
ammurphy62@hotmail.com
Typewritten text
Worksheet: Generic Analyzer Examination Process 1-17


	Handout 2: Excerpts from a Management of Records Procedure
	The following excerpts are from an ISO15189:2012 accredited laboratory procedure.
	5.0 Procedure
	5.1 Create Forms
	Responsible staff: Document authors
	5.1.1 Create a form to capture data generated from performing a procedure. Every form must have a governing procedure, which when filled becomes a record that demonstrates compliance to that procedure.
	5.1.2 Assign each form a descriptive title, a unique code and revision status.  The code of the form must be derived from the parent procedure with ‘F’ replacing ‘P’ and a numerical suffix to denote the form number.

	Responsible staff: Head of Section, Testing personnel
	Responsible staff: Head of Section, Testing Personnel
	5.3.1 Label the file to clearly identify the records filed, the date the file was opened as well as the file index.
	5.3.1.1 Index all administrative files as ADM/-----
	5.3.1.2 Index all quality files as QMS/------
	5.3.1.3 Index all safety files as SAF/----
	5.3.1.4 Index all sections files starting with section name/----
	5.3.2 File the records according to the date of creation with the latest one on top.
	5.3.4 When the file is full, close the file and indicate closure date on file label.

	Responsible staff: Head of Section
	5.4.1 Store closed files in an access controlled area free from potential causes of damage mentioned in 5.3.3 above.


	Job Aid 2_Documentation System (107).pdf
	Handout 2_Excerpts from a Procedure (206).pdf
	Job Aid 1_Process Diagraming (209).pdf
	Slide Number 1

	Job Aid 2_Process Control Process (210).pdf
	Slide Number 1

	Job Aid 3_Risk Managment (211).pdf
	Slide Number 1

	Job Aid 3_Performing an NCE Investigation (409).pdf
	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4

	Job Aid 3_Performing an NCE Investigation (409).pdf
	Job Aid 1_Just Culture (502).pdf
	Job Aid 2_Training All Staff (503).pdf
	Job Aid 2_Audit Plan Templates (906).pdf
	DAY ONE: ______________
	Member: ______________________
	Lead: _______________________
	Time
	0800 – 0815 Opening meeting
	0800 – 0815 Opening meeting, led by team leader
	08:00
	Consider what part of your requirements the auditor will be evaluating and in what lab area
	Consider what part of your requirements the team leader will want to audit first.
	09:00
	Continue filling in until the scope is covered
	Continue filling in until the scope is covered
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	15:00
	16:00
	Team meeting to discuss findings
	Team meeting to discuss findings
	17:00
	Resources Required
	Page _____ of _____
	DAY TWO: _______________
	Member: ______________________
	Lead: _______________________
	Time
	08:00
	09:00
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	15:00
	Prepare audit report
	16:00
	17:00
	Closing meeting
	Closing meeting, led by team leader
	Resources Required
	Page _____ of _____
	DAY ONE: ___________
	Time Needed 

	Handout 1_Document Control Audit Plan (902).pdf
	DAY ONE: 13-8-2016
	Lead: Hematology Section Supervisor
	Time
	08:00
	09:00
	10:00 – 10:10 Opening meeting, led by team leader
	10:00
	Control of Documents
	11:00
	12:00
	lunch
	13:00
	Control of Documents – emergency room
	14:00
	Prepare Report
	15:00
	Closing Meeting
	16:00
	17:00
	Resources Required
	Access to warehouse near maintenance department
	Page  1  of  1 

	Worksheet_Creating an Audit Plan (904).pdf
	DAY ONE: ______________
	Member: ______________________
	Member: ______________________
	Member: ______________________
	Lead: _______________________
	Time
	0800 – 0815 Opening meeting
	0800 – 0815 Opening meeting, led by team leader
	08:00
	09:00
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	15:00
	16:00
	17:00
	Team meeting to discuss findings
	Team meeting to discuss findings
	Resources Required
	Page _____ of _____
	DAY TWO: ______________
	Member: ______________________
	Member: ______________________
	Member: ______________________
	Lead: _______________________
	Time
	08:00
	09:00
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	Prepare audit report
	15:00
	16:00
	Closing meeting
	Closing meeting
	Closing meeting
	Closing meeting, led by team leader
	Adjourn
	17:00
	Resources Required
	Page _____ of _____

	Handout 1_Document Control Audit Plan (902).pdf
	DAY ONE: 13-8-2016
	Lead: Hematology Section Supervisor
	Time
	08:00
	09:00
	10:00 – 10:10 Opening meeting, led by team leader
	10:00
	Control of Documents
	11:00
	12:00
	lunch
	13:00
	Control of Documents – emergency room
	14:00
	Prepare Report
	15:00
	Closing Meeting
	16:00
	17:00
	Resources Required
	Access to warehouse near maintenance department
	Page  1  of  1 

	Job Aid 2_DocCon Process Model (1007).pdf
	Slide Number 1

	Worksheet_Process Model (1005).pdf
	Slide Number 1

	Job Aid 3_Suggested Process Models (1008).pdf
	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9

	Worksheet_Process Model (1005).pdf
	Job Aid 1_Audit Meetings (1103).pdf
	Worksheet_IA Process Model (1303).pdf
	Job Aid 2_Audit Scheduling (1305).pdf
	Job Aid 3_Auditor Training (1306).pdf
	Job Aid 4_IA Procedure (1307).pdf
	Job Aid 1_MR Process Model (1405).pdf
	Job Aid 1_Process Diagraming (209).pdf
	Job Aid 2_Risk Managment (211).pdf
	Job Aid 3_Process Control Process (210).pdf
	Handout 2: Excerpts from a Management of Records Procedure
	The following excerpts are from an ISO15189:2012 accredited laboratory procedure.
	5.0 Procedure
	5.1 Create Forms
	Responsible staff: Document authors
	5.1.1 Create a form to capture data generated from performing a procedure. Every form must have a governing procedure, which when filled becomes a record that demonstrates compliance to that procedure.
	5.1.2 Assign each form a descriptive title, a unique code and revision status.  The code of the form must be derived from the parent procedure with ‘F’ replacing ‘P’ and a numerical suffix to denote the form number.

	Responsible staff: Head of Section, Testing personnel
	Responsible staff: Head of Section, Testing Personnel
	5.3.1 Label the file to clearly identify the records filed, the date the file was opened as well as the file index.
	5.3.1.1 Index all administrative files as ADM/-----
	5.3.1.2 Index all quality files as QMS/------
	5.3.1.3 Index all safety files as SAF/----
	5.3.1.4 Index all sections files starting with section name/----
	5.3.2 File the records according to the date of creation with the latest one on top.
	5.3.4 When the file is full, close the file and indicate closure date on file label.

	Responsible staff: Head of Section
	5.4.1 Store closed files in an access controlled area free from potential causes of damage mentioned in 5.3.3 above.


	Job Aid 2_Documentation System (107).pdf
	Handout 2_Excerpts from a Procedure (206).pdf
	Job Aid 1_Process Diagraming (209).pdf
	Slide Number 1

	Job Aid 2_Process Control Process (210).pdf
	Slide Number 1

	Job Aid 3_Risk Managment (211).pdf
	Slide Number 1

	Job Aid 3_Performing an NCE Investigation (409).pdf
	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4

	Job Aid 3_Performing an NCE Investigation (409).pdf
	Job Aid 1_Just Culture (502).pdf
	Job Aid 2_Training All Staff (503).pdf
	Job Aid 2_Audit Plan Templates (906).pdf
	DAY ONE: ______________
	Member: ______________________
	Lead: _______________________
	Time
	0800 – 0815 Opening meeting
	0800 – 0815 Opening meeting, led by team leader
	08:00
	Consider what part of your requirements the auditor will be evaluating and in what lab area
	Consider what part of your requirements the team leader will want to audit first.
	09:00
	Continue filling in until the scope is covered
	Continue filling in until the scope is covered
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	15:00
	16:00
	Team meeting to discuss findings
	Team meeting to discuss findings
	17:00
	Resources Required
	Page _____ of _____
	DAY TWO: _______________
	Member: ______________________
	Lead: _______________________
	Time
	08:00
	09:00
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	15:00
	Prepare audit report
	16:00
	17:00
	Closing meeting
	Closing meeting, led by team leader
	Resources Required
	Page _____ of _____
	DAY ONE: ___________
	Time Needed 

	Handout 1_Document Control Audit Plan (902).pdf
	DAY ONE: 13-8-2016
	Lead: Hematology Section Supervisor
	Time
	08:00
	09:00
	10:00 – 10:10 Opening meeting, led by team leader
	10:00
	Control of Documents
	11:00
	12:00
	lunch
	13:00
	Control of Documents – emergency room
	14:00
	Prepare Report
	15:00
	Closing Meeting
	16:00
	17:00
	Resources Required
	Access to warehouse near maintenance department
	Page  1  of  1 

