.2.2.1. External requirements

Guidelines in cervical screening - Guidelines for staff skills should include general statements in training management including knowledge assurance and specific statements for staff training including knowledge assurance within the screening process as given in chapter 10.

6.2.2.2. Internal requirements

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.

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).
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Fig. 2. Core process  patient care - cytology
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Fig. 1. Structure of documentation
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