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Foreword

This document was prepared by China National Accreditation Service for Conformity Assessment (CNAS). It is a further explanation for CNAS-CL02:2012 “Accreditation Criteria for the Quality and Competence of Medical Laboratories” based on the  characteristics of cytopathology examination without any addition or reduction of its requirements.. 
This document is used together with CNAS-CL02:2012 “Accreditation Criteria for the Quality and Competence of Medical Laboratories”.
For structural arrangement, the document utilizes the same clause numbers and titles as CNAS-CL02:2012. The details on application specification of CNAS-CL02:2012 are given following the corresponding clauses.
Annex A is a normative annex. The serial numbers and contents of the annex do not correspond with CNAS-CL02:2012.
[bookmark: _GoBack]This edition replaces CNAS-CL51:2012.
This is a revised version, compared to CNAS-CL51:2012, this edition only revised the document number.


Guidance on the application of accreditation criteria for the medical laboratory quality and competence in the field of Cytopathology

1 Scope
This document applies to accreditation for medical laboratory in the field of cytopathological examination by CNAS. Based on the sources of samples, cytopathological examination can be classified into gynecologic and non-gynecologic examination or into exfoliative cytology and fine needle aspiration cytology examination based on the examination methods. 
The special examination and molecular genetic examination involved in the field of cytopathological examination shall meet the requirements of the applicable guidance. 
Note: “cytopathological check” is a common usage in the area of pathology. In other specialties, “examination” as in definition 3.7 of CNAS-CL02:2012 is used. 
2 Normative references
The following documents are indispensable for the application of this document. For dated references, only the edition cited applies. For undated references, the latest edition of the referenced document (including any amendments) applies.
Guidance on Construction and Management of Pathology Department (trial implementation), Health Office Medical Care Administration File〔2009〕No. 31
Operation Specification for Clinical Technologies – Pathology, People’s Military Medical Press, 2004 
CNAS-RL02 Rules for Proficiency Testing
3 Terms and definitions
4 Management requirements
4.1 Organization and management responsibilities
4.1.1.1 The setup of a cytopathological laboratory (hereinafter referred to as ‘the laboratory’) shall meet the requirements of Guidance on Construction and Management of Pathology Department (trial implementation).
4.1.1.2 If the laboratory is an independent legal entity, it shall possess the Practice License of Medical Institution; if not, the medical service items of the practice license of medical institution which the laboratory belongs to shall include pathology department, and the  laboratory shall have carried out pathological examinations for at least 2 years since the practice license is approved.
4.1.1.3 [bookmark: OLE_LINK3][bookmark: OLE_LINK4]For cytopathological examinations like fine needle aspiration that causes injury, there shall be notification to the patient and/or family and explanation of the operating risks or other relevant matters. The examination can be done only after the agreement of the patient or family is obtained and the informed consent is signed. 
4.1.2.5 There shall be at least 1 person responsible for technical management who has senior technical title qualifications and has worked in the field of pathological examination for at least 5 years. 
4.2 Quality management system
4.3 Document control
4.4 Service agreements
4.4.1Test items, methods of tests, sample requirements, request form for pathological examinations, pathological reports, turnaround time, unexpected results and special cases (e.g. infectious diseases that have to be reported according to national regulations), and informed consent shall be included in services agreements.
4.5 Examination by referral laboratories
4.5.1 Consultation requested by patients or clinicians themselves does not apply.  
[bookmark: _Toc408403195]4.6 Purchasing services and supplies
[bookmark: _Toc408403196]4.7 Service to the customer
[bookmark: _Toc408403197]4.8 Complaints
[bookmark: _Toc408403198]4.9 Control of nonconforming testing and/or calibration work
[bookmark: _Toc408403199]4.10 Improvement
[bookmark: _Toc408403200]4.11 Corrective action
[bookmark: _Toc408403201]4.12 Preventive action
[bookmark: _Toc408403202]4.13 Control of records
[bookmark: _Toc408403203]4.14 Internal audit
[bookmark: OLE_LINK17][bookmark: OLE_LINK20]4.14.7 The laboratory shall develop quality indicators such as ratio of unqualified primary samples, ratio of excellent pathological sections, coincidence rate of cytological and histological diagnosis, turnaround time and complaint handling rate etc. 
[bookmark: _Toc408403204]4.15 Management review
[bookmark: _Toc408403205]5 Technical requirements
[bookmark: _Toc408403206][bookmark: _Toc408403207]5.1 Personnel
5.1.2 Laboratory director shall be a pathologist with senior or above professional qualification titles and at least 10 years experience in clinical pathological diagnosis. 
The physician issuing cytopathological reports independently shall possess junior or above professional qualification, and have working experience in the field of pathological diagnosis for over 5 years.
Accredited authorized signatory shall be a pathologist with junior or above professional qualification, and have worked in the field of authorized signature for at least 5 years.
The personnel collecting specimen for fine needle aspiration cytopathology shall be a pathologist or clinical doctor with required qualifications. 
Personnel performing cytological smear, cell block slide, immunological phenotype, electronic microscopy and various molecular tests shall be technologists with the diploma of corresponding specialty and technical qualifications. 
5.1.3 Personnel allocation and post setting in laboratory shall meet the needs for intact cytopathological diagnosis process and quality assurance. 
The laboratory shall set a limit to the slide reading workload of the pathologists and should meet the following requirements: no more than 100 slides per person/per working day. For non-gynecologic cytological examination items, especially fine needle aspiration item laboratory or teaching or research laboratory, the number of staff may be increased as appropriate. 
5.1.6 Work capability of staffs shall be evaluated every year by establishing the content and method for competence assessment. New employees shall receive at least 2 assessments in the first half year.
Staffs shall receive retraining and reassessment when posts change or return to work after 6 months’ leave, or changes take place in policies, programs and technologies . Only qualified staffs may return to work and records shall be kept.
5.2 Accommodation and environmental conditions
5.2.1 The laboratory shall set up relevant functional areas, at least including areas for  sample reception and storage, sampling, imaging, diagnosis and file storage. The laboratory performing fine needle puncture examination shall allocate the puncture examination room. 
Safety risk assessment shall be implemented. Protective measures and appropriate warnings shall be formulated against biological, chemical, radiological and physical hazards. The sample reception and storage, sampling, imaging and cytological examination rooms shall have such sterilization equipment as UV lights, emergency spray device and eyewash. The sample preparation area shall have biosafety cabinet. 
The laboratory shall develop relevant measures to limit patients and unauthorized visitors to access to areas and information affecting the quality of examinations, such as sample reception area, sampling room, imaging room and pathological information system etc. 
5.2.3 There shall be sufficient storage space with suitable conditions for keeping cytological samples, glass slides, cell wax blocks, documents, records, equipment, reagents and consumables. Target temperature and acceptable range shall be set for clinical sample and reagent storage facilities and records shall be kept. Measures shall be taken when temperatures are out of control and records shall be kept. 
Flammable, explosive and highly corrosive hazardous materials shall be separately warehoused and stored with perfect registration and management rules. 
5.2.5 The reception/waiting and collection areas of the patient sample collection facilities should separate. Meanwhile, sample collection facilities in laboratories also meet the requirements of national regulation or hospital ethics committees for patient privacy protection.
The cytological examination room shall have independent collection area to protect the privacy of patients. 
5.2.6 The laboratory shall detect the vapour concentrations of harmful gases such as formaldehyde and xylene in work areas every year to ensure their concentrations within stated allowable range.
[bookmark: OLE_LINK11]Temperature and humidity control requirements shall be based on the environmental temperature and humidity requirements of the analytical equipment and examination process, and records shall be kept. Measures shall be taken when temperature and humidity are out of control and records shall be kept.
The laboratory shall establish appropriate water quality standards based on specific requirements for the use of instruments and/or reagents. Water quality shall be examined and recorded periodically. Measures shall be taken when water quality is out of control and records shall be kept.
UPS and dual power supply shall be used, if necessary, to guarantee regular work of critical equipments (e.g. analyzers, incubators and fridges etc. which require temperature control and continuous monitoring).
[bookmark: OLE_LINK68][bookmark: OLE_LINK69]Microscope reading area shall have enough room, require quiet working environment and be free from disturbance.
5.3 Laboratory equipment, reagents, and consumables
5.3.1.4 Equipment requiring mandatory verification shall be examined or calibrated according to national regulations, e.g. balance, pipette, thermometer, etc. Equipments requiring external calibration shall be calibrated according to calibration procedures of manufacturer.
5.4 Pre-examination processes
5.4.3 In addition to general requirements, request form for pathological examinations shall include the following information:
c） Sample collecting site, a brief description of the focus of infection requiring examination (applicable when the sampling is done by the cytopathological room) and special requirements (e.g. multi-point puncture and retaining sample for auxiliary examination, which shall be indicated in the request form).
e）clinically relevant information about the patient and the request for examination for use in the performance and result interpretation purposes, including medical history (signs and symptoms), surgery (including endoscopic examination) finding, past pathological examinations (including previous pathological number and diagnosis), laboratory examination/imaging examination results (where applicable); female patients requesting for pathological examinations of obstetrics and gynecology shall provide menstruation history and pregnancy history; including, where necessary, the ancestry, family history, travel and exposure history, communicable diseases and other clinically relevant information. 
f）date and, where relevant, time of primary cytological sample collection; 
5.4.4.3 Instructions for collection activities shall including the following: 
b）verification that the patient meets pre-examination requirements, e.g. fasting status of patients with esophageal netting, blood coagulation time of Deep viscera puncture patients;
e）The sample container shall at least have 2 types of labeling (e.g. patient’s name and another kind of identification). The glass slide submitted for examination shall at least have one type of labeling (the patient’s name cannot be used alone as identification), 2 types are better. The new label made by the laboratory on the submitted glass slide shall not remove the original label. Every glass slide and each container shall be respectively labeled. The method for labeling the sample containers and glass slides shall be documented.  
f）The cytological sample collection performed by clinical doctors or cytopathological staff shall record name of the collecting person, section/unit, collecting process and date and for examination with special requirements (e.g. immunohistochemical testing of estrogen and progesterone receptors ) shall record the collection and fixed time. Apart from the operating process and conditions of the patient, the collection process record shall include a description of the traits and amount of the collected samples. 
5.4.6 d）All samples received shall be recorded. The date and time of receipt of samples (e.g. intraoperative quick cytological diagnosis when needed) and transfer personnel on both sides. Where necessary, supplementary information obtained after contacting clinical personnel that submit the sample shall be indicated separately in the request form with the contact time, contacted person and contact means also recorded for review. 
Whenever possible, the identity of the person receiving the sample shall also be recorded.
All the received samples shall be given a pathological number, which will be added to the sample/container and request form.
5.5 Examination processes
5.6 Assuring quality of examination results
5.6.1 For positive non-gynecology cytology and high-level gynecology cytology cases, the policy for statistical comparison between cellular and histological pathology examination results shall be established. Obvious inconsistence shall be recorded and root cause analyzed. 
The policy for gynecology cytology result statistics shall be established, such as proportion of dissatisfactory, negative, untypical, low level and high level lesions and the proportion of various lesions. 
5.6.3.1 Requirements in CNAS-RL02 Rules for Proficiency Testing shall be referred to perform relevant proficiency testing/external quality assessment. Results and certificates obtained from proficiency testing/external quality assessment shall be reserved.  Laboratory director or designee shall monitor the result of external quality assessment and sign on the result reports. 
5.6.3.2 The laboratory shall define selection principles of comparison laboratory (e.g. accredited laboratories or laboratories using the same test methods), sample quantity, comparison frequency and acceptance criteria when assessing the acceptability of test results through comparison with other laboratories. 
5.7 Post-examination processes
5.7.1 The policy for cytopathological review and intractable case discussion shall be executed with corresponding records kept. 
For cervical smear examination, 10% negative smears shall be sampled for review prior to report release. Record shall be kept.
Discussion about intractable cases shall be organized within department for at least once a month, or the laboratory shall attend those smear-reading meeting held in province, city or local area, and records shall be kept.
5.7.2 The residual samples of cytopological examination shall be kept until the cytopathological diagnosis report is released and for positive cases, for 2 weeks after the report is released except for infectious samples (e.g. phlegm and coelomic fluid) which is difficult to keep. The retention of pathological files and material shall meet the requirements of Guidance on Construction and Management of Pathology Department (trial implementation).
5.8 Reporting of results
5.8.1 Turnaround times for cytopathological examination shall meet the requirements of Guidance on Construction and Management of Pathology Department (trial implementation). 
5.8.3 In addition to the general requirements, the cytopathological report shall also include cytopathological diagnosis (use of descriptive diagnosis is preferred) and where necessary, provide a general description, microscopic description, notes and suggestions. 
5.9 Release of results
5.9.1 Pathological examination report shall be released in combination with clinical information of patient. When pathological examination result is apparently inconsistent with clinical diagnosis, especially concerning the location or nature of lesion, the laboratory shall have a document specifying how to release results. 
5.10 Laboratory information management