	Worksheet_Creating an Audit Plan (904).pdf
	DAY ONE: ______________
	Member: ______________________
	Member: ______________________
	Member: ______________________
	Lead: _______________________
	Time
	0800 – 0815 Opening meeting
	0800 – 0815 Opening meeting, led by team leader
	08:00
	09:00
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	15:00
	16:00
	17:00
	Team meeting to discuss findings
	Team meeting to discuss findings
	Resources Required
	Page _____ of _____
	DAY TWO: ______________
	Member: ______________________
	Member: ______________________
	Member: ______________________
	Lead: _______________________
	Time
	08:00
	09:00
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	Prepare audit report
	15:00
	16:00
	Closing meeting
	Closing meeting
	Closing meeting
	Closing meeting, led by team leader
	Adjourn
	17:00
	Resources Required
	Page _____ of _____

	Handout 1_Document Control Audit Plan (902).pdf
	DAY ONE: 13-8-2016
	Lead: Hematology Section Supervisor
	Time
	08:00
	09:00
	10:00 – 10:10 Opening meeting, led by team leader
	10:00
	Control of Documents
	11:00
	12:00
	lunch
	13:00
	Control of Documents – emergency room
	14:00
	Prepare Report
	15:00
	Closing Meeting
	16:00
	17:00
	Resources Required
	Access to warehouse near maintenance department
	Page  1  of  1 

	Job Aid 2_DocCon Process Model (1007).pdf
	Slide Number 1

	Worksheet_Process Model (1005).pdf
	Slide Number 1

	Job Aid 3_Suggested Process Models (1008).pdf
	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9

	Worksheet_Process Model (1005).pdf
	Job Aid 1_Audit Meetings (1103).pdf
	Worksheet_IA Process Model (1303).pdf
	Job Aid 2_Audit Scheduling (1305).pdf
	Job Aid 3_Auditor Training (1306).pdf
	Job Aid 4_IA Procedure (1307).pdf
	Job Aid 1_MR Process Model (1405).pdf
	Job Aid 1_Process Diagraming (209).pdf
	Job Aid 2_Risk Managment (211).pdf
	Job Aid 3_Process Control Process (210).pdf
	Handout 2: Excerpts from a Management of Records Procedure
	The following excerpts are from an ISO15189:2012 accredited laboratory procedure.
	5.0 Procedure
	5.1 Create Forms
	Responsible staff: Document authors
	5.1.1 Create a form to capture data generated from performing a procedure. Every form must have a governing procedure, which when filled becomes a record that demonstrates compliance to that procedure.
	5.1.2 Assign each form a descriptive title, a unique code and revision status.  The code of the form must be derived from the parent procedure with ‘F’ replacing ‘P’ and a numerical suffix to denote the form number.

	Responsible staff: Head of Section, Testing personnel
	Responsible staff: Head of Section, Testing Personnel
	5.3.1 Label the file to clearly identify the records filed, the date the file was opened as well as the file index.
	5.3.1.1 Index all administrative files as ADM/-----
	5.3.1.2 Index all quality files as QMS/------
	5.3.1.3 Index all safety files as SAF/----
	5.3.1.4 Index all sections files starting with section name/----
	5.3.2 File the records according to the date of creation with the latest one on top.
	5.3.4 When the file is full, close the file and indicate closure date on file label.

	Responsible staff: Head of Section
	5.4.1 Store closed files in an access controlled area free from potential causes of damage mentioned in 5.3.3 above.


	Job Aid 2_Documentation System (107).pdf
	Handout 2_Excerpts from a Procedure (206).pdf
	Job Aid 1_Process Diagraming (209).pdf
	Slide Number 1

	Job Aid 2_Process Control Process (210).pdf
	Slide Number 1

	Job Aid 3_Risk Managment (211).pdf
	Slide Number 1

	Job Aid 3_Performing an NCE Investigation (409).pdf
	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4

