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CNAS-CL02-A006
Guidance on the application of accreditation criteria for the medical laboratory quality and competence in the field of Transfusion Medicine

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 Quality and Competence of Medical Laboratory based on characteristics of transfusion medicine examination without any addition or reduction of its requirements.

This Guidance is used together with CNAS-CL02: 2012 Accreditation Criteria for Quality and Competence of Medical Laboratory.

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 is a normative annex. Serial numbers of this annex and content of the annex do not correspond with CNAS-CL02:2012. 
This edition replaces CNAS-CL40:2012
This is a revised version, compared to CNAS-CL40:2012, 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 Transfusion Medicine
1 Scope
This Guidance applies to the accreditation of transfusion compatibility in the field of transfusion medicine. Other examination fields shall comply with requirements of guidance of relative fields.
This document applies to blood medical examination laboratory and transfusion medical laboratory in medical institutions and blood transfusion services.
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.
Clinical Blood Transfusion Specifications, Health Office Medical Care Administration File [2000] NO.184
Medical Institution Blood for Clinical Use Regulations, Order No.85 (2012)
Blood Bank Regulations, Ministry of Health of People’s Republic of China Order No.44
Blood Quality Management Standard, Health Office Medical Care Administration File [2006] NO.167

Blood Bank Laboratory Quality Management Standard, Health Office Medical Care Administration File [2006] NO.183
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 or blood bank; if not, the medical service items of practice license of the medical institution or blood center shall include medical laboratory or blood test, and the laboratory shall have carried out blood transfusion examination for at least 2 years since received the practice license.
4.1.1.3 e) Related staff shall sign a confidentiality statement to protect the privacy of patient and donor.
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
Note: Tests which are sent out for examination, such as rare blood type identification and complicated cross matching of blood, shall be treated as referred examination.
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

4.15 Management review
5 Technical requirements

5.1 Personnel
5.1.2 The director of blood transfusion department in medical institution shall possess junior and above technical titles. All professionals shall possess an education experience of blood transfusion, or have received medical examination training with relative background and have engaged in relative works for at least 3 years.
Qualifications of laboratory director in blood transfusion services shall meet requirements of Blood Quality Management Standard and Blood Bank Laboratory Quality Management Standard.
Staffs that are responsible for review and professional judgment of serological test result of complicated blood type shall have junior and above technical titles plus work experience on this post for at least 5 years.
Accepted authorized signatory shall have 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 blood transfusion compatibility examination for color judgment.
5.1.6 The content and method for staff competence assessment shall be formulated. Work capability of staffs shall be evaluated every year; new employees shall receive at least 2 assessments in the first half year, and records shall be kept. 
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 possess enough space allocated for the following activities:
（a） Blood storage disposition area (if applicable);
（b） Sample receiving and handling area;
（c） Separate testing area;
（d） Sewage disposal area: swage storage and decontamination area;
（e） Night shift duty office;
（f） Supportive space for: documentation access, storeroom, education, reference   book storage;
（g） Staff living quarters for: personal belongings storage, dining area, toilet and bathroom.
Safety risk assessment shall be implemented. If different control areas are designated, specific protective measures and appropriate warnings shall be formulated. Necessary safety facilities and personal protective equipment such as mask, hat and glove shall be equipped if applicable. 
5.2.2 d) Communication equipment should have call-recording function.
5.2.3 Temperature of storage devices of reagent and blood samples shall be continuously monitored and records shall be kept to ensure the temperature changes in acceptable ranges (Use automatic or manual record. The manually recording frequency shall be defined.). If automatic defrosting fridge is used to store samples and reagents, laboratory shall ensure that the refrigeration temperature fluctuates in acceptable ranges). 

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 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 and 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. 
Thermometer for routine use shall be compared with verified/calibrated thermometer regularly (Once per year at least), and the modification value shall be recorded and used.  Accuracy of monitoring point on automatic temperature monitoring system shall be calibrated regularly. 
Timer and centrifugal force/ revolving speed on blood group serology centrifuge shall be calibrated every 6 months.
5.3.1.5 The cause of failure shall be analyzed first after equipment failure is corrected. If equipment failure affects methodology functions, relevant detections 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. 5.3.2.3 The laboratory shall have a documented procedure for the preparation of homemade controls, in which evaluation methods of homogeneity and stability and  records of preparation and evaluation are included.
5.3.2.3 Homemade control should have the preparation procedures, including the evaluation programme of homogeneity and stability, records of the preparation and evaluation shall be retained.
5.3.2.7 The record of homemade reagent shall include: reagent name or composition, specification, storage requirements, preparation or reconstituted date, period of validity and producer.
5.4 Pre-examination processes
5.4.3 Request forms include: laboratory examination request form, blood transfusion request form, volunteer blood donation registration form and etc. Except for general requirements, the request form shall meet requirements of laws and regulations of MOH.
5.4.4.3 Except for general requirements, laboratory directions for sampling actions shall include following items:
· Identification of patient and donor.
· Special patient identification, such as: unconscious patients, newborns, infants and children patients without guardians; infants shall be identified by their parents and guardians;
· Adverse reaction handling of patients and donors in sampling process.
5.4.5 Staffs who are responsible for transport shall receive training about safety and packing requirements in transport process.
5.4.6 Except for general requirements, sample receiving procedure shall ensure the following requirements are met:
c) Send information feedback about compromise sample to applicants and sample collecting staff for continuous quality improvement.
e) A management system for checking of received sample and blood shall be established. The system shall at least include: identification, quantity, quality and condition etc. Samples information shall be checked against patient and donor before received by trained staff. Also, the transfusion history of patient shall be reviewed. 
f) Green channel and emergency response plan shall be developed for emergency  blood transfusion. The laboratory shall have emergency sample handling procedure and clinical communication programs, and records shall be kept. Rare blood type sample shall clearly label.
5.5 Examination processes
5.5.1.2 Performance of Blood transfusion compatibility testing shall be verified.
5.6 Ensuring quality of examination results
5.6.2.2 Controls can be commercial controls or homemade controls.
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 laboratory assesses the acceptability of examination results through comparison with other laboratories (e.g. laboratories that have passed accreditation or laboratories using the same test methods and laboratories using supporting systems), 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. 
Laboratory shall formulate an assessment method that achieve consistency between examination result and clinical diagnose to estimate the acceptability of examination results, if the external comparison is infeasible or not applicable. More than 2 assessments shall be performed and recorded for every year.
5.6.4 Internal laboratory comparison shall be performed to assess acceptability of comparison results at least once a year, including: comparison between staffs and different methods/detection systems, and at least selecting 2 negative samples, 2 weak positive samples and 1 positive sample for comparison. 
Comparison records shall be reviewed and signed by laboratory director and reserved for at least 2 years.
5.7 Post-examination processes
5.7.1 Results of ABO blood groups, RhD blood types and antibody screening shall be compared with the previous results. Laboratory shall take measures to guarantee the accuracy of the result and record the relative condition if discrepancy exists.
5.8 Reporting of results
5.8.1 Instant reporting program and instant recording program shall be established for samples that are difficult for blood typing and blood matching. Rare blood type, positive irregular antibody and cross-matching incompatibility shall be reported immediately.
5.9 Release of results

5.10 Laboratory information management
Annex A (Normative)
Accreditation requirements for Transfusion Medicine examination items
A.1 Accreditation of examinations in blood transfusion department: ABO positive blood grouping, ABO negative blood grouping, Rh (D) blood grouping, antibody screening and cross-matching shall be applied in group.
A.2 Accreditation of examinations in blood service: ABO positive blood grouping, ABO negative blood grouping, Rh (D) blood grouping (including weak D phenotype), antibody screening and cross-matching, alanine aminotransferase (ALT), hepatitis B surface antigens (HBsAg), Hepatitis b virus DNA (if carry out), antibody to hepatitis C virus (anti-HCV), human immunodeficiency virus (HIV), and treponema pallidum antibodies (TPPA)(nonspecific + specific test) shall be applied in group.
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