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CNAS-CL02-A002
Guidance on the application of accreditation criteria for the medical laboratory quality and competence in the field of body fluid examination
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 based on characteristics of body fluid examination 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 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.

The Annex A and B are normative annexes. Serial numbers of these annexes and content of these annexes do not correspond with CNAS-CL02:2012. 

This edition replaces CNAS-CL41:2012.
This is a revised version, compared to CNAS-CL41:2012, 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 body fluid examination
1 Scope

This Guidance applies to accreditation for medical laboratory in the field of body fluid examination by CNAS.
The field of body fluid examination includes routine and morphology examination of all kinds of body fluid such as urine, cerebrospinal fluid (CSF), pleural fluid, stool, etc...
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.
GB/T 20468-2006 Guideline for internal quality control for quantitative measurements in clinical laboratory
CNAS-RL02 Rules for Proficiency Testing
3 Terms and definitions
4 Management requirements
4.1 Organization and management responsibilities
4.1.1.2 If a medical laboratory is an independent legal entity, it shall possess the practice license of medical institution; if not, the medical service items of practice license of the medical institution which the laboratory belongs to shall include medical laboratory; and the laboratory shall have carried out medical examination for at least 2 years since received the practice license.
4.1.2.5 The medical laboratory shall possess at least 1 staff with senior or above professional qualification with at least 5 years experience in medical laboratory examination to take charge of the technical management.
4.2 Quality management system
4.3 Document control 
4.4 Services agreements

4.5 Examination by referral laboratories

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
The laboratory shall calculate the ratio of unqualified primary samples (e.g. insufficient sample volume, contamination, coagulation, incorrect storage container, improper insulation measure and etc.) and analyze the causes with clinical departments, and take necessary measures to improve work quality.
4.13 Control of records

4.14 Evaluation and audits

4.15 Management review
5 Technical requirements

5.1 Personnel
5.1.2 The director of body fluid examination laboratory (hereinafter referred to as the “laboratory”) shall possess junior and above technical titles and have engaged in body fluid examination for at least 3 years. 
Accredited authorized signatory shall possess junior or above professional qualification, and have worked in the field of authorized signature for at least 3 years. 
Staff with color vision disorder shall not engage in body fluid examination which requires color vision capability.
5.1.3 Laboratory staff allocation shall meet following requirements: at least 2 staffs for handling 1-200 body fluid specimens in a day; 3-4 staffs for 200-500 body fluid specimens in a day; appropriate staff reduction is applicable if the laboratory utilizes automatic instruments for screening visible components.  
5.1.6 Work capability of staffs shall be evaluated every year. New employees shall receive at least 2 assessments in the first half year especially for staffs who are engaged in body fluid morphological identification.
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
5.2.3 Storage conditions (e.g. humidity) shall meet the requirements, if the laboratory utilizes dry chemistry urine test strips. Target temperature and acceptable range shall be set for clinical samples and reagents storage facilities and records shall be kept. Measures shall be taken when temperature and humidity 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 should meet the requirements of national regulation or hospital ethics committees for patient privacy protection.
5.2.6 Temperature and humidity control requirements shall be based on the environment 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.
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).
5.3 Laboratory equipment, reagents and consumables 
5.3.1.4 Equipment requiring mandatory verification shall be verified according to national regulations. Equipments requiring external calibration shall be calibrated according to calibration procedures of manufacturer if compliable with testing purposes and requirements. Calibration shall be implemented at least on sampling system, testing system and temperature control system of analytical equipment (if applicable). 
A horizontal centrifuge used for urine visible components analysis shall have cover; and shall be able to set a RCF of 400g. This centrifuge shall be calibrated for every 12 months. 
5.3.1.5 The cause of equipment defective shall be analyzed after the defective is corrected. If the equipment defective affects the analytical characteristics, relevant testing and verifications shall be performed with following appropriate methods: 
a) Implementing calibration verification on appropriate tests, or implementing calibrations when necessary;
b) Quality control examination;
c) Comparing with test results of other instruments;
d) Retesting the reserved sample.
5.4 Pre-examination processes
5.4.2 Different sampling methods and requirements shall be in place for different type of body fluid respectively. If patients collect samples all by themselves, laboratories or medical staffs shall give these patients directions for correct sampling actions. Samples that require special sampling actions shall be collected with the help of doctors and nurses. 
5.4.5 All body fluid samples shall be transported in sealed containers.
5.5 Examination processes
5.5.1.2 Performance characteristics of urine dry chemistry analyzer shall at least include: negative and positive agreement rate; performance qualification of urine visible components analyzer shall at least include: precision, carry-over and reportable range.
5.5.1.3 Visible components examination shall be implemented on all urine samples by microscope if practicable; microscope rechecking programs shall be in place and validated for urine visible components analysis by laboratory if the laboratory utilizes an automatic instrument for visible components screening.  
a) Describe the basis and method of microscope rechecking programs.
b) Specify the verification method and standard, verify the rechecking program and ensure a ≤5% false negative rate.
5.5.2 Biology reference intervals of urine visible components analyzer shall be verified using at least 20 healthy human urine samples.
5.6 Ensuring quality of examination results
5.6.2.2 Internal quality control of tests such as red cell and white cell on urine visible components analyzer shall be performed referring to GB/T 20468-2006 Guideline for internal quality control for quantitative measurements in clinical laboratory. The internal quality control shall at least utilize controls of 2 levels (normal and abnormal concentration levels) and shall be detected at least once in a working day and utilize 13s, 22s control rules.
Qualitative body fluid tests shall at least utilize negative and positive controls for internal quality control. Test once in every working day, the deviation shall be less than 1 grade. And the negative controls must be negative and positive controls must be positive.
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 When the laboratory assesses the acceptability of examination results through comparison with other laboratories (e.g. laboratories that have passed accreditation or same level or higher level hospital laboratories using the same test methods), the following requirements shall be met:  