	Job Aid 3_Performing an NCE Investigation (409).pdf
	Job Aid 1_Just Culture (502).pdf
	Job Aid 2_Training All Staff (503).pdf
	Job Aid 2_Audit Plan Templates (906).pdf
	DAY ONE: ______________
	Member: ______________________
	Lead: _______________________
	Time
	0800 – 0815 Opening meeting
	0800 – 0815 Opening meeting, led by team leader
	08:00
	Consider what part of your requirements the auditor will be evaluating and in what lab area
	Consider what part of your requirements the team leader will want to audit first.
	09:00
	Continue filling in until the scope is covered
	Continue filling in until the scope is covered
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	15:00
	16:00
	Team meeting to discuss findings
	Team meeting to discuss findings
	17:00
	Resources Required
	Page _____ of _____
	DAY TWO: _______________
	Member: ______________________
	Lead: _______________________
	Time
	08:00
	09:00
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	15:00
	Prepare audit report
	16:00
	17:00
	Closing meeting
	Closing meeting, led by team leader
	Resources Required
	Page _____ of _____
	DAY ONE: ___________
	Time Needed 

	Handout 1_Document Control Audit Plan (902).pdf
	DAY ONE: 13-8-2016
	Lead: Hematology Section Supervisor
	Time
	08:00
	09:00
	10:00 – 10:10 Opening meeting, led by team leader
	10:00
	Control of Documents
	11:00
	12:00
	lunch
	13:00
	Control of Documents – emergency room
	14:00
	Prepare Report
	15:00
	Closing Meeting
	16:00
	17:00
	Resources Required
	Access to warehouse near maintenance department
	Page  1  of  1 

	Worksheet_Creating an Audit Plan (904).pdf
	DAY ONE: ______________
	Member: ______________________
	Member: ______________________
	Member: ______________________
	Lead: _______________________
	Time
	0800 – 0815 Opening meeting
	0800 – 0815 Opening meeting, led by team leader
	08:00
	09:00
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	15:00
	16:00
	17:00
	Team meeting to discuss findings
	Team meeting to discuss findings
	Resources Required
	Page _____ of _____
	DAY TWO: ______________
	Member: ______________________
	Member: ______________________
	Member: ______________________
	Lead: _______________________
	Time
	08:00
	09:00
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	Prepare audit report
	15:00
	16:00
	Closing meeting
	Closing meeting
	Closing meeting
	Closing meeting, led by team leader
	Adjourn
	17:00
	Resources Required
	Page _____ of _____

	Handout 1_Document Control Audit Plan (902).pdf
	DAY ONE: 13-8-2016
	Lead: Hematology Section Supervisor
	Time
	08:00
	09:00
	10:00 – 10:10 Opening meeting, led by team leader
	10:00
	Control of Documents
	11:00
	12:00
	lunch
	13:00
	Control of Documents – emergency room
	14:00
	Prepare Report
	15:00
	Closing Meeting
	16:00
	17:00
	Resources Required
	Access to warehouse near maintenance department
	Page  1  of  1 

	Job Aid 2_DocCon Process Model (1007).pdf
	Slide Number 1

	Worksheet_Process Model (1005).pdf
	Slide Number 1

	Job Aid 3_Suggested Process Models (1008).pdf
	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9

	Worksheet_Process Model (1005).pdf
	Job Aid 1_Audit Meetings (1103).pdf
	Worksheet_IA Process Model (1303).pdf
	Job Aid 2_Audit Scheduling (1305).pdf
	Job Aid 3_Auditor Training (1306).pdf
	Job Aid 4_IA Procedure (1307).pdf
	Job Aid 1_MR Process Model (1405).pdf
	Job Aid 1_Process Diagraming (209).pdf
	Job Aid 2_Risk Managment (211).pdf
	Job Aid 3_Process Control Process (210).pdf
	Handout 2: Excerpts from a Management of Records Procedure
	The following excerpts are from an ISO15189:2012 accredited laboratory procedure.
	5.0 Procedure
	5.1 Create Forms
	Responsible staff: Document authors
	5.1.1 Create a form to capture data generated from performing a procedure. Every form must have a governing procedure, which when filled becomes a record that demonstrates compliance to that procedure.
	5.1.2 Assign each form a descriptive title, a unique code and revision status.  The code of the form must be derived from the parent procedure with ‘F’ replacing ‘P’ and a numerical suffix to denote the form number.

	Responsible staff: Head of Section, Testing personnel
	Responsible staff: Head of Section, Testing Personnel
	5.3.1 Label the file to clearly identify the records filed, the date the file was opened as well as the file index.
	5.3.1.1 Index all administrative files as ADM/-----
	5.3.1.2 Index all quality files as QMS/------
	5.3.1.3 Index all safety files as SAF/----
	5.3.1.4 Index all sections files starting with section name/----
	5.3.2 File the records according to the date of creation with the latest one on top.
	5.3.4 When the file is full, close the file and indicate closure date on file label.

