
[image: image1.jpg]



CNAS-CL02-A007
Guidance on the application of accreditation criteria for the medical laboratory quality and competence in the field of Histopathology
China National Accreditation Service for Conformity Assessment

Foreword
This Guidance 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 by CNAS based on the characteristics of examinations in the field of histopathology, without any addition or reduction of its requirements. 

This Guidance is used together with CNAS-CL02:2012 Accreditation Criteria for the Quality and Competence of Medical Laboratories.
For structural arrangement, the Guidance 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.

Annexes A and B in this document are normative annexes. The serial number and content of annexes do not correspond with those of CNAS-CL02:2012.

This edition replaces CNAS-CL37:2012.
This is a revised version, compared to CNAS-CL37:2012, 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 Histopathology
1 Scope

This Guidance applies to accreditation for medical laboratory in the field of histopathology by CNAS. 

Histopathology includes surgical pathology, intraoperative frozen section, special staining, immunohistochemistry, flow cytometry, molecular pathology, and ultrastructural pathology, etc. The requirements of molecular pathology examination shall meet the application guidance of the specific specialties.
Note: “Histopathology” is an idiomatic usage in the field of pathology. “Examination” is used in other fields, which refers to definition 3.7 in CNAS-CL02:2012.

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

4 Management requirements 
4.1 Organization and management responsibility 
4.1.1.1 The setup of pathological examination laboratory (hereafter referred to as the laboratory) shall meet requirements in 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.
4.1.2.5The laboratory shall possess at least 1 staff with junior or above professional qualification plus at least 5 years of experience in pathological examinations to take charge of technical management.
4.2 Quality management system

4.3 Document control 
4.4 Services agreements 
4.4.1 Test 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.   

4.6 External services and supplies 
4.7 Advisory services 
4.8 Resolution of complaints      

4.9 Identification and control of nonconformities    

4.10 Corrective action      

4.11 Preventive action 
4.12 Continual improvement 
4.13 Control of records 
4.14 Evaluation and audits 
4.14.7 The laboratory shall develop quality indicators such as ratio of unqualified primary samples, ratio of excellent pathological sections, the diagnosis coincidence rate of frozen section and paraffin section, turnaround time, complaints resolution, etc.

4.15 Management review 
5 Technical requirements 
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 pathological 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.

5.1.3 Personnel allocation and post setting in laboratory shall meet the needs for intact histopathology diagnosis process and quality assurance; the number of personnel depends on the number of pathological examinations. The laboratory shall reasonably set the ratio of all or different levels of physicians and technicians, and define relevant business requirements and post responsibilities. Auxiliary personnel shall meet their post requirements. 
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, sampling, tissue processing, section making, staining, immunohistochemistry, pathological diagnosis, pathological archives, and sample storage, etc.
Safety risk assessment shall be implemented. Protective measures and appropriate warnings shall be formulated against biological, chemical, radiological and physical hazards.
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, section making room, and pathological information system.
5.2.2 Areas for sample reception, sampling and sample storage shall be managed and set according to biosafety level 2 (BSL-2) criteria.
5.2.3 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. 
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.
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.
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.
If necessary, the laboratory shall be provided with Uninterrupted Power Supply (UPS) and/or dual power supply to ensure proper functioning of key equipment (e.g. analyzer, tissue hydroextractor, incubator, and refrigerator, etc. that requires temperature control and continuous monitoring).
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:
e）Clinically relevant information of patient consists of findings in operation (including endoscopy), information of previous pathological examinations (including previous pathological examination number and diagnosis), laboratory examination/imaging examination results (where applicable); Female patients requesting for pathological examinations of gynaecology and obstetrics, shall provide menstruation history and pregnancy history;
f）Sample isolated time, sample fixation time, sample quantity .
5.4.5 c）Pathological samples shall be sent integrally to the laboratory for examination after being collected. If needed, special sampling shall be notified to and performed by a pathologist.
5.4.6 The laboratory shall ensure that the pathological examination number always serves as the only identification of primary samples, sampled samples (embedding box), paraffin block or section during the examination.
5.5 Examination processes 
5.5.1.1 Pathological examination procedures shall be developed according to accepted procedures, i.e. “Operation Specification for Clinical Technologies – Pathology” and internationally authoritative monographs, which shall include process from gross sample examination, sampling to release of pathological report. 
If applicable, all previous cytology and/or histology materials shall be examined together with materials used in current pathological examinations for the same patient.
5.5.1.2 The laboratory shall evaluate staining conditions for new antibodies reacting positively or negatively with target antigens. Reaction conditions shall be optimized during evaluation, such as antibody titer, antigen retrieval, type and concentration of other reactive reagents. 
5.5.3 Pathological examination procedures shall include: 

(a) Gross examination and sampling: physicians and technicians shall check, hand over and receive the tissue blocks after sampling;
(b) Tissue processing and section making: tissue dehydration, waxdip, embedding, section, staining and mounting, etc.
(c) Histological diagnosis: set diagnostic rights for all or different levels of physicians, establish review system by a second or a third physician and consultation system of intractable cases within department. If necessary, perform relevant examinations through special staining, immunohistochemical staining, electron microscope technique, molecular biological technique, flow cytometry, etc.
For flow cytometry analysis, the optics of instrument shall be calibrated or verified using appropriate fluorescent standards before clinical samples are tested, and records shall be kept. If calibration or verification fails, the laboratory shall figure out the cause of failure and take appropriate measures until the calibration is passed.
The laboratory shall establish cytoactive criteria of specimens for flow cytometry.
The laboratory shall develop a procedure to count cells for flow cytometry to adjust cell concentrations for optimal antibody staining.
The laboratory shall develop a procedure to ensure that immunoglobulin staining detected by is intrinsic.
For flow cytometry analysis,  appropriate gating techniques shall be used to distinguish different cell populations, especially the abnormal cell population.
5.6 Ensuring quality of examination results 
5.6.1 The laboratory shall monitor the coincidence rate between current and previous pathological diagnoses, the coincidence rate of pathological diagnoses between intraoperative frozen section and paraffin section, and randomly select several pathological reports for peer review on a regular basis.
5.6.2.2 For Immunohistochemical staining or fluorescent staining, appropriate positive and negative controls shall be used; for flow cytometry, relevant controls for each fluorescent antibody and labeling method shall be detected.
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 Pathological diagnosis results shall be reviewed and confirmed upon request of clinicians.
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 Residual samples shall be placed in proper containers after sampling, and stored in appropriate amount of 10% neutral buffered formalin, accompanied with relevant pathological examination number and name of patient.  At least, residual samples shall be preserved until 2 weeks after pathological examination report is released. Sample containers without residual samples after sampling shall at least be preserved until 2 weeks after the report is released. Pathological archives preservation shall meet requirements in Guidance on Construction and Management of Pathology Department (trial implementation).
The laboratory shall establish borrowing regulations for original section/paraffin block used for consultation or legal procedures, and keep records of use, borrowing and subtenancy.
5.8 Reporting of results 
5.8.1 Turnaround times for pathological examination shall meet requirements in Guidance on Construction and Management of Pathology Department (trial implementation).
5.8.3 In addition to general requirements, pathological report shall also include following information:
· gross description;
· microscopic description, if applicable;
· final diagnosis;
· explanation for discrepancies with previous results of cells, aspirated samples and/or frozen sections;
· Results of special examinations (e.g. immunohistochemistry, electron microscope, molecular pathology), if applicable.
Terms and tumor staging used in report shall conform to industry standards.
Consultation results within department shall be included in final diagnosis report of patient, and relevant requirements shall be established.
Flow cytometry/diagnosis report shall include percentage of abnormal cell populations (if identified), immunophenotyping information, and shall provide possible diagnosis.
5.9 Release of results 
5.9.1Pathological 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.
The laboratory shall authorize a specially-assigned person to deliver pathological examination report, and shall have a procedure to define the delivery method. The recipient shall sign and record the time when receiving the report. Signature form of report release shall be kept for at least 2 months.
5.10 Laboratory information management 
Annex A (normative)
Assessment requirements for histopathological examinations and special pathological examinations
A.1 Assessment requirements for histopathological examinations
A.1.1 Examination items to be reviewed
（1） Covering all examination items applied for accreditation, and all examination systems used.
（2） Small biopsy specimens, including aspiration biopsy and endoscope biopsy specimens, at least 20 samples;
（3） 20 specimens from surgical excision, including 5 lymph node specimens;
（4） Frozen section, at least 10 samples.
A.1. 2 Requirements for histopathological examinations
A.1.2.1 Pathologist
（1） Standard sampling and making a description;
（2） Making pathological diagnosis or differential diagnosis based on characteristics of morphology;
（3） Selecting appropriate auxiliary examinations, such as immunohistochemical examination, special staining, molecular pathological examination, flow cytometry, etc.
（4） Making correct interpretation of results of special staining, immunohistochemical examination, molecular detection, providing accurate pathological diagnosis based on above results and making relevant differential diagnosis; content and format of issued pathological report meet requirements;
（5） Familiar with internal quality control and external quality assessment of pathological diagnosis.
A.1.2.2 Pathological technician
（1） Familiar with respective methods to handle different types of specimens, such as embedding direction;
（2） Making qualified pathological section;
（3） Identifying the problems occurred in section-making and correcting those problems;
（4） Mastering the usage and routine maintenance of conventional equipment in technical room, such as automatic hydroextractor, paraffin embedding machine, histotome, automatic staining machine;
（5） Familiar with and applying internal quality control and external quality assessment of common pathological techniques.
A.1.3 Quality assessment criteria for pathological section
Acceptance criterion is that pathological diagnosis can be made based on pathological section. The following aspects are assessed respectively to finally determine failure, pass and excellence for the section; percentage of pass shall exceed 95%.
（1） Contrast: clear contrast between cell nucleus and cytoplasm staining with appropriate red color and blue color
（2） Clarity: highly clear, clean
（3） Thickness: thin section (usually 4μm), uniform thickness
（4） Integrity: intact tissue section, intact endoscopic biopsy and aspiration biopsy specimens section
（5） Crack: tool marks, fracture, chatter mark
（6） Crease: gauffer, fold
（7） Contamination: no contamination with other tissues
（8） Mounting: no bubbles, no glue solution spill
（9） Location: proper location of mounting
（10） Label: upright and secure, clear number
A.2 Assessment requirements for special pathological examinations
A.2.1 Examination items to be reviewed
（1） Special pathological examinations include immunohistochemistry, special staining, molecular pathology, flow cytometry and electron microscope examination, etc.
（2） Requested examinations based on accredited histopathological examinations;
（3） Covering all examination items applied for accreditation, and all examination systems used..
A.2.2 Requirements for special pathological 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;
Mastering internal quality control and external quality assessment, such as selection of positive control tissue.

（3） Annex B (normative)
Accreditation requirements for histopathology examination items
B.1 Histopathological examinations shall be accredited in combination with relevant histochemical, immunohistochemical/flow cytometry and/or molecular pathological examinations.
B.2 Histopathological examinations involving individualized treatment shall be accredited in combination with relevant immunohistochemical and/or molecular pathological examinations, such as ER, PR, HER2, CD20, EGFR, KRAS, etc.
B.3 Accredited scope of histopathological examinations shall be clearly defined, e.g. respiratory system, digestive system, nervous system, breast and female reproductive system, bone joint and soft tissue, urinary system and male reproductive system, endocrine system and hemopoietic system, etc.
Issued on 2018-03-01                                                   Implemented on 2018-03-01

