Worksheet: MR Report 4-82
Cape Clinic Hospital Laboratory


Management Review Report

This template is intended as a tool to document the Management Review Activities and serve as the Review Output Record.  Please complete each section. At all stages, management must consider proper, proactive measures to take to improve the laboratory, and where it is necessary, to apply preventive action to reduce risk. 
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Date of Review: 22/09/2016
Interim 3rd Quarter Review

	Recorded by: A. Martine


In attendance:
	NAME
	
	TITLE

	     Every manager but you
	
	     

	     
	
	     

	     
	
	     

	     
	
	     

	     
	
	     

	     
	
	     

	     
	
	     

	     
	
	     


Absent:
	NAME
	
	TITLE

	     You
	
	     

	     
	
	     

	     
	
	     

	     
	
	     

	     
	
	     


For absent members, the output record must be sent to them afterwards, and opportunity for review and comment given. Any comments, changes, or additional inputs from these individuals must be incorporated into the final minutes or issued as an addendum.  After all management members have contributed, findings and actions must be reported to laboratory staff.  Copies of staff meetings communicating the findings and actions will be cross-indexed with this report.  
ITEM 1: Review of open items from previous meeting.  Refer to minutes from previous meeting.  For items that are still open, transfer to new actions on last page with appropriate comments.  
Open (2/12/2015) - Advocacy stock-out initiative with the Central Repository. 

· On 30/08/2016, The HoD and Dr. Sabin reported their analysis of their stock-out impact study to the medical staff.  The presentation was well received, especially since the Cost of Poor Quality (COPD) was never previously calculated.  HoD received a memo from the superintendent requesting laboratory to include nursing, pharmacy, and radiology into this laboratory initiative; a memo was sent on 16/08/2016 inviting a representative from each department to notify Dr. Sabin, RCA team leader.  Dr. Sabin has scheduled a meeting of departments for 24/09/2016 and shared the draft agenda with attendees.  It was decided to address any new action items resulting from this meeting through the current laboratory’s CA process.
· Dr. Sabin provided an update on the CD4 kits that have been back ordered since July.  The same information was communicated with the medical staff during the meeting.  Dr. Sabin did express concern about the number of physicians who complained that they were never notified in July.  A decision was made to present the revised delay notification procedure.at the next medical staff meeting.  
· Dr. Jean Claude provided an update on the backlog of viral load testing (1784 tests backlogged) and the kits to arrive by next week.  Discussion ensued which specimens to test first, the oldest requested specimens vs. the newly requested specimens.  A decision was made to query the 10 physicians with the highest ordering volume directly to gain customer input.
ITEM 2: Review of customer related issue.  Discuss customer feedback, customer satisfaction survey results, staff suggestions, and complaints.
Customer complaint was received that initiated NCE- 2016-225 - Amended report due to wrong calculation in Fibrinogen Procedure.  Due to the severity, it was sent immediately into the CA process.
Customer complaint was received that initiated NCE- 2016-231 - Provider unable to distinguish which microbiology report is from left or right eye.  Microbiology HoS explained that the situation was immediately handled by writing on the reports which eye it was.  The point was closed on 20/07/2016, the same day it was received.


ITEM 3: Internal audit results.  Report on the status of internal quality audits: review results of audits conducted since last meeting, and issues discovered. 
The Quality Manager noted that the 2 audits conducted this quarter, both revealed inconsistent documents at the work bench.  During the Total Testing Audit conducted each quarter, the SOP for RPR mistakenly instructed the technologist to report negative instead of nonreactive.
ITEM 4: Quality indicator results.  Discuss and determine the appropriateness to continue or stop monitoring or other actions to be taken based on the results.   
The technical supervisor explained that as long as the outliers are removed (equipment downtime, stock-outs), the TATs for routine and urgent have been meeting the threshold, indicating our response time should be meeting customer expectations.

ITEM 5: Occurrence and risk management:

Nonconformity results.  
Review findings for trends and underlying issues.

The Quality manager noted that the examination phase increased because that is where he placed the reported NCEs involving major and minor revisions in exam procedures.
The Microbiology HoS did express concern about not understanding the definitions and being unable to discern a major from a minor.  
Status of corrective and preventive actions.  Review overdue CA reports.  Review trends indicated by the CA reports filed.  

CA-2016-220 - cart tipped, breaking TB slants from 25 patients.  The root cause was the cart that required 1 of the 4 wheels to be duct taped to the assembly.  As of 10/07/2016, the point was closed ahead of due date when a new cart was purchased and delivered.   

NCE-2016-225 was assigned a risk criterion of 3 and became CA-2016-225 - Amended report due to wrong calculation in Fibrinogen Procedure.  The RCA team felt the root cause was a typographical error.  The corrective action suggested was to revise the SOP and type better.  CA-2016-225 was closed early on 12/07/2106.

CA-2016-244 – Effectiveness of the revised delayed notification procedure has been reviewed and approved as of 07/09/2016.  The RCA team will now address the pre-examination issue revealed during the root cause investigation.

ITEM 6: External assessment reviews.  Report on the results of assessments conducted since last meeting, and issues discovered. 

No reviews were conducted during Q3.
ITEM 7: Interlaboratory comparisons or proficiency test results.  Review results of EQA/PT conducted since last meeting, and issues discovered. 

All PT surveys passed except Hematology (H-09D).  The Technical Supervisor explained that the staff did not realize a survey was expected in July.  Because the due date was surpassed, the section failed its PT.  
ITEM 8: Review of resources needed to maintain and improve the effectiveness of the laboratory and its quality management system.  Consider any changes in the volume and scope of work.  Discuss resource needs for each of the following points:  
EQUIPMENT:
Technical Supervisor reported that purchasing has sent out bids for the microscope maintenance contract.  They expect to have the contract in place next month (October).  Staff will continue to struggle with keeping the field of interest in view when switching between lens objectives located on the turret.
Chemistry HoS reported that, on the new chemistry analyzer, they can no longer override expired calibration curves.  The instrument will not analyze any patient GGT specimens.  
WORK ENVIRONMENT & INFRASTRUCTURE REQUIREMENTS: 

No updates or changes were reported during Q3.
SAFETY:

No safety occurrences were reported during Q3.
PERSONNEL:
Hematology HoS to return from her 4-month maternity leave next month (October).
LABORATORY INFORMATION SYSTEM:

 No Downtimes were reported for Q3
REFERRAL TESTING:

The local hospital, BBRH, can perform the GGT workload until the calibrator can arrive.
PURCHASING AND INVENTORY:

Chemistry HoS reported that as of 31/08/2016 GGT calibrator must be added to the list of no supplies available from the Central Repository.
DOCUMENTS AND RECORDS:

Chemistry: