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Date:
15 April 2006            Meeting Start: 1300
End: 1420
Reporting Period: March 2006
Required Attendance:

Dr. Jones, Director



Present 

Ms. Adams, QM



Present 

Mr. Davis, Lab Mgr



Present 

Mr. Stevens, Chemistry Supervisor

Present 

Mr. Coulter, Hematology Supervisor 

On Leave– Designee: Ms. Moody
Ms. Kane, Serology Supervisor

Present

Etc…
1. Documents and Records

	A.
	SOP Revision/Creation Status :
	

	15 Mar
	Heme: “Sysmex Maintenance” in revision – expected completion April 06
	Open

	15 Feb
	Chemistry:  Cobas Troubleshooting – Submitted for approval Feb 12, 2006 & approved March 03rd. 
	Closed

15 March

	
	

	B.
	Form Revision/Creation Status
	

	None in process
	

	
	


2. Organization

	A.
	Organizational Changes :
	

	15 Feb
	Dr. Smith scheduled to start as Assistant Lab Manager on 26 Feb 2006.  15 March - started as scheduled.
	Closed

15 March

	
	


3. Personnel

	A.
	Staff Changes (incoming/outgoing):
	

	15 Mar
	Heme: Jane Doe left Feb 14th.  Replacement (Anne Smith) has been hired and is scheduled to start 1 April.
	Closed

15 March

	15 Mar
	Chem: John Andrews scheduled to depart April 7th.  Recruitment in process.
	Open

	15 Mar
	Serology: Jay Michael expected to start May 15th
	Open

	
	
	

	B.
	Training:
	

	15 Mar
	Heme: 2 individuals in training. No problems expected to finish on schedule.

Serology: 4 individuals in training. No problems expected to finish on schedule.
	Closed

15 March

	15 Mar
	Chem: None in training. 10 clinic staff expected to train on sample processing on 15 May.  Mr. Stevens has arranged additional staff to assist with training 
	Closed

15 March

	
	
	

	C.
	Competency - status report due. Identify any individuals >30 days overdue:
	

	15Mar
	Heme: 2/2 = 100%

	Closed

15 March

	15Mar
	Chem: 1/2 = 50%, Mr. Moon on leave.  Due 29 February. Will complete competency assessment upon return.
	Open

	D.
	Continuing Education and Professional Development Courses:
	

	02-Jan
	Mr. Davis attended the CAP accreditation class in Washington DC, March 5-15th.  Will provide on-site training to lab staff May 5th.
	Open

	
	


4. Equipment

	A.
	New Equipment Needs:
	

	15 Apr
	Clinic X:  Refrigerator has problems with intermittent power fluctuations.  Back up refrigerator in use.  New refrigerator will be ordered by Mr. Davis. 
	Open

	
	

	B.
	Acquisitions and Installations – (planning or in process):
	

	02-Jan
	Heme: New automated slide stainer due 29 March.
	Open

	
	

	
	

	C.
	New Equipment/Method Validations – (planning or in process):
	

	15 Apr
	Heme: Slide stainer validation will begin April 06
	Open

	
	

	D.
	Calibrations - status report due. Identify any equipment calibrations >30 days overdue:
	

	15 Mar
	Sysmex semi-annual calibration due April.  Will be completed by service rep on 30 April.
	Open

	15 Feb
	GGT calibration due 30 Feb.  Completed 29 Feb.
	Closed 

15 March

	
	

	E.
	Scheduled Maintenance – status report due.  Identify any equipment services >30 days overdue:
	

	15 Mar
	Chem: none

Heme: Microscope annual service due 1 March and scheduled to occur on 17 March.

Serology: none
	Open

	
	

	F.
	Unscheduled Service and Repair – report equipment name, serial number, service call dates and equipment down time:
	

	15 Mar
	Clinic X: Centrifuge SN555999 broken 5 March 06.  Service called 5 March 06.  Chemistry provided loaner 5 March 06
	Open

	
	


5. Purchasing and Inventory

	A.
	Contracting – identify new needs, review requirements and vendor deviations:

	15 Feb
	Roche - contract requires that they fulfill Cobas reagent requests within 7 business days.  Lipase reagent was ordered 3 Feb 09 and has still not been supplied.  25 tests remaining and current reagent will expire 31 April.
15 Feb - Dr. Jones will contact the contract agent to report the violation.  Mr. Stevens will contact the regional service rep. for an updated status.  
15 Mar - reagent still not received.  Vendor confirmed they can supply it by 1 April. 20 tests remaining.  

15 Apr - reagent received 30 March. Dr. Jones will advise the contract agent of the actual delay and request financial adjustment to the contract. 
	Closed 15 Apr

	
	
	

	B.
	Referral Lab – identify needs and/or concerns:

	15 Mar
	Mr. Stevens confirmed with the back up lab for lipase testing that they can provide testing in the event Roche cannot fulfill the reagent supply in time.
	Closed 15 Mar

	
	
	

	C.
	Purchasing (reagents & supplies) – identify needs and/or concerns:

	15 Feb
	Chem: Lipase reagent received 30 March.
	Closed 15 Apr

	15 Jan
	Serology:  Biorad Western Blot - 8 kits remaining.  Need to order an additional 20 kits for the next 5 months. Test is performed weekly.
15 Feb - order placed and receipt pending.

15 Mar - order received.
	Closed 15 March


6. Process Control

	A.
	Issues or concerns in daily business/processes (reference ranges, etc):

	
	None
	


7. Information Management

	A.
	Computer Issues (security, hardware, software, maintenance, interface, networks, etc):

	15 Mar
	Serology: Ms. Kane contacted IT to fix the Roche Elecsys instrument interface.  It went down 20 March.  IT corrected it 22 March.  
	Closed 15 Apr 

	
	
	

	B.
	Data Issues (data entry, retrieval & storage):

	
	None
	

	
	
	


8. Occurrence/Risk Management

	A.
	Occurrence/Risk Management Investigations:

	
	None
	

	B.
	Internal/External Audit Review:

	15 Mar
	Internal audit to be conducted 17-20 Apr in preparation for the PPD lab audit scheduled for 20-22 June.  Ms. Adams & the safety officer will conduct the audit and section supervisors are expected to cooperate.  Findings will be reported 15 May. 
	Open

	C.
	QC, Reagent or Calibration Problems that Impact Patient Testing:

	
	None
	

	D.
	External Proficiency Testing Deficiencies & Corrective Actions:

	15 Feb
	Heme:  MCV failed 2/5 successful (40%) on the FH9-A survey due to a negative bias. (Falsely low results)  

15 Mar - Investigation identified a bias on the HCT caused the failure.  Manufacturer was contacted and the instrument recalibrated 20 March.  Patient results reviewed between the previous event (FH9-C) and this event to identify any patient results reported as falsely low outside of the normal range.  10 patient results identified.  8 had follow-up testing after 20 March to confirm the results.  2 remaining patients were contacted for repeat testing to confirm results. Investigation is expected to be completed by 30 April.   
	Open

	15 Mar
	Chem:  Phosphorus failed 1/2 (50%) on the C-A survey.  Investigation is in progress. 
	Open

	E.
	Clinician or Patient Complaints:

	15 Apr
	Dr. Jones received a complaint from Dr. King, emergency room chief.  There has been a large increase in rejected specimens and he would like the lab to investigate.  Ms. Adams will lead the investigation and report findings to Dr. Jones and at the next meeting.  
	Open

	F.
	Staff Concerns:

	
	None
	


9. Assessments and Visits
	A.
	Pending Assessments and Visits:

	15 Mar
	PPD lab audit scheduled for 20 June.  Ms. Adams and Dr. Jones will work with auditors on the travel logistics and documents.  Ms. Adams will request the audit form and will provide that to each supervisor at the next meeting.
	Open

	
	
	


10. Process Improvement

	A.
	Problem areas:

	15 Mar
	PPD lab audit scheduled for 20 June.  Ms. Adams and Dr. Jones will work with auditors on the travel logistics and documents.  Ms. Adams will request the audit form and will provide that to each supervisor at the next meeting.
	Open

	B.
	Monitor Assignments and Schedule:

	15 Mar
	Ms Adams is continuing to monitor Turn Around Times (TAT), Amended Reports, and Critical Values by department.  Statistics are due by the 10th of each month for the preceding month.  Results are presented Semi-annually.
	Open

	15 Mar
	Annual Analytical Monitors due by 15 June 2006:

Chemistry - Not yet determined
Hematology - Identified an increase in rejected specimens due to clotting.  Monitoring the percent of clotted CBC and coagulation tubes received by each collection point.  30 day monitor commenced in February.  Results will be available at the next meeting. 
Serology - Identified an increase in the number of HBsAg positive results beginning around November 2005.  Monitoring patients with HBsAg positive results vs their Anti-HBs results to determine if this trend is real or due to kit specificity interference.  60 day monitor tested 178 patients.  Of those, 25% of the HBsAg positive patients were Anti-HBs negative.  This manufacturer specificity is 97% and clinically, 98% of patients with HBsAg are likely to produce Anti-HBs antibodies.  This kit at 75% specificity is substandard.   At present, samples are being sent out to the referral lab while the investigation continues.  All HBsAg patient results reported since November are being investigated and recalled for test send-out if needed.
	Open

	

	C.
	Monitor Results and Implement Change:

	15 Mar
	Ms Adams presented the 3rd & 4th Quarter 2005 TAT’s, amended reports and critical value statistics.  Results are posted in the break-room.  
Chemistry amended results exceeded the 2% threshold in December.  Mr. Stevens is preparing an investigation and will present results by tech to determine if the problem is at the individual or department level.  Results will be reviewed at the April Meeting to determine what corrective action should be implemented.
	Open

	


11. Customer Service

	A.
	Satisfaction Survey Results:

	15 Mar
	Customer Satisfaction results are tallied quarterly.  1st quarter results will be presented by Ms. Adams at the 15 April Meeting.
	Open

	


12. Facilities & Safety

	A.
	Design, Environment, Storage & Space Concerns:

	15 Mar
	Serology lab new AC unit is scheduled to be installed on Sunday 18 March.  The lab will be closed but Ms. Kane will available to the facilities staff and to verify the unit is functioning within the tolerance limits.


	Open

	15 Feb
	Hematology department needs space for additional records storage.  The department is at capacity.  Ms. Adams advised that archive records should be removed from the department and stored in the archive storage facility.  Mr. Coulter will remove and label all records greater than 2 years old and relocate them to the archive facility.  15 March Mr. Coulter advised records were moved. 

	Closed 15 March

	

	B.
	Safety Training – status report due. Identify any individuals >30 days overdue.  Include safety module:

	15 Mar
	Chem - 100%
Heme - 100%

Serology - 50% Mr. Katanga was due for training in Feb but it was not completed until March due to trainer availability.  The section is now at 100%


	Closed 15 March

	

	C.
	Safety Management – identify hazards, emergency preparedness issues or concerns, MSDS  review status, etc:

	15 Jan
	Annual MSDS reviews due 15 April. Safety officer will conduct the MSDS audit by section in May.  Safety inspection will be performed in April.  MSDS audit and safety inspection results are due to the committee 15 June. 

	Open


Minutes Prepared by: 

Ms. Kane



Date:
20 Apr 2006


Quality Manager Approval: 
Ms. Adams



Date:
22 Apr 2006


Lab Director Review:  
Dr. Jones



Date: 
22 Apr 2006

