Table of Contents

Preface. ....ooviiiiii it i i it i i it v

Introduction. ..........coiiiiiiiiiiiiiiiiiieinernnnnnnnn vii

QSE1-0rganization. ..........ccciiiiiiiiiiiineenenennnns 1

KeyConcepts ... 1

KeyTerms . ... 1

Examples of Objective Evidence ........................... 2

1. Organization...........coviiiiiiiiiienenenenenennnns 3

1.0 Organization. ...t 3

1.1 Executive Management. . .......... ... ... . oLl 3

1.2 Quality System . ... ... 6

1.3 Policies, Processes, and Procedures ................. 6

1.4 Risk Assessment. . ........couuiinneniiiiinnnn... 7

1.5 Operational Continuity . . . ......... .o ott. 7

1.6 Emergency Preparedness. . ........... ..., 7

1.7 Communication of Concerns . . ..................... 7

1.8 Customer FoCUS . . .. .o vi i 8

1.9 Organization Status Changes . ...................... 8
Excerpt of Reference Standard 6.2.9A Relevant to

Organization ...t 9

QSE 2 — ReSOUMCES. ..o vvviiienenrnenenensnsnsnnnnanans 10

Key Concepts ....oovuiiii i 10

Key Terms .. ..o e 10

Examples of Objective Evidence . ......................... 10

Xi



Contents

2, RESOUMCES......ovvvevenenenencnsnsnsasnsnsasasnnns 1
2.0 RESOUMCES. . ..ot 11
2.1 Human Resources . ......... .. ..cooiiiiiiaan.. 11
Excerpt of Reference Standard 6.2.9A Relevant to Resources . . .13
QSE3-Equipment .........cocitiiiiiiiririrnnnnnnnnnnns 14
Key Concepts ....ovvuiini e 14
Key Terms . ..o 14
Examples of Objective Evidence . ......................... 15
3. Equipment ....... ... i it it 16
3.0 Equipment ....... ... ... L 16
3.1 Equipment Specifications. .. ........... ... ... .... 16
3.2 Qualification of Equipment. ....................... 16
3.3 Use of Equipment.......... ..o, 16
34 Unique Identification of Equipment ................. 17
3.5 Equipment Monitoring and Maintenance . .. .......... 17
3.6 Information Systems. . ....... ... o oot 19
3.7 Technology Infrastructure ........................ 21
Excerpt of Reference Standard 6.2.9A Relevant to Equipment . . . 22
QSE 4 - Suppliers and Customers ............ccceveeunnnn. 23
KeyConcepts ... 23
KeyTerms ... .o 23
Examples of Objective Evidence .......................... 24
4. SuppliersandCustomers..............coiiviiiennnn. 25
4.0 Suppliers and Customers. .......... ... .. 25
4.1 Supplier Qualification. .. .......... .. ... ... 25
4.2 AGreements . ...t 26
4.3 Incoming Receipt, Inspection, and Testing. ........... 27

Xii



Contents

4.4 Supplier Evaluation. . .......... ... ... 27

4.5 Management of Supplies and Materials . .. ........... 28
Excerpt of Reference Standard 6.2.9A Relevant to

Suppliers and Customers . ...........c.ccoviiiiiiinn... 28

QSE5-ProcessControl ...........covviiiiiiiiiiiiennnn, 29

Key Concepts . ...ovviini i 29

Key Terms . ..o e 29

Examples of Objective Evidence .......................... 30

5. ProcessControl ............covviiiiiiiiiiiiinnnenns 31

5.0 Process Control . ........ .. ..., 31

5.1 General Elements. .............. i 31

5.2 Sample Collection for Chain-of-Custody Cases . . ... ... 38

53 TestingandResults. .. ....... ... ... L, 43

5.4 Specific TestingMethods. ........................ 48

55 Calculations . ... 52
Excerpt of Reference Standard 6.2.9A Relevant to

ProcessControl. ....... ..ot 55

QSE 6 — Documents andRecords ...............covvinnnn. 59

Key Concepts . ...ovvniii i 59

KeyTerms . ... 59

Examples of Objective Evidence .......................... 60

6. DocumentsandRecords ..............covviiiinnnnnn, 61

6.0 Documentsand Records . ............. ... .. ..... 61

6.1 DocumentControl . ........ ... . L 61

6.2 Record Control. .........coiiieiiiiiiiin.... 63

6.3 ElectronicRecords . .. ..... ... ..o, 65

6.4 Relationship Test Reports. . ....................... 67

6.5 Promotional Materials. .. ............ .. ... ... 69

6.6 Data Collection. ......... ..., 70

Xiii



Contents

Excerpt of Reference Standard 6.2.9A Relevant to

Documentsand Records. ..., 71

6.2.9A RetentionofRecords ............ ... .. ... ... .... 72
6.4A  Requirements for Test Reports. .................... 80

QSE 7 - Deviations, Nonconformances, and Adverse Events ... .. 85
Key Concepts . ...ovviini i 85
KeyTerms . ... 85
Examples of Objective Evidence .......................... 85

7. Deviations, Nonconformances, and Adverse Events ........ 87

7.0 Deviations, Nonconformances, and Adverse Events . . . .87

7.1 Deviations. . ... 87
7.2 Nonconformances . .........ooiiineeeeinnnnn... 87
7.3 AdverseEvents ........ ... ... i, 89
7.4 Nonconforming Competency Assessments. .......... 90
Excerpt of Reference Standard 6.2.9A Relevant to Deviations,
Nonconformances, and Adverse Events.................. 90
QSE 8 - Internal and External Assessments .................. 91
Key Concepts ....oovuiii 91
Key Terms .. ..o 91
Examples of Objective Evidence . ......................... 92
8. Internal and External Assessments ..................... 93
8.0 Internal and External Assessments. ................. 93
8.1 Internal Assessments . . ............ ... 93
8.2 External Assessments. .. ... 93
8.3 Management of Assessment Results . ............... 93
8.4 Quality Monitoring . . . . ... 93
Excerpt of Reference Standard 6.2.9A Relevant to Internal
and External Assessments. . ..........ooiiiiiiiiin.., 94

Xiv



Contents

QSE 9 - ProcessImprovement ...........ccoviiieienenens 95
KeyConcepts ...t 95
KeyTerms ... 95
Examples of Objective Evidence . ......................... 96

9. ProcessImprovement .............ciiiiiiiiiiiienenn 97
9.0 Process Improvement ............ ... .. .. ... 97
9.1 Corrective ACtiON . . . ... ..ot 97
9.2 Preventive Action. .......... .. .. . i . 97
9.3 Performance Improvement ....................... 98
Excerpt of Reference Standard 6.2.9A Relevant to Process

Improvement. .......... ... .. i 98

QSE 10 - Facilitiesand Safety . . ................cooiiiiis, 929
KeyConcepts ....ooviini i 99
Key Terms . ..o e 99
Examples of Objective Evidence .......................... 99

10. FacilitesandSafety .................coooviviiinn.t, 100
10.0  Facilitiesand Safety .............coooiiiiiiiiin. 100
10.1  Safe Environment. .. ..., 100
10.2  Biological, Chemical, and Radiation Safety........... 100
10.3  Handling and Discarding of Products. . ............. 100
Excerpt of Reference Standard 6.2.9A Relevant to Facilities

ANA Safety . ..ot 101

GloSSary. ...covii ittt i i i it i e 103

Crosswalk .......ccoiiiiiiiiiiiiiii i i it 117

) T 123

Xv



