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technical criteria for their application for accreditation
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Scope of application:
This rule has been drawn up by the Sector Committee Pathology/Neuropathology and serves as an
interpretation for the application of DIN EN ISO/IEC 17020:2012 in pathology/neuropathology. Alongside interpretations and recommendations, subject-specific criteria are stated; their fulfilment must
be proven by an inspection body for accreditation.

Date of confirmation by the Accreditation Advisory Committee: 07-04-2017

Relevant amendments to the previous review have been marked by a line at the side. Attachment 1
was completely revised. Hence, compared to the previous version, there are no changes indicated.

In this document, the male form of function designations is used as a matter of principle in the interest of legibility; it also includes the female form.
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1

Purpose / Scope of Application

This rule has been drawn up by the Pathology/Neuropathology Sector Committee and serves as an
interpretation for the application of DIN EN ISO/IEC 17020:2012 in pathology/neuropathology. Alongside interpretations and recommendations, subject-specific criteria are stated; their fulfil-ment must
be proven by an inspection body for accreditation.
The catalogue of requirements is further developed by the Pathology/Neuropathology Sec¬tor Committee in accordance with requirements and experience from assesments. At regular intervals, the
resolutions of the Sector Committee Pathology/Neuropathology are transferred into the doc-ument.
Reference for applications:
This catalogue of requirements does not completely reflect the contents of standard DIN EN ISO/IEC
17020. The numbering follows the numbering of the sections of the standard. Not each section of the
standard is stated and interpreted separately. In such a case, the statements in the standard apply
exclusively within the framework of accreditation. If an interpretation is given, the description shall
only be deemed complete in connection with the text of the standard.

2

Terminology

Instructions for standard section 3 - terminology
Inspections:
Examinations and assessments of tissues, of cell material and body fluids mainly with the examination methods of macroscopy, histology, immunohistochemistry, cytology, immunocytochemistry, cytometry, molecular pathology and of the deceased by means of autopsies including the formulation
of an professional judgment (diagnosis) on the basis of the findings taken (description) and, if applicable, subsequent assessment (epicrisis).
Inspectors:
Consultants for Pathology/Neuropathology or, for certain questions, also other consultants admitted
and qualified for this, who carry out the assessment and formulate and approve the results of the assessment.
Object of inspection:
Tissue or cell material, body fluids, deceased obtained by biopsies, operations or autopsies.
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Inspection report:


Pathological-anatomical (neuropathological-anatomical) assessment;



molecular pathology assessment;



autopsy assessment.

Calling the inspection report “Pathological-anatomical assessment” is recommended.
Assessment:
Formulation of a professional judgment (diagnosis) on the basis of the findings taken (description)
and, if applicable, subsequent assessment (epicrisis).
Clients:
e. g. transferring physicians, analysis clients
Inspection body:
The “inspection body” is, for example:


The practice;



the vocation exercising community (BAG), part BAG, regional BAG;



the department of a hospital or a medical supplies centre;



the institute of a university or a university hospital.

3

Description

Instructions for standard section 4 - General Requirements
On 4.1 Impartiality and Independence
On 4.1.5
A declaration on impartiality, independence and integrity must have been documented.
This declaration must contain a statement on the type of inspection body (type A, B, C) according to
Section 4.1.6. and Annex A (normative).
On 4.1.6.a
Inspection body Type A:

Medically and economically independent (e.g. practice, pathological institute “at the” hospital, pathological institute “in the” hospital)

In the event of a Type A inspection body, the senior management must declare a policy to attend to
the requirements made of a body of this type in writing.
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On 4.1.6.b
Inspection body Type B:

Medically independent, economic dependence (of the institute or the department on the sponsoring institution)
Institute or department exclusively receives examination orders from the
sponsoring institution (hospital, department) (e.g. Pathological Institute
“of the” hospital, Department of Pathology “of the” hospitals).

On 4.1.6.c
Inspection body Type C:

Medically independent, economic dependence (of the institute or the department);
Institute or department also additionally receives examination orders
from external submitters (not belonging to the sponsoring institution).

On 4.2 Confidentiality
A physician’s and the employees’ confidentiality duty is an ultimate commandment. Patients’ data
are strictly subject to confidentiality.
It must be possible to prove that all the employees have been instructed with a view to existing laws
and directives (in particular § 203, German Penal Code, § 5, Federal Data Protection Act, § 9, Federal
Employees’ Tariffs Act). Instruction should take place regularly at suitable intervals (once a year is
recommendable). The management of the inspection body bears the responsibility for this.
Securing of confidentiality to be proven suitably for external service providers and freelance employees (e.g. courier service, cleaning service, industrial security expert, network or system manager,
typists). Suitable personal proofs (e.g. contracts, signed personal declarations or similar) must be rendered.
Note: Expressly instructing physicians and employees leaving the institute once more as to confidentiality with proof and archiving the proofs for a set period of time is recommended.
Servers or archived data memories containing patient-relative data must be adequately secured
against unauthorised recourse/access by third parties (cf. on 6.2.13).
A sufficient access control to the premises of the inspection body must have been guaranteed (cf. on
6.2.2).
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Instruction of standard section 5 Structural Requirements
On 5.1 Administrative Requirements
On 5.1.1
The legal status of the inspection body must be proven by corresponding contracts/approvals.
Examples of the legal status:


Practice (a physician’s, physicians’ settlement(s)) is equivalent to a civil-law partnership;



department of a hospital (e.g. LLC);



medical supply centre (MVZ) (e.g. LLC);



institute of a university hospital or of a hospital (public-law institution).

The legality of the designation (name) of the inspection body must have been proven, if applicable.
With a view to the designation of the conformity assessment body (hereinafter referred to as CAB) in
pathology, the following aspects must be observed:


The designation of the CAB is always to be used in a legally correct way in connection with the
accreditation. In this context, the official name (joint practice, vocation exercising community
etc.) from the health insurance scheme registration, the civil-law partnership agreement or similar documents is to be used;



the principles of corporate truth and corporate clarity are to be complied with;



if applicable, the designation of the CAB must contain additives making the private economy
character of the enterprise clear to the intended clientele “at first sight” (e.g. LLC, non-profit LLC
etc.).

