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Quality System Assessment for Nonwaived Testing (QSA) Chapter 
QSA.12.01.01 

7KH�ODERUDWRU\�XVHV�TXDOLW\�FRQWURO�SUDFWLFHV�DQG�YDOLGDWLRQ�PHWKRGV�IRU�KLVWRFRPSDWLELOLW\�WHVWLQJ� 
Element(s) of Performance for QSA.12.01.01 

(3�� )RU�LPPXQRORJLF�UHDJHQWV��IRU�H[DPSOH��DQWLERGLHV��DQWLERG\�FRDWHG�SDUWLFOHV��FRPSOHPHQW��WKDW
IDFLOLWDWH�RU�HQKDQFH�WKH�LVRODWLRQ�RI�O\PSKRF\WHV��RU�O\PSKRF\WH�VXEVHWV��WKH�ODERUDWRU\�PRQLWRUV�WKH�
HIILFDF\�RI�WKH�PHWKRGV�ZLWK�TXDOLW\�FRQWURO�SURFHGXUHV� 

Revised EP 6 If the laboratory uses immunologic reagents to facilitate or enhance the isolation of 
lymphocytes, or lymphocyte subsets, the laboratory monitors the efficacy of the methods with
quality control procedures. 

(3�� 7KH�ODERUDWRU\�KDV�D�V\VWHP�LQ�SODFH�IRU�SURSHU�VWRUDJH�DQG�PDLQWHQDQFH�RI�ERWK�UHFLSLHQW�VHUD�DQG�
UHDJHQWV�DW�DQ�DFFHSWDEOH�WHPSHUDWXUH�UDQJH�IRU�VHUD�DQG�FRPSRQHQWV��LQFOXGLQJ�D�WHPSHUDWXUH�DODUP�
V\VWHP�DQG�DQ�HPHUJHQF\�SODQ�IRU�DOWHUQDWLYH�VWRUDJH� 

Revised EP 8 The laboratory uses a continuous monitoring and alert system to monitor the storage
temperature of specimens (donor and recipient) and reagents. The system notifies laboratory
staff when temperature limits are exceeded. 

�U�H�D�J�P�S�S�R�Q���R�I��



�Prepublication Requirements continued 

October 21, 2024 

*Current QSA.12.02.01 through QSA.12.07.01 were deleted and replaced with the following* 

QSA.12.02.01 

7KH�ODERUDWRU\�SHUIRUPV�KXPDQ�OHXNRF\WH�DQWLJHQ��+/$��W\SLQJ� 
Element(s) of Performance for QSA.12.02.01 

New EP 1 The laboratory uses human leukocyte antigen (HLA) terminology that conforms to the World 
Health Organization (WHO) Nomenclature Committee for Factors of the HLA System. 

New EP 2 The laboratory develops and implements written criteria for determining when antigen and 
allele typing are required. 

Documentation is required 

QSA.12.03.01 

7KH�ODERUDWRU\�SHUIRUPV�KXPDQ�OHXNRF\WH�DQWLJHQ��+/$��VHURORJLF�DQWLERG\�VFUHHQLQJ�DQG�LGHQWLILFDWLRQ� 
Element(s) of Performance for QSA.12.03.01 

New EP 1 The laboratory makes a reasonable effort to have available monthly serum specimens for all 
potential transplant recipients for periodic antibody screening, identification, and crossmatch. 

Documentation is required 

QSA.12.04.01 

7KH�ODERUDWRU\�FURVVPDWFKHV�SRWHQWLDO�UHFLSLHQWV�DQG�GRQRUV�EHIRUH�WUDQVSODQWDWLRQ�LV�SHUIRUPHG� 
Element(s) of Performance for QSA.12.04.01 

3DJH���RI�� 
3UHSXEOLFDWLRQ�6WDQGDUGV © 2024 The Joint Commission 
(IIHFWLYH�-DQXDU\�������� 





�

�

Prepublication Requirements continued 

October 21, 2024 

Element(s) of Performance for QSA.12.06.01 

New EP 1 The laboratory documents all control procedures performed related to histocompatibility
testing. 

Documentation is required 

QSA.13.07.01 

7KH�ODERUDWRU\�UHWDLQV�KLVWRORJLFDO�VSHFLPHQV�IRU�SDWLHQW�FDUH�SXUSRVHV� 
Element(s) of Performance for QSA.13.07.01 

(3�� 0LFURVFRSLF�VOLGHV��SDUDIILQ�EORFNV��ERQH�PDUURZ�DVSLUDWHV��QHHGOH�ELRSV\�VSHFLPHQV��DQG�JURVV�
WLVVXH�VSHFLPHQV�DUH�UHWDLQHG�LQ�DFFRUGDQFH�ZLWK�ODZ�DQG�UHJXODWLRQ�DQG�DV�GHILQHG�E\�RUJDQL]DWLRQ�
SROLF\��




