Table of Contents

General PoliCies . . .....coiiii it i i i i i i i i i ittt ix
QSET —Organization .........ccuoiuiuiiuiuiiiruienensnsnenensnsnsasosnsnsssnsasnsnsnsnsns 1
KEY COMCEPES . . ettt ettt e e et e e et e e e e e e 1
KBy T IS . ottt e e e e e e 1
Examples of Objective EVIENCE . . . ... ..ot e 1
1. Orgamization .........cuiiuiiiiiiiiiieuieierieneneeasaeeasaeensnssncssonsanennas 2
1.0 Organization
1.1 Executive Management . . ... ...ttt e 2
1.2 Quality SYStem . ... e 3
1.3 Policies, Processes, and Procedures . . ........ooiiiiiiii i 4
14 RiSK ASSESSIMENT . . . . ettt et e e e e 5
1.5 Operational CONtiNUILY . . . ...ttt e e e e 5
1.6 Emergency Preparedness . ... ..ottt e 6
1.7 Communication of CONCEMNS ... ..ottt it e 7
1.8 CUSIOMEr FOCUS . . ..ot e e e 7
1.9 Facility Status Changes . ...t e e 7
1.10  Unanticipated Event Notification .......... ... 8
QSE 2 — ReSOUIMCES . .« ot vt iieiiienenenneneneenesssassssasassasasssssssacsssnsasansas 9
KEY CONCEPLS . . .ttt e 9
KBy T IS . ottt e e e e e e e e 9
Examples of Objective EVIENCe . . . . .. ..o 9
2, RESOUMCES. .. vt vvivnenenenensasncasasocssssscssssossssssssssssssssancnsnsacass 10
2.0 RESOUICES. . . . ottt e e e e e e 10
21 HUMAN RESOUMCES . . . .ttt e e e e e e 10
QSE3 —EQUIPMENL. . . oottt iitiiiiiiiiiieientnenensoensasacosasosasososnsasasnns 13
KBY COMCEPES . . oottt ettt e et e e e e e e e e e e e 13
KBy T IS . ottt et e e e e e 13
Examples of Objective EVIdENCe . . ... ..o oot 13
K TR T 111 ) 1 -1 14
3.0 Equipment
3.1 Equipment Specifications . ... ... ... 14
3.2 Qualification of EQUIpMENt ... ... oot 14
33 Use of EQUIPMENE . .. .. o i 15
34 Unique Identification of Equipment . ........ ... ... i 15
3.5 Equipment Monitoring and Maintenance . .......... ...ttt 16
3.6 Information SyStems . .. ... o i i 17
3.7 Technology INfrastructure . .. ... 20
3.8 Storage Devices for Blood, Blood Components, Reagents, Tissue, and Derivatives . ... ... 21




3.9 Storage Device Alarm SyStems . . ... ... 22

3.10  Bedside Warming Devices for Blood and Blood Components ........................ 22
QSE 4 — Suppliers and CUSTOMErsS . . . ... ovttiii ittt nieerneeenneeenneeenneeanns 23
KEY CONCEPLS . .ottt e 23
[N =T 1P 23
Examples of Objective EVIENCe . . . ... ..o e 23
4. Suppliers and CUSTOMErS. . ..ottt ittt ittt iiiieeeiieernneerneeennseonneeeanns 24
4.0 Suppliers and CUSIOMETS . . ...ttt e e e e 24
4.1 Supplier Qualification .. ...t 25
4.2 ABIEEMENTS . . ..o 26
4.3 Incoming Receipt, Inspection, and Testing . ...........c.iiiiiiiiiiiiiieaa.. 26
QSES5 —Process Control . .........cooiuiiuiiiiiiiiiiieennroesenssnssosssnssnssnssansss 28
KEY COMCEPES . . ettt ettt e e e e e e e e e 28
KBy TS . . oottt e e e 28
Examples of Objective Evidence .. ... ... .. i it 28
5. Process Control .. ........c.coiuniiuiiuiiiiiiiiiineeneeneenneensensssssenssnnsnnsas 29
5.0 Process Control
5.1 General Elements . . . ..ottt 29
Collection and Production of Components ................... .. ... ... iiiiiiineiaan. 41
5.2 Information, Consents, and Notifications ............. .. ..., 41
53 Care Of DONOTS . . .ottt e e e e e e e 44
5.4 Donor Qualification . . ... ... i 45
5.5 Additional Apheresis Donor Qualification Requirements ............................ 49
5.6 Blood Collection . ...... ..o i 51
5.7 Preparation and Processing of Components . ............c.iiiiiiiiiiiiinnneaan. 54
5.8 Testing of DONOr BIOOd . . . . ... e 64
59 Final Labeling . . .. ..o oot 67
510  FinalInSpection .. ... 69
Transfusion-Service-Related Activities ................... ... ... ... . . i 69
511 Samples and REQUESES . . . ..o ottt 69
5.12  Serologic Confirmation of Donor Blood ABO/Rh (including autologous units) ........... 70
5.13  Serologic Confirmation of Donor Blood Red Cell Antigens Other than ABO/Rh .......... 70
5.14  Pretransfusion Testing of Patient Blood .. .......... ... ... .. .. . . . i 71
515  Selection of Compatible Blood and Blood Components for Transfusion ................ 75
516  CrossmatCh . ... oo 76
5.17  Special Considerations for Neonates . . ..., 78
5.18  Special Considerations for Intrauterine Transfusion ................................ 79
519  Selection of Blood and Blood Components in Special Circumstances .................. 79
520 Preparation Of TISSUE . . . ..o ottt ittt e e e e e e 81
5.21 Preparation of Derivatives . .. ... ... i ittt 81
5.22  Final Inspection before ISSue . . .. ...t 82
5.23  Issue of Blood and Blood Components . ............iieeieiiiiiiieeeeennnn. 82
5.24  Issue of Tissue and Derivatives .. .........oouiiiiinin i 83
5.25  Discrepancy ResOlUtioN . .. .. ... .o 83
5.26  Reissue of Blood, Blood Components, Tissue, and Derivatives ....................... 83