Annex A (normative)

Assessment requirements for special cytopathological examinations
A.1 Assessment requirements for cytopathological examinations
A.1.1 Examination items to be reviewed
（1） [bookmark: OLE_LINK40][bookmark: OLE_LINK41]Covering all examination items applied for accreditation, and all examination systems used;
（2） Including at least 10 cases of positive sample for gynecology and non-gynecology cytology respectively.
A.1.2 Requirements for cytopathological examinations
A.1.2.1 Pathologist
（1） Have a good understanding of the diagnosis criteria of the gynecology cytology TBS classification system, can apply it to gynecology cytological diagnosis, know the meanings of various diagnosis and its corresponding relationship to histological diagnosis as well as the principles for clinical handling of different diagnosis;
（2） Capable of performing accurate pathological diagnosis and differential diagnosis based on morphology;
（3） Capable of choosing appropriate special examinations: immunohistochemistry, specific staining and molecular pathological examination;
（4） Cytopathological report meeting the standard; 
（5） Familiar with internal quality control and external quality assessment of pathological diagnosis. 
A.1.2.2 Pathological technician
（1） Capable of using relevant equipment for developing high-quality cytological film; 
（2） Capable of correcting problems with the cytological smears; 
（3） Mastering the maintenance of required instrument and equipment;
（4） Familiar with and applying internal quality control and external quality assessment.
A.2 Assessment requirements for special pathological examinations
A.2.1 Examination items to be reviewed	
（1） Special pathological examinations include immunohistochemistry, specific staining, molecular pathology, fluid cytometry and electron microscope examination;
（2） Requested examinations based on accredited cytopathological examinations;
（3） Covering all examination items applied for accreditation, and all examination systems used.
A.2.2 Requirements for special cytopathological examinations
A.2.2.1 Pathologist
（1） Correct interpretation of test results;
（2） Mastering internal quality control and external quality assessment.
A.2.2.2 Pathological technician
（1） Mastering fundamental principles of special pathological examinations; 
（2） Identifying and estimating test effect; 
（3） Mastering internal quality control and external quality assessment, such as selection of positive control tissue. 
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