a) Define selection principles of comparison laboratory;

b) Using at least 5 samples, including negative and positive samples;

c) Comparison frequency: at least twice 1 year;

d) Acceptance criteria: ≥80% results shall meet requirements.
5.6.4 Laboratory internal result comparison shall meet following requirements:
a) Different methods and systems for the same examination shall at least perform a result comparison in 6 months;
－Use at least 5 clinical samples (including normal and abnormal levels) for comparison if the analytical system validation is finished and requirements for performance of urine analyzer are met; 
－The deviation of qualitative determination shall be less than 1 grade. And the negative controls must be negative and positive controls must be positive;
－It is not appropriate for comparison if the instrument model of urine dry chemistry analyzer and urine visible components analyzer are different.
b) For urine visible components examination, comparison is not appropriate among urine dry chemistry analyzer, urine visible components analyzer and urine sediments microscopic examination. 
c) Results derived from morphologists shall be compared and assessed regularly (at least once in every 6 months, at least 5 clinical samples every time) and records shall be kept.
d) Comparison records shall be reviewed and signed by laboratory manager and reserved for at least 2 years.

5.7 Post-examination processes

5.8 Reporting of results
5.8.3 For the morphological tests in examination report, the final unique result after screening shall be reported. Relative descriptions may be attached if necessary. Results of urine sediments microscopic examination shall be properly reported with the components quantity in every high/low power field.
5.9 Release of results

5.10 Laboratory information management

Annex A (Normative)
Requirements for morphologist of body fluid examination 

A.1 Visible components that can be recognized by morphologists
A.1.1 Visible components in urine
a) Red blood cell, white blood cell, squamous cell, renal tubular epithelial cell, transitional epithelium cell, phagocytic cell
b) Broadcast, cellular cast, fatty cast, granular cast, hyaline cast, red cell cast, waxy cast, white cell cast
c) Bacteria, parasite, fungus
d) Amorphous crystal, calcium oxalate crystal, cholesterol crystal, dicysteine crystal, triple phosphate crystal, uric acid crystal, bilirubin crystal, tyrosine crystal, ammonium urate
e) Contaminant, slime filament, sperm
A.1.2 Visible components in cerebrospinal fluid (CSF)
Lymphocyte, monocyte, neutrophile granulocyte, cryptococcus neoformans
A.1.3 Visible components in serous cavity effusion
Neutrophile granulocyte, lymphocyte, monocyte, eosinophile, basophile, macrophage, mesothelial cells
A.1.4 Visible components in arthroedema
Neutrophile granulocyte, lymphocyte, monocyte, histiocyte, synoviocyte, RA cell, LE cell
A.1.5 Visible components in Broncho alveolar lavage fluid (BALF)
Neutrophile granulocyte, lymphocyte, eosinophile, macrophage, red cell, cell debris
A.1.6 Visible components in other body fluids
Red cell, white cell, bacterium, fungus, parasite and parasitic ovum
A.2 Identification requirements for visible components
Visible components shall be checked by using at least 50 photomicrography photos (including normal and abnormal visible components) or other methods. Inspection staff shall identify at least 80% formed elements.
Annex B (Normative)
Accreditation requirements for clinical body fluid examination items
Each of the following groups of clinical body fluid tests is an integral measurement capability. If the laboratory implements examinations of the following groups, then all tests of the selected group shall be applied for accreditation. All methods shall be applied for accreditation when results of one test are reported by different instruments/methods.
B.1 Urine routines tests (glucose, occult blood, white cell, pH, ketone body, nitrite, protein, specific gravity, urobilinogen, bilirubin, and urine visible components analysis (automatic or manual).
B.2 Stool routine tests (red cell and white cell), stool occult blood.
B.3 If a laboratory apply for accreditation of morphology identification tests for body fluid , it shall:
(a)  Have tested 30 patients and issued reports;
(b) Have tested at least 2 patients and issued reports monthly in the recent 6 months. 
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