Vi



5.27  Urgent Requirement for Blood and Blood Components ...................ccooiunn... 83

5.28  Administration of Blood and Blood Components ............. ... ... 84
5.29  Medical Record Documentation ... ..........ouuiiiiiiiiiiii e 86
530 Rhimmune Globulin .. ... ... 87
5.1.8A Requirements for Labeling Blood and Blood Components . ...................co.u... 88
5.1.9A Requirements for Storage, Transportation, and Expiration of Cellular Components ......... 91
5.1.9B Requirements for Storage, Transportation, and Expiration of Acellular Components ... . ... 95
5.1.9C Requirements for Storage, Transportation, and Expiration of Recovered Plasma,
Tissue, and DeriVatiVES . ... ..ottt 97
5.4.1A Requirements for Allogeneic Donor Qualification . .................. ... ........... 98
QSE 6 —Documents and RECOMdS .. .......ccvitiiiiiiiiiiiieeenieeenieeenneennneennnns 104
KEY COMCEPES . . ettt ettt e et e e e e e e e e e 104
KBy T M o e 104
Examples of Objective Evidence . . .. ... ... oo i 104
6. Documents and RecOrds ...........c.coiuniiiiiiiiiiiiiiiiiieiieeneenneeneenaeennes 105
6.0 Documents and RECOTdS . . .. ..ottt e e 105
6.1 Document CoNrol . . ..ottt e 105
6.2 Record Control . ... 109
6.3 Electronic RECOMdS . ... ..ot e 113
QSE 7 - Deviations, Nonconformances, and Adverse Events ...............cciviiiiunnennnns 115
KEY COMCPES . . o ettt ettt e et e e e e e e e e e 115
KBy oINS . oot e e e 115
Examples of Objective Evidence . . .. ... ... oo it 115
7. Deviations, Nonconformances, and Adverse EVents . ... .....ccovteiiiinennnennennnnnns 116
7.0 Deviations, Nonconformances, and Adverse Events
7.1 DEVIAtIONS . . .ttt e 116
7.2 NONCONfOMMANCES . . .ttt t ettt ettt et e e e e e e e 117
7.3 AQVEISE EVENES . ..ottt e 119
7.4 Fatality REpOrting . . . . .. oo 124
7.5 Classifying Averse EVENtS ... ...ttt 124
QSE 8 - Internal and External ASSeSSmMeNnts ..........ccoiitiiiieinirenineeenineeenneeennnns 125
KEY COMCEPES . . ettt ettt e e e e e e e e e e e e 125
KBy T IS . ot e e e e e e e e e 125
Examples of Objective Evidence . . . ... ... oot 125
8. Internal and External AssesSments .. .......ccviiiiiiiiniitnneerasresnssssnssnsnnes 126
8.0 Internal and External Assessments
8.1 Internal ASSESSMENTS . . ...\ttt ettt e 127
8.2 EXternal ASSESSMENTS .. ...\ttt ettt e e e 127
8.3 Management of AssessmentResults .. ............. i 127
8.4 Quality MONItOMING . . .« oot e 127
8.5 UtIliZation REVIEW . . . . . oot 128

vii



QSE 9 — Process IMprovement ...........ccciuiuieininenenencnsncncncnsnsnsnsnsnsnsnss 129

KEY COMCEPES . . ettt ettt e e e e e e e e e e e e e 129
KBy oINS . . oot et e e e e e 129
Examples of Objective EVIENCe . . ... ... 129
9. Process IMProvement . ......coiiiiiiiiiiiienenreensneneesnsosnsnsnsnsnsnsnsnns 130
9.0 Process Improvement
9.1 Corrective ACHION . . . . oot 130
9.2 Preventive ACtION . . . ..o o 131
9.3 Performance Improvement . ...... ... ... o i 131
QSE 10 - Facilitiesand Safety ...........cciiuiiiiiiiiiiiiiiiiiiiiiii ittt 132
KEY CONCEPLS . ..ttt 132
Y T IS . . ottt e e e e e e e e e 132
Examples of Objective EVIENCe . . .. ... ..o 132
10. Facilitiesand Safety ........ooiiiiiiiiiiiiiiiiiii i i it i i 133
10.0  Facilities and Safety
10.1  Safe ENVIFONMENt . ..ottt 133
10.2 Biological, Chemical, and Radiation Safety ........... ... ... . ... L. 134
10.3  Handling and Discarding of Products ............ .. oo ... 134
L 135

viii