On 5.1.2
An institute, a department or a comparable institution belonging to a clinic or a hospital must have
suitably portrayed the inclusion into the overall structure of the sponsoring institution in an organigram.
On 5.1.3
The inspection body must describe its range of services and the scope of examinations of the assessment unambiguously. This also includes an overview of all the methods and, if applicable, the parameters determined with it, for each field of examination. This overview is always to be kept up-to-date
and to be presented before the inspections by the accreditation body.
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The scope of the assessments (scope of examinations) results from:


The nature of the material sent in;



The examination commission;



Algorithm-based step-wise diagnosis mode of procedure.

On 5.1.4
For the medical personnel, a suitable professional third-party liability insurance for personal, property and commercial damage (sum insured according to the recommendations of the BDP e.V.) must
be proven.
On 5.1.5
The foundations of the terms and conditions of business are formed by the terms and conditions of
business of the Panel Doctors’ Associations and their fees ordinances, terms and conditions of business of the health insurance schemes and health insurance companies and other cost carriers in accordance with the assessment scales in question (EBM, GOÄ etc.).
Over and above this, the professional rules for physicians and the binding regulations of self-administration on the basis of Vol. V of the German Social Code are to be observed as a matter of principle.
On 5.2 Organisation und management
On 5.2.3
The functional areas of the inspection body must have been stated in an organigram.
The main person responsible for a functional area and his deputy are to be stated on the organigram
with name and professional title. Depending on the size of the institution, individual persons can possibly have a number of functions.
On 5.2.5
The technical manager of the inspection body in the sense of the standard can be, for example:


A practice owner;



a head of institute;



a chief physician;



a head of department;



the institute director.

The same qualification requirements are made of him as of an inspector (cf. on 6.1.1).
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On 5.2.6
For the person(s) named under 5.2.5, a stand-in regulation must have been documented.
On 5.2.7
Descriptions of activity must exist for all employees involved in the inspection activity.

Instructions on standard section 6 - Resource requirements
On 6.1 Personnel
On 6.1.1
Qualification requirements (competence criteria) must exist for each category of posts included in
the inspection activity. This is also necessary for the function of a managing chief physician and his
deputy. The requirements to be set also include the requirements made of post-graduate training
and subject-based knowledge and experience of all the groups of employees.
Requirements made of qualification:


Inspector:

for certain questions, also other consultants admitted and qualified for this



Head of Laboratory:

Medical-Technical Laboratory Assistant, Medical-Technical Assistant, Biological-Technical Assistant or similar



Employees in the area of
cytology pre-screening:

Cytology-Technical Assistant, Medical-Technical Assistant and
similar with pertinent additional training or other certi¬fied
qualification

Employees in the Autopsy

Autopsy assistant or similar qualifications



area:
The requirements of the Medical-Technical Assistants’ Act, § 9, shall apply to the requirements made
of technical personnel authorised for independent performance of the technical processing of the
histological and cytological examination material and technical assessment of the usefulness of the
medical diagnosis.
Sectioning of human tissue is a medical activity which cannot be delegated.
Sectioning is an integral part of the macropathological analysis of the examination material for subsequent examinations.
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Minimum requirements made of the personnel for sectioning:


An experienced assistant in post-graduate training with regular supervision by a consultant;



a medical employee in post-graduate training/acclimatisation under permanent supervision of
an experienced medical employee and regular supervision by a consultant.

On 6.1.2
The inspection body must ensure that adequate medical and medical-technical personnel (MTA’s,
CTA’s) is available for the scope of analyses to be held (cytology, histology, molecular pathology etc.).
The typists are also part of the personnel.
The number of sufficient personnel highly depends on the nature of the diagnostic questions to be
processed. Therefore, rendering proof making it possible to produce statistics per year, quarter or
month on the following information is necessary:


Number of consultants, MTA’s / CTA’s employed;



number of cases;



number of services.

On 6.1.3
The adequate qualification, knowledge and experience of the personnel must be proven in accordance with their tasks.
There must be assurance that the employees possess all the subject knowledge for the fulfilment of
regularly occurring tasks. For this reason, a rotation principle in the use of the medical-technical personnel is to be recommended. The organisation of the personnel deployment must be accountable
(e.g. personal deployment plans).
The inspection body shall have an effective means for communicating with staff. Records shall be
kept of items discussed in communications and meetings. (cf. also DIN EN ISO 15189:2014 (4.1.2.1 e.,
4.1.2.6))
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On 6.1.6
The documented coaching procedure must be proven to contain the following sections:


An induction period (documentation, e.g. in the induction plans);



work under supervision (documentation, e.g. in the induction plans);



ongoing training (documentation in the coaching plans and the proofs of coaching).

The induction period of new physicians and employees must be regulated and documented suitably
in accordance with their tasks (function). The induction period also includes instruction in the areas
of hygiene, industrial security, non-disclosure. For physicians in post-graduate training, post-graduate
training plans must be kept (e.g. logbook for post-graduate training in pathology of the BDP e.V. and
DGP e.V.).
The recommendation is that the physicians attend at least one IAP seminar or an equivalent course
of post-graduate training per year.
Further training plans are to be kept for all employment groups.
On 6.1.7
Determination of training requirements must be proven to be based on the outcomes from monitoring (cf. 6.1.8).
On 6.1.8
The personnel involved in the inspection activity includes all employees whose activity can influence
the outcome of the inspection. The monitoring of this personnel “for satisfactory performance” can,
inter alia, be through:


Assessment of error management;



examination of the inspection reports;



on site observation;

