OMS/CSR/Lyon - January 2005

2005

2006

ID Task Name Duration
De
' /Implementation of QA 520 days?
2 Prerequisite 90 days?
3 Choice of the norms 60 days?
4 Country official texts 20 days?
5 Norms & standards to be used 20 days?
6 Laboratory exploitation licence 20 days?
7 Needs by level 60 days?
8 Analysis by level 20 days?
9 Equipment by level 20 days?
10 Staff by level 20 days?
11 Nominations inside laboratory 10 days
12 Quality responsible 0 days
13 Equipment & maintenance responsible 0 days
14 Washing/sterilization responsible 0 days
15 Stock & cold chain responsible 0 days
16 Laboratory assessment 70 days?
17 Checklist 5 days?
18 Initial EQC programme 20 days?
19 Report strengths/weaknesses 15 days?
20 Plan of action writing 15 days?
21 Initial contacts with funding agencies 30 days?
22 Documentation needed 40 days?
23 Inventory of available documentation 10 days?
24 List of documents/books to buy 10 days?
25 Buying documents/books/norms 20 days?
26 Communication 520 days?
27 Writing simplified implementation project 10 days?
28 Presentation of the project to the staff 15 days?
29 Presentation of the project to the MoH 30 days?
30 Presentation of the project to partners 45 days?
31 Writing definitive implementation project 40 days?
32 Prevision of implementation budget 15 days?
33 Regular implementation reports 20 days
34 QA manual Introduction chapter 60 days?
35 Engagement of the different directions 10 days?
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36 Missions & roles of the laboratory 5 days? .

37 Inside the laboratory 5 days? []

38 About an eventual network 5 days? [l

39 About disease surveillance 5 days? []

40 About teaching activities 5 days? [l

41 Documents and templates 10 days?

42 Preparation of standardized headers 10 days?

43 Preparation of equipment life logbooks 10 days?

44 Preparation of stock cards 10 days?

45 Preparation of sterilization logbooks 10 days?

46 Preparation of job description 10 days? |:|

47 Preparation of staff logbooks 10 days? |:|

48 Preparation of temperature charts 10 days? |:|

49 Formalization 60 days? ﬁ

50 Writing of official engagement texts 60 days? E

51 Official signatures 0 days

52 Activity domain of the laboratory 10 days?

53 Direct human analysis 10 days?

54 Transmitted human analysis 10 days?

55 Sanitary or veterinary analysis 10 days?

56 Analysis linked to outbreaks 10 days?

57 Cost and delay for analysis 10 days?

58 Equipment 40 days?

59 Detailled inventory of equipment 10 days?

60 Equipment list / functionning status 10 days?

61 Evacuation of non fixable equipment 0 days

62 Planification/budget to repair equipment 10 days?

63 Writing equipment life logbooks 10 days?

64 Wrting simplified user manual 20 days?

65 Premises 45 days?

66 Draw up laboratory map 10 days?

67 Draw up specimen path inside laboratory 5 days?

68 Foresee access restriction 5 days?

69 Foresee signs and labels 5 days?

70 Optimization of premises organization 20 days?
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71 Staff 100 days?
72 Writing job description 20 days?
73 Writing staff logbook 20 days?
74 Accordance job description/staff 20 days?
75 Writing laboratory organization chart 5 days?
76 Optimization of organization chart 5 days?
77 Planification of future trainings 10 days?
78 Preparation of documentation for trainings 15 days?
79 Writing recruitment conditions 10 days?
80 Preparation of trainees/intern management 10 days?
81 Writing the "book of trainee/intern” 40 days?
82 Preparation of badges for staff 5 days?
83 Reagents & supply 305 days?
84 Detailed inventory 5 days?
85 Re-organization of the stock 20 days?
86 Re-organization of the cold chain 20 days?
87 Computerized stock management 20 days?
88 Ordering procedures 5 days?
89 Reagent conservation procedures 5 days?
90 Preparation of the reagents 5 days?
91 Reagents quality control 10 days?
92 Biosafety 90 days?
93 Writing procedures 15 days?
94 Re-organization washing room and sterilization 20 days?
95 Implementation of several waste 10 days?
96 Waste elimination implementation 15 days?
97 Dangerous pathogens handling 5 days?
98 Strains and pathogens conservation 5 days?
99 Consignes feu/inondation 5 days?
100 Implementation of specific QC 15 days?
101 Organization 285 days?
102 Schedules preparation 10 days? [l. o
103 Workload organization 10 days? B. o
104 Night and week end shift organization 10 days?
105 Handling emergency specimens 10 days? Ij: : : : : : :
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106 Specimen path inside the lab 10 days?
107 Analytical procedures 270 days?
108 Pre-analytical 125 days?
109 Request sheet 10 days?
110 sampling and specimen preparation 20 days?
111 conservation & transport of specimen 20 days?
112 Specimen elimination 20 days?
113 "National Sampling Guideline" writing 20 days?
114 Analytical (for each analysis) 100 days?
115 Equipment used 60 days?
116 Reagents used 60 days?
117 Calibration/quality control 60 days?
118 Operating procedures 60 days?
119 Technical validation 60 days?
120 Post-analytical 60 days?
121 Interpretation criteria 20 days?
122 Biological validation 20 days?
123 Result forms 20 days?
124 Data management 45 days?
125 Confidentiality management 5 days?
126 Partial transmission of the results 5 days?
127 Results distribution 5 days?
128 Logbook management 10 days?
129 Results archiving 5 days?
130 Links with disease surveillance unit 5 days?
131 Production of the reports 10 days?
132 Procedures validation 40 days?
133 Tentative printout of the procedures 10 days?
134 Management of non-conformities 10 days?
135 Management of the problems with customers 10 days?
136 Procedures validation 10 days?
137 Documentation management 15 days? w
138 Quality documentation 5 days? [I—
139 Library management 5 days? D
140 Subscriptions and medical journals management 5 days? [l
Dr. Antoine Piers| 4/5 Implementation of quality assurance

Mo uﬂen18 Organization Annex-18-A




OMS/CSR/Lyon - January 2005

2005

2006

ID Task Name Duration
Dec
141 Quality policy 420 days?
142 General facts 155 days?
143 List of IQC procedures 20 days?
144 List of EQC procedures 20 days?
145 Results and processes review 20 days?
146 External Quality Control 420 days
147 Subscription of an EQC programme 70 days
148 Strategical analysis of the results 70 days
149 Review of quality procedures 70 days
150 Quality manual 65 days?
151 gathering of all documents 20 days?
152 Chapter presentation/update of the manual 10 days?
153 Draft of the 'audit' chapter 20 days?
154 Temporary version of the QA manual 0 days
155 Staff training 345 days?
156 Quality assurance/quality manual 10 days
157 Procedure writing training 10 days?
158 Biosafety 20 days?
159 Sampling & transport 20 days?
160 Biological technique 40 days?
161 Audits and corrective actions 175 days?
162 Internal audit (checklist, questionnaires) 20 days?
163 Internal verification of the quality manual 20 days?
164 Unofficial external audit (colleague) 10 days?
165 Official external audit 10 days?
166 Definitive version of the "audits" chapter (ch. 12) 10 days?
167 Epilogue : accreditation 80 days?
168 Official relations with certification body 5 days?
169 Accreditation questionnaire 30 days?
170 Definitive version of the quality manual 25 days?
171 Accreditation visit 0 days
172 Official accreditation: CONGRATULATION 0 days
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