	Responsible staff: Head of Section
	5.4.1 Store closed files in an access controlled area free from potential causes of damage mentioned in 5.3.3 above.


	Job Aid 2_Documentation System (107).pdf
	Handout 2_Excerpts from a Procedure (206).pdf
	Job Aid 1_Process Diagraming (209).pdf
	Slide Number 1

	Job Aid 2_Process Control Process (210).pdf
	Slide Number 1

	Job Aid 3_Risk Managment (211).pdf
	Slide Number 1

	Job Aid 3_Performing an NCE Investigation (409).pdf
	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4

	Job Aid 3_Performing an NCE Investigation (409).pdf
	Job Aid 1_Just Culture (502).pdf
	Job Aid 2_Training All Staff (503).pdf
	Job Aid 2_Audit Plan Templates (906).pdf
	DAY ONE: ______________
	Member: ______________________
	Lead: _______________________
	Time
	0800 – 0815 Opening meeting
	0800 – 0815 Opening meeting, led by team leader
	08:00
	Consider what part of your requirements the auditor will be evaluating and in what lab area
	Consider what part of your requirements the team leader will want to audit first.
	09:00
	Continue filling in until the scope is covered
	Continue filling in until the scope is covered
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	15:00
	16:00
	Team meeting to discuss findings
	Team meeting to discuss findings
	17:00
	Resources Required
	Page _____ of _____
	DAY TWO: _______________
	Member: ______________________
	Lead: _______________________
	Time
	08:00
	09:00
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	15:00
	Prepare audit report
	16:00
	17:00
	Closing meeting
	Closing meeting, led by team leader
	Resources Required
	Page _____ of _____
	DAY ONE: ___________
	Time Needed 

	Handout 1_Document Control Audit Plan (902).pdf
	DAY ONE: 13-8-2016
	Lead: Hematology Section Supervisor
	Time
	08:00
	09:00
	10:00 – 10:10 Opening meeting, led by team leader
	10:00
	Control of Documents
	11:00
	12:00
	lunch
	13:00
	Control of Documents – emergency room
	14:00
	Prepare Report
	15:00
	Closing Meeting
	16:00
	17:00
	Resources Required
	Access to warehouse near maintenance department
	Page  1  of  1 

	Worksheet_Creating an Audit Plan (904).pdf
	DAY ONE: ______________
	Member: ______________________
	Member: ______________________
	Member: ______________________
	Lead: _______________________
	Time
	0800 – 0815 Opening meeting
	0800 – 0815 Opening meeting, led by team leader
	08:00
	09:00
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	15:00
	16:00
	17:00
	Team meeting to discuss findings
	Team meeting to discuss findings
	Resources Required
	Page _____ of _____
	DAY TWO: ______________
	Member: ______________________
	Member: ______________________
	Member: ______________________
	Lead: _______________________
	Time
	08:00
	09:00
	10:00
	11:00
	12:00
	lunch
	lunch
	13:00
	14:00
	Prepare audit report
	15:00
	16:00
	Closing meeting
	Closing meeting
	Closing meeting
	Closing meeting, led by team leader
	Adjourn
	17:00
	Resources Required
	Page _____ of _____

	Handout 1_Document Control Audit Plan (902).pdf
	DAY ONE: 13-8-2016
	Lead: Hematology Section Supervisor
	Time
	08:00
	09:00
	10:00 – 10:10 Opening meeting, led by team leader
	10:00
	Control of Documents
	11:00
	12:00
	lunch
	13:00
	Control of Documents – emergency room
	14:00
	Prepare Report
	15:00
	Closing Meeting
	16:00
	17:00
	Resources Required
	Access to warehouse near maintenance department
	Page  1  of  1 

	Job Aid 2_DocCon Process Model (1007).pdf
	Slide Number 1

	Worksheet_Process Model (1005).pdf
	Slide Number 1

	Job Aid 3_Suggested Process Models (1008).pdf
	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9

	Worksheet_Process Model (1005).pdf
	Job Aid 1_Audit Meetings (1103).pdf
	Worksheet_IA Process Model (1303).pdf
	Job Aid 2_Audit Scheduling (1305).pdf
	Job Aid 3_Auditor Training (1306).pdf
	Job Aid 4_IA Procedure (1307).pdf
	Job Aid 1_MR Process Model (1405).pdf
	Job Aid 1_Process Diagraming (209).pdf
	Job Aid 2_Risk Managment (211).pdf
	Job Aid 3_Process Control Process (210).pdf