The managerial inspectors are responsible for the monitoring.
Effective monitoring does not exist, for example, for a CTA working at an external or home workplace. Typists/writing services can have been commissioned (externally) on the basis of an agreement and sufficient arrangements to fulfil the requirements of non-disclosure of patients’ data
(anonymisation, encryption or point-to-point connection in transmission) for the writing of findings.
Work in the laboratory can be managed by an MTA or CTA named by the practice or institution management.
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Tele-diagnostics of rapid sections cannot be accredited as no inspector is present at the location of
the rapid section.
On 6.1.10
The records of qualifications contain at least proof for:


Physician:

Licence to practise, post-graduate training, consultant



MTA, physician’s assistant:

Training, registration



CTA:

Training, registration

In individual cases, qualification certificates, reports and similar can act as proofs of sufficient qualification of technical personnel.
Proof of subject-specific/task-relative further training and coaching (internal and/or external) must
be kept as records for all the employees involved in the inspections.
On 6.1.11
The inspection body should deposit a declaration in writing about the fact that the remuneration of
the physicians and the employees in no way influences the outcome of the inspection.
On 6.1.12 and 6.1.13
The inspection body must introduce and maintain instructions for conduct during work. The instructions for conduct during work must at least contain the following instructions


on securing non-disclosure;



on securing neutrality (see point 3.8 of DIN EN ISO/IEC 17020);



on complying with hygiene and safety in the laboratory;



on dealings with submitters, if applicable with patients;



on conduct in the autopsy room;



on ethical aspects (also in dealings with embryos and foetuses).
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On 6.2 Facilities and equipment
The inspection body shall have allocated for the performance of its work that is designed to ensure
the quality, safety and efficacy of the service provided to the users and the health and safety of laboratory personnel, patient and visitors. [cf. also DIN EN ISO 15189:2014 (5.2.1)].
There shall be adequate access to washrooms, to a supply of drinking water and to facilities for storage of personal protective equipment and clothing. . [cf. also DIN EN ISO 15189:2014 (5.2.4)].
The inspection body shall monitor, control and record environmental conditions, as required by relevant specifications or where they may influence the quality of the sample, results, and/or the health
of staff. [cf. also DIN EN ISO 15189:2014 (5.2.6)].
Written proof concerning proper disposal of solvent refuse and residual organ material is to be archived. Proof of the fulfilment of the requirements of the standard is to be ensured by the institute
and remains part of the responsibility of the Technical Manager.
Safe disposal of samples shall be carried out in accordance with local regulations or recommendations for waste management. [cf. also DIN EN ISO 15189:2014 (5.7.2)].
Purposeful requirements made of the devices and appliances of an inspection body in pathology/neuropathology have been set in Annex 1 to this document.
On 6.2.1
At least the following must be available per diagnostician:


1 microscope, with an adequate, complete set of lenses;



for histology:

e.g. 4x, 10x, 20x, 40x;



for cytology:

e.g. 10x, 20x, 40x

in order to be able to cover all diagnostic questions.
A second cryostat in order to secure rapid section diagnostics cannot be demanded as a matter of
principle. The decision as to whether a second device is necessary or sensible ought to the made as a
function of the number of rapid sections and the frequency of receipt of rapid sections.
A regulation for the procedure if the cryostat breaks down must have been set in writing and should
also be analysed or assessed with a view to its feasibility/plausibility (e.g. matching written agreements with a local institute; travelling time of 15 to 30 min. is regarded as being acceptable in this
context). An emergency current supply is recommended (as a power cut is to be expected rather
than a break-down of the cryostat).
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On 6.2.2
Access to the premises of the inspection body must have been regulated. Unauthorised access must
be ruled out. Access authorisations must be accountable (e.g. via key and/or locking plans).
On 6.2.4
A list of the devices and appliances quality-relevant for the performance of the work in the laboratory and the assessment must be kept. The appliances and devices must be marked in an unambiguous and unmistakeable way.
On 6.2.5
Regulations on maintenance/cleaning of devices and appliances must have been set and documented. Maintenance/cleaning which has been performed must be recorded.
On 6.2.6
An organization and technical program for the internal function control of the equipment has to be
documented. The proofs of metrological traceability for reference standards must be archived.
On 6.2.7
The metrological traceability is guaranteed in any case if the relevant calibration laboratory has been
accredited for the measurement of the parameter in question, e.g. by the DAkkS.
(see also Technical Note for the Metrological Traceability in the Accreditation Process 71 SD 0 005)

On 6.2.11
Regulations for the mode of procedure for the ordering of quality-relevant consumables and services
and for a suitable control of incoming goods must have been deposited in writing.
There must be proper storage of chemicals, solvents and reagents. Safety data sheets must be kept.
Selection criteria for suppliers (e.g. product quality, service/cooperation, punctuality) are to be documented. A suitable regular assessment of suppliers according to these criteria (e.g. once a year) is to
be proven. The proof of fulfilment of the requirements of the standard is to be ensured by the institute and remains part of the responsibility of the Technical Manager.
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On 6.2.12
The dates of opening of the reagents and chemicals are to be stated on the vessels. For self-produced
solutions, the dates of production and the name of the person producing the solution are to be attached to the vessel indelibly. If necessary, the use-by date is to be stated.
On 6.2.13
A procedure for data securing ensuring the requirements of the standard must have been documented. For data protection in doctors’ practices, the recommendation of the Federal Physicians’ Association (BÄK) must be observed.
Note: Each software with acknowledgement by the health insurance schemes is suited.
The server room must have been secured against unauthorised access. Storage media are to be protected against changes, damage, uselessness and destruction. Updating of the data network can be
done by an external service provider or also by an IT department of a hospital. The requirements
made of non-disclosure and data protection are to be secured with proof in a comparable way (to be
agreed in writing).
On 6.2.14
Adverse incidents and accidents that can be attributed directly to specific equipment shall be investigated and reported to the manufacturer and appropriate authorities, as required. [cf. also DIN EN ISO
15189:2014 (5.3.1.6, 5.3.2.6)].
On 6.2.15
For the records of appliances and devices, archiving periods are to be set and to be documented.
As a rule, adapting the archiving periods of the records (maintenance, calibration and repair proofs)
on appliances to the life cycle of the appliance is to be recommended (appliance history). In such a
case, however, there must be an unambiguous statement of how long the proofs are to be archived
after stoppage/separation of an appliance. This can be necessary and sensible for differing lengths of
time from device to device.
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On 6.3 Subcontracting
On 6.3.1
Each inspection body must set a strategy for the mode of procedure in unforeseeable situations (considerable lack of personnel, break-down of appliances etc.). If a subcontract is to be placed with another institute/practice for such a case, there must be assurance that the subcontractor fulfils the
requirements of this standard.
Consultation (obtaining an external second opinion) does not represent subcontracting in the sense
of DIN EN ISO/IEC 17020. However, the joint consultation recommendations of the BDP e.V. and the
DGP e.V. apply to this.
Personal rendering of services must be ensured in all areas of examination.
On 6.3.4
A requirement for fulfilment of the requirements of DIN EN ISO/IEC 17020 by the consultation partner is not absolutely necessary. The inspection body must portray suitable criteria for the selection of
the consultation partners and must keep corresponding suitable proofs of the competence of the
consultation partner. As a rule, it should be a question of acknowledged experts for certain questions. The requirements of the Pathology/Neuropathology Sector Committee concerning the consultancy and further arrangement have been set in Annex 2 of this document.
Notification of the submitter concerning subcontracting and consultation must be ensured, e.g. by
general information to the submitters.
A current list of the consultation partners with a statement of the question for which they are involved must be kept.

Instruction for standard section 7 - requirements made of processes
On 7.1 Inspection methods and procedures
The published guidelines and instructions in pathology and neuropathology are the binding foundation for the way of working of the inspection bodies to the extent that they have been approved by
the BDP e.V. and the DGP e.V.
All procedures and instructions for the performance of pathological-anatomical (neuropa-thologicalanatomical) assessments must have been completely documented.
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All the work sequences from receipt of the examination material through to diagnosis, including production of the inspection report, must have been portrayed in the form of procedural and working
instructions. They must contain establishments/regulations on at least the following points:


Material provision (incoming samples);



measures to prevent loss or damage of the goods submitted between post office/hospital and
practice/institute;



unpacking and control of incoming goods (comparison incoming goods/submission note with a
view to material and patients);



measures for established discrepancies in incoming control;



work sequences in administration/secretariat between registration of the work commission and
invoicing;



work sequences between receipt of the material and provision of the histological preparation of
the diagnosis;



kinds of settlement of the various examination orders (e.g. fee ordinance);



sectioning;



macroscopic findings;



processing in the laboratory (e.g. encapsulation, pouring, sectioning, staining and coverage);



carrying out histological special examinations;



carrying out further special examinations, e.g. immunohistochemistry;



molecular pathology (e.g. FISH, PCR);



unambiguous allocation or registration;



outgoing control from the laboratory to the consultant;



allocation between incoming slip and section preparations;



clarification of questions or uncertain points in outgoing controls;



distribution of the incoming goods to the consultants;



subsequent requirements by the consultants;



consultation (consultation recommendations of the BDP e.V. and DGP e.V.);



rapid section diagnostics and documentation;
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production of findings and transmission of inspection reports;



validation of all examination procedures within the scope of the accreditation.

In autopsies:


Acceptance or rejection of section applications;



performance of sections;



production of findings and transmission of inspection reports.

Requirements relative to certain examination fields:
Immunohistochemistry
To ensure a constant quality standard within the algorithm-based step-wise diagnosis mode of procedure for processing the diagnosis, it holds:
If immunohistochemistry/immunocytochemistryexaminations are also included in the pathologicalanatomical assessment for the production of the diagnosis involved within the framework of the personal rendering of services by the consultants, competent performance of these examinations must
be ensured by the inclusion in the accreditation of the inspection body.
For quality assurance in performance of the immunohistochemistry and immunocytochemistry examination procedures, external on-slide positive controls are also to be held for Class II antibodies as
a matter of principle. If this mode of procedure is not possible immediately for technical reasons (e.g.
appliance properties, diagnostic tissue, control tissue), at least a validated external control (on a separate OT) per antibody, run and appliance is to be done as a positive control as a transition.
For Class I antibodies, an internal control is sufficient if the balance with the test material (which was
used in the establishment of the antibody) is possible and accountable. This balance is to prove the
same reaction of the internal control with the test tissue and thus be valid as validation of internal
control.
If there is no internal positive control in the diagnostic section, at least one validated external control
(on a separate OT or on-slide control) per antibody, run and appliance is also to be held as a positive
control.
All controls (both external and also internal) are to be archived accordingly for traceability of the validation/verification procedure.

Requirements of DIN EN ISO/IEC 17020:2012 and technical criteria for their application for accreditation in
pathology/neuropathology
71 SD 4 001 | Revision: 1.6 | 28-04-2017

17 of 38

Molecular pathology
Molecular pathology is based on a algorithm-based step-wise diagnostic mode of procedure which is
an inspection activity and which contains an expert assessment (molecular pathological assessment).
This is why this procedure is to be accredited according to standard DIN EN ISO/IEC 17020 in the specialist area of pathology.
Rapid frozen sections
If the rapid frozen section examination has been contained in the scope of the accreditation, a witness audit of a rapid frozen section examination should be held.
In rapid frozen section examinations, the time of receipt in the laboratory and time of leaving the laboratory must be recorded. The rapid frozen section must be carried out by a consultant or by a
medical employee in post-graduate training under the supervision of a consultant.
A time interval of about 20 minutes between receipt of the tissue and transmission of the rapid frozen section diagnosis by telephone may not be exceeded as a rule.
The following information must be recorded:


Time of the transmission of the rapid frozen section diagnosis;



recipient of the rapid frozen section diagnosis;



rapid frozen section diagnosis;



identification (signature or initials) of the physician transmitting the findings.

As a matter of principle, the recipient is to be a physician, if possible the operator. Transmission by
fax is possible.
Mamma punches cannot be analysed under rapid frozen section conditions, as this contradicts the S3
guideline.
Autopsy
If the autopsy has been contained in the scope of the accreditation, a witness audit of an autopsy
should be held.
Within the framework of autopsies, the “Guidelines for Holding Autopsies in Pathology of the Professional Association of German Pathologists, Reg. Assoc., and the German Association of Pathology,
Reg. Assoc.” are to be taken into account.
Generale rule:
The documentation of validation data are to be archived for 5 years.
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Participation in external quality assurance measures
Accredited inspection bodies for pathology must participate in external quality assurance measures.
The interlaboratory tests and the quality circle are amongst the most important quality assurance
measures in pathology
Proficiency testing
Participation in proficiency testing (e.g. QuIP, NEQAS, NordiQC) is mandatory. The currently valid S3
guidelines are decisive for the mandatory frequency of successful participation in the working areas
relevant for accreditation (e.g. Her2neu). Successful participation in external comparative examinations (e.g. QuIP, NEQAS) has to be proven at least every 2 years. The same applies accordingly to molecular pathology examinations. Participation in interlaboratory comparison (e.g. QuIP, NEQAS, NordiQC) is mandatory.
The inspection body must keep an overview of all interlaboratory comparison, from which the following information can sensibly be seen:


Designation and date of the interlaboratory test;



organizer;



examination material;



assessment criteria (external/internal);



outcomes;



if applicable, consequences, measures.

On the basis of DIN EN ISO 15189:2013 (5.6.3.1), the comparative programmes must match up with
DIN EN ISO/IEC 17043 between inspection bodies in pathology in the essential fundamentals. For this
reason, if possible, accredited proficiency test providers should be used.
Each inspection body must document its external quality policy (including participation in interlaboratory comparison).
Quality circle
Participation by Consultants for Pathology/Neuropathology is mandatory in Q circles. They should be
equivalent to the regulations of the responsible corporations.
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The Q circle must fulfil the following minimum criteria, which are to be set in writing in an agreement
(e.g. statutes, operational procedure) between the participants/inspection bodies participating:


Objective of the Q circle;



names of the participants/inspection bodies participating (from at least 3 different institutons);



schedule of the meetings or proof of participation (at least 2 participations per year);



way of working (sequence, rules);



procedure/mode of proceeding for the selection of the cases to be assessed (at least the random principle and the range of services of the institutions involved must be taken into account);



each participating institution assesses each case;



documentation of the outcomes of each analysed case on a set assessment sheet;

The assessment sheet must document at least the following information:


Designation of the inspection body;



case number, question;



assessment of the quality of the staining;



assessment of the quality of the sections;



assessment of the quality of the phase-diagnostic mode of procedure;



assessment of sufficient answering of the clinical question (has the diagnostic commission been
fulfilled?);



references/remarks;



date and also name of the assessor.

Further, a method is to be set by the accredited body as to how it deals with the outcomes of the assessment (in particular with documented references, suggestions for improvement, Q defects or, if
applicable, also defective outcomes). The management is to prove that it pursues the outcomes and
uses them for the assessment of the quality of the way of working. If necessary, measures must be
derived and their implementation examined. Amongst other things, this includes the assessment of
the outcomes with the physicians and employees in their own institution.

Requirements of DIN EN ISO/IEC 17020:2012 and technical criteria for their application for accreditation in
pathology/neuropathology
71 SD 4 001 | Revision: 1.6 | 28-04-2017

20 of 38

On 7.1.4
An overview of internal and external instructions, ordinances and laws which must be obeyed must
exist and its implementation must be ensured. Availability at the workplace must be guaranteed.
On 7.1.5
The commission is placed with the submission note.
On 7.2 Handling inspection items and samples
On 7.2.1
There must be written instructions about submitted tissues/cell materials are marked unmistakeably
and traceability of all the blocks and slides produced for one case is guaranteed.
On 7.2.3
Principal methods are to be set and documented on the following questions at the start of an inspection (receipt of commission):


Mode of procedure in discrepancies between the submitted material and information on the
submission note which can be established macroscopically;



Mode of procedure for making contact between the diagnosing physician and the submitter.

On 7.2.2 and 7.2.4
For dispatch of the sample material, tear-proof, non-transparent and labelled containers (bags) must
be used. Unambiguous identification of the containers with address of the inspection body must be
possible. An incoming check must be done by employees particularly trained for this.
The inspection body must prove that it has made arrangements with the submitter for preparation
(e.g. fixation) of examination material.
Wet material, paraffin blocks, slides must be archived adequately.
Statutory duties or contractual regulations (e.g. 120 months for tumour blocks and histological and
also cytological slides) are to be complied with when setting the archiving times. In addition, the following archiving periods are recommended for the examination material:


Wet material 4 weeks after receipt or 14 days after final report;



paraffin blocks (except for tumour cases) 48 months after receipt.
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On 7.3 Inspection records
On 7.3.1
The inspection body’s recording system must ensure complete traceability of the examination methods (see also 7.4.1 DIN EN ISO/IEC 17020).
For histological examinations, adequate records on macroscopy and microscopy must be produced.
They can be done in writing or as a dictation.
Precise regulations are to be set as to the information which have to be recorded where, when and
how. This also includes the following information:


Number of paraffin blocks;



necessary staining;



additional examinations arranged for;



subsequent requirements of the physicians.

This ought to be set suitably in the QM documentation.
On 7.3.2
The assessor of the macroscopy must not necessarily also carry out the microscopic assessment.
However, it must be accountable internally which consultants and employees were involved in which
working steps in the processing of the case (see also 7.3.1 of DIN EN ISO/IEC 17020).
On 7.4 Inspection reports and inspection certificates
On 7.4.2
The formulation of the diagnoses in the pathological-anatomical assessments /neuropathologicalanatomical assessments ) must be in accordance with the international standards (e.g. WHO classification, S3 guidelines, instructions from the DGP e.V. and BDP e.V.).
Pathological-anatomical (neuropathological-anatomical) assessments (inspection reports) must contain at least the following information:


Title;



legally correct name (designation) and address of the inspection body;



name and address of the submitter;



patient data: surname, first name, date of birth;
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incoming number;



incoming date/departure date (date of approval);



possibility of identifying the dictator and the writer;



clinical information (if available and sensible);



rapid section diagnosis;



material information;



macroscopic description;



suitable microscopic description;



identification of sub-contracted examinations;



diagnosis;



statement of the consultation partner and his diagnosis (if applicable);



name in clear text and signature of the consultant approving the analysis or equivalent signature.

A microscopic description suitable for the diagnosis is indispensably necessary in the inspection report, for example in malignomas and OP preparations.
Molecular pathological (molecular neuropathological) assessments (inspection reports) must contain
at least the following information:


Title “molecular pathological assessment”;



legally correct name (designation and address of the inspection body);



patient data: surname, first name, date of birth;



incoming number;



incoming date;



date of dictation with possibility of identification of the dictator and the writer;



material information;



sufficient information on the methods used;



outcome of the examination;



expert assessment, taking the clinical consequences into due account (in correlation with the
pathological-anatomical assessment).
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name in clear text and signature of the consultant approving the analysis or equivalent signature.

Note: in pathology/neuropathology, a report (letter form) is occasionally started with a personal address. In such a case, there should be assurance that the title of the report is always placed in front of
this address in order to prevent any kind of misinterpretation from when the content of the report
starts.
The inspection body must have set the mode of procedure for the immediate notification of a physician (or any other authorised person in medical provisions) if examination results are in the set
“warning” or “critical” areas. This also includes findings of samples, examination of which has been
subcontracted/forwarded to consultation [cf. also DIN EN ISO 15189 (5.9.1.b)].
On 7.4.4
Examinations or parts of examinations not carried out by the inspection body itself must unambiguously be identified as such in the report.
In the event of consultation, the information on the consultation partner and its outcome are to be
stated in the pathological-anatomical (neuropathological-anatomical) assessment.
Pathological-anatomical (neuropathological-anatomical) assessments may only be approved by consultants authorised to do so following a plausibility check (medical validation).
Transmission of the diagnosis by telephone or fax is to be documented.
On 7.4.5
Instructions on dealing with changes of inspection reports must exist.
The following aspects are to be documented in the changed report:


an unambiguous reference/identification of the changed report, distinguishing it from the invalid report



a reference/information in the changed report that the latter is superseding the invalid report.

In addition, the submitter is to be informed with proof about the reason/content of the change and
about the fact that the first report is then invalid. However, this information can also be given in an
accompanying letter to the amended report.
The invalid inspection report must be identified and archived as such. The same aforementioned
minimum information also applies to the corrected report.
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On 7.5 Complaints and appeals
Reference by a submitter to a possible error in a report with the request to examine the information
(e.g. in an inspection report) is to be treated as an appeal in the sense of the standard.
The expression of dissatisfaction with a view to the inspection body’s activities (e.g. processing times
too long, poor communication, unfriendly employees etc.) is to be treated as a complaint in the
sense of the standard.
A procedure for treatment of complaints and appeals must have been documented. At least the following must be contained in this:


Responsibilities for the processing of the complaint or appeal;



requirements made of records;



information from the complainant/appellant on the outcome;



possibly arbitration proceedings, e.g. inclusion of the analysts’ and arbitration office of the state
medical association in question.

The inspection body shall seek information relating to user perception as to whether the service has
met the needs and requirements of users. [cf. also DIN EN ISO 15189 (4.14.3)].
Instructions for standard section 8 - management system requirements
On 8.1 Options
If an inspection body has already set up and established a management system in harmony with the
requirements according to ISO 9001, this system ought to be adapted to the requirements of DIN EN
ISO/IEC 17020 without replacing this management system by a “new one” as a matter of principle.
On 8.2 Management system documentation (option A)
On 8.2.1
The quality policy and the quality objectives of the inspection body must be set by top management,
have been deposited in writing and transmitted to all employees in a suitable form by the head or by
a person commissioned by him.
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On 8.2.2
The inspection body management shall ensure that the inspection body participates in continual improvement activities that encompass relevant areas and outcomes of patient care. When the continual improvement programme identifies opportunities for improvement, the management shall address them regardless of where they occur. The management shall communicate to staff improvement plans and related goals. [cf. also DIN EN ISO 15189 (4.12)].
The inspection body management shall ensure that appropriate communication processes are established between the inspection body and its stakeholders and that communication takes place regarding the effectiveness of the processes and quality management system. [cf. also DIN EN ISO 15189
(4.1.2.1e, 4.1.2.6)].
The inspection body management shall encourage staff to make suggestions for the improvement of
any aspect of the inspection body service. Suggestions shall be evaluated, implemented as appropriate and feedback provided to the staff. Records of suggestions and action taken by the management
shall be maintained. [cf. also DIN EN ISO 15189 (4.14.4)].
On 8.2.3
The top management of the inspection body must prove nomination of a member of the management responsible for ensuring efficacy and permanent improvement of the management system.
Note: This task can be taken over by the quality management representative or the technical head of
the inspection body, provided this person is a member of the management.
The management of the inspection body must prove nomination of a quality management representative (QMB), The tasks of the QMB must have been set in writing. This also applies to his deputy.
The head of the inspection body should not be QMB at the same time (4-eyes principle). Exceptions
can be acknowledged in smaller institutes/practices.
On 8.2.4
The quality management system must entail all work of the inspection body connected with the processing of the analyses from receipt of the material until archiving of the findings. It must also extend
to the work (e.g. autopsy, rapid section etc.) carried out in hospitals, clinics or other institutions.
The quality management system must have been completely described.
The inspection body shall establish quality indicators to monitor and evaluate performance throughout critical aspects of examination processes. [cf. also DIN EN ISO 15189 (4.14.7)].
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On 8.3 Control of documents (option A)
A procedure for the steering of documents must have been set in writing. This includes the production, examination, approval, change, withdrawal, archiving and documentation of documents. Standards, guidelines, laws to be complied with are to be included in this procedure in a suitable way.
Documents can be kept in paper form or electronically. Documents should be archived for at least
five years if legislation does not provide to the contrary.
On 8.4 Control of records (option A)
A procedure for the steering of records must have been set in writing.
The records include both the technical records as well as the quality records. Amongst other things,
this includes findings, autopsy records, laboratory diaries, interlaboratory test documents, assessments of subcontractors, further training documents, personnel deployment plans.
Records can be kept in paper form or electronically. In both cases, the requirements of the standard
apply.
The following regulations on archiving records must at least have been fulfilled and documented:


Which records are archived on paper and which in IT?



How long are records archived (if applicable, taking valid laws into account)?



How are archived rooms protected against unauthorised access (locked rooms)?

An archiving period of 10 years applies to inspection reports and submission notes (recommendation: 30 years).
IT archiving of the inspection reports and submission notes is possible. There must be assurance that
the data media remain legible for the duration of the archiving period and have been protected
against change and destruction.
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On 8.5 Management review (option A)
A management review should be produced at least once a year.
At least the following aspects should be included in the assessment:


Resulting measures from previous reviews;



fulfilment of objectives;



assessment of error management;



status of preventive and corrective measures;



reports of the managerial and supervisory personnel;



results of internal and external audits;



assessments by external organizations;



results of interlaboratory tests and comparative examinations with other institutions;



results of the Q circle;



changes (with a view to personnel, premises, range of services etc.) which can impair the management system;



assessment of feedbacks and complaints and objections by submitters, patients and others;



quality indicators for monitoring of the inspection body for patient provisions;



monitoring of the turn-around time;



supplier assessment.

Measures derived from the assessment and specific Q-objectives for the following year should be
recorded in writing.
On 8.6 Internal audits (option A)
For the implementation of internal audits, the recommendations from the document APLAC TC002
09/2010, issue 4, apply accordingly.
External auditors, e.g. employees from cooperating practices or advisors, can also be used. A suitable
qualification of the persons named as auditors must be proven.
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On 8.7 Corrective actions (option A)
Each inspection body must undertake a robust, functional and provable error management.
Measures for correction must be set if deficiencies in the QMS or in the performance of assessments
(inspections) are established. The causes of the deficiencies are to be analysed, corrective measures
taken are to be documented.
Implementation of set measures and their efficacy must be examined at suitable intervals.
When reviews by external organizations indicate the inspection body has nonconformities or potential nonconformities, the inspection body shall take appropriate immediate actions and, as appropriate, corrective action or preventive action to ensure continuing compliance with the requirements of
this International Standard. Records shall be kept of the reviews and of the corrective actions and
preventive actions taken. [cf. also DIN EN ISO 15189 (4.14.8)].
On 8.8 Preventive actions (option A)
The procedures for setting of preventive measures are to be documented.
The inspection body shall evaluate the impact of work processes and potential failures on examination results as they affect patient safety, and shall modify processes to reduce or eliminate the identified risks and document decisions and actions taken (Risk management). [cf. also DIN EN ISO 15189
(4.14.6)].
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4


Documents also valid
DIN EN ISO/IEC 17070:2012 Conformity assessment — Requirements for the operation of various types of bodies performing inspection



inspectionDIN EN ISO 15189:2014 “Medical laboratories – Requirements for quality and competence (ISO 15189:2012); German version EN ISO 15189:2012”



APLAC TC002 09/2010, issue 4



Recommendations of the Federal Medical Association on medical non-disclosure, data protection and data processing in medical practices, “Deutsches Ärzteblatt” 93, no. 43, 25.10.1996



Recommendations on consultation of the Professional Association of German Pathologists and
the German Association of Pathology (date: 17.12.2003), members’ manual, BDP, Reg. Assoc.,
recommendations 3.8



Voluntary inter-institutional quality control in institutes for pathology (quality circle), pathologie.de 03/02, pp. 6-7



Instructions for Autopsies in Pathology of the Professional Association of German Pathologists
and the German Association of Pathology, Reg. Assoc., rev. 1.0, October 2005
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Annex 1 Catalogue of Requirements for Testing Equipment, Devices and Accessories in Pathology1

Annotation:

Certifications by manufacturers/suppliers according to ISO 9001 do not replace calibrations and have no influence on calibration intervals.
Both, the calibration intervals of the measuring equipment, control of their functions and the periods for the replacement of reference
standards are determined by the laboratory/ inspection body.

Function control of the devices = Assurance, that the specifications determined by the institute (including precision), are complied.
Note 1:

Function control (formerly called “internal calibration”) is, for example, the scale check with calibrated weights (reference standard in relation to SI-Unit kilogram).

Note 2:

Also, the regularly check of scales with a control weight (here, the reference standard does not have to be used; every object with known
weight is usable) is a form of function control.

Information:

Guidelines on in-vitro diagnostics/medical products law (operator ordinance, security plan prescriptions for medical products) must be observed with samples/preparation equipment, e.g. slide stainer, sample containers etc.

1

Annotation: Certifications by manufacturers/suppliers according to ISO 9001 do not replace calibrations and have no influence on calibration intervals. The actual
calibration intervals are determined by the influence of the measurement on the result of the inspection, frequency of use, conditions of use and installation
characteristics.
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No.

Designation of equipment

1.

Metal rulers (reference standard)

2.

Ruler (section)

SI unit

Measures

Interval recommendation

m

Metrological traceability according to 71 SD 0 005

 as required

m

Visual check: examination for damage and changes,
such as:

 each day of use

 Intactness and visibility of the scaling;
 Intactness of the edges and surfaces (e.g. by deformations, scratches, notches, corrosion);
 Damage by torsion, bending or other mechanical
strains, e.g. by improper handling, storage;
 If applicable, damage by thermal strain

3.

Microscope

m

Function control

 every 6 months

 Regular check of conformitiy with the calibrated
ruler

 as required

 Maintenance and cleaning

 every 12 months as a rule
 as required

 Field-of-vision determiation

 according to the manufacturers' specifications
 as required

 Verification of the length measurement with meas-  after a lens change
uring grid
 as required
4.

Electron microscope (transmission electron, scanning
electron microscope)

m

Maintenance

 according to the manufacturers' specifications
 every 12 months as a rule
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No.

Designation of equipment

SI unit

Measures

Interval recommendation

Function control

 following cathode change according to manufacturer’s information and every 6 months
as a rule

 Low magnification by means of grid plate cover;
 High magnification by means of lattice plane distance calculation
5.

Calibrated weights (reference standard)

kg

Metrological traceability according to 71 SD 0 005

6.

Scales (Section)

kg

Scales must be suitable for the purpose of use (measurement area, measurement precision).

7.

Laboratory precision scales

kg

 as required

 Maintenance as well as function control

 according to manufacturer’s
information (every 12 months
as a rule or after change of
operation location)

 Intermediate check with suitable control weights
(considering the coverage of the measuring range)

 depending on frequency of
use

Scales must be suitable for the purpose of use (measurement area, measurement precision).
 Maintenance as well as calibration

 according to manufacturer’s
information (every 12 months
as a rule or after change of
operation location)

 Intermediate check with suitable control weights
(considering the coverage of the measuring range)

 depending on frequency of
use
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No.

Designation of equipment

8.

Mechanical pipettes
for immunohistology and molecular pathology

9.

pH-meter

SI unit
kg

Mol

Measures

Interval recommendation

Function control by pipetting of water on suitable,
controlled scale

 depending on frequency of
use

2-point function control with certified standard buffers and return measurement with a third buffer. The
buffers must cover the whole working range of the
pH-meter.

 each day of use

Note: Use of indicator papers for pH value determination is permitted if sufficient precision has been proven
within the framework of the validation of the examination procedure.
10.

Reference Thermometer (reference standard)

K

Metrological traceability according to 71 SD 0 005

 as required

11.

Thermometers for freezers and refrigerators which are
used for storage of reagents and antibodies

K

Actual-temperature/ temperature control

 daily

 every 6 months and as required
Comparison of displayed temperature with reference
thermometer
Function control:

12.

Thermometers of drying cabinets, heating cabinets and
water baths

K

Intermediate inspection:

 each day of use

Actual-temperature/ temperature control
Function control:
Comparison of displayed temperature with reference
thermometer/ logger or min-/max thermometer,
measured temperature for used temperature range

 every 12 months and as required
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No.

Designation of equipment

13.

Mechanical watches, mechanical chronometers

14.

DNA-sequencers (including next generation sequencers)

SI unit
S

Measures

Interval recommendation

Intermediate inspection, internal function control,
evaluation by comparing with quartz clock

 Annualy

Measures are device-specific
 Maintenance
 Function control
 The results of regularly analysed control samples
can be used for function control of the device.

15.

Nuclic acid isolation and purification system with automatic PCR sample preparation (robot)

according to manufacturer’s information and as required
 as required
(The decisive factor is a regular
function control, especially after
device-updates or use of new
software.)

Maintenance

 according to manufacturer’s
information and as required

Function control:

 As required

Examination by means of suitable control material
16.

Real-time-cycler

Function control:

 Annualy

 Exclusion of fringe effects with plate (e.g. 96-well)
systems
 By means of homogenously spread sample covering
all cavities with the canals which are used for diagnostics
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No.

Designation of equipment

SI unit

Measures

Interval recommendation

Function control:

 As required

temperature distribution and determination of temperature-time-gradient by means of a reference thermometer
17.

Thermo-cyclers

Maintenance

 according to manufacturer’s
information and as required

Function control by performing suitable controls.

 each day of use

Function control:

 as required

Temperature distribution and determination of temperature-time-gradient by means of a reference thermometer
18.

DNA-cytometer

Maintenance
Function control

 according to manufacturer’s
information, as a rule every 12
months

19.

ELISA-reader

 Maintenance / change of light bulb after operating
hours

 according to manufacturer’s
information and as required

20.

Automatic strainers

 Maintenance; regular cleaning

 according to manufacturer’s
information

 Internal Q-control: Positive- and negative controls

 as required

 Maintenance including correctness control of temperature

 every 12 months as a rule/ according to manufacturer’sgh
information,

(histo, cyto or immunohistology)

21.

Cryostat
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No.

22.

Designation of equipment

Cooling plates

SI unit

Measures

Interval recommendation

 Disinfection

 after every defrosting

 Cleaning

 each day of use

 Cleaning

 as required

 Simple function control

 each day of use

23.

Laser (micro-dissection)

 Maintenance

 according to manufacturer’s
information and as required

24.

Microtomes
(Sled and rotation microtomes)

 Maintenance according to manufacturer’s information

 every 12 months as a rule

 Cleaning and simple functional check

 each day of use

 Cleaning

 each day of use

 Simple function control

 each day of use

25.

Water baths
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Annex 2 Consultation and further arrangement

1

2

3

Process with first
pathologist (applicant
for the acc.)

Forwarding from first pathologist
to:

Subcontract?

Analysis of
the subcontractor

Criteria for selection of the second pathologist

Identification in the
IS report of the first
pathologist

Consultation
(with or without additional examinations)

Second pathologist

No

N/A

Proof of duty to care in selection

Yes

Further arrangement

LG
(Community of service renderers
according to § 15, Federal Umbrella
Agreement for Physicians)

No

N/A

Rendering of the services for the
first pathologist must be analysed in the LG;
if proof of accreditation for the
scope in question exists, analysis
can be waived as a rule

No

Further arrangement

T-BAG
(part profession exercising community)

No

No

Proof of duty to care in selection

Yes

Remarks:
A further arrangement of an examination leads to a new examination order/case. The second pathologist is responsible for the final report. He reports to the
treating physician and settles. Therefore, this procedure is not to be classified as a sub-contract according to DIN EN ISO/IEC 17020 as a rule.
Personal rendering of a service of a part of a service in a “different institution” is possible and can be settled if it can be proven that they have been notified
to the corporations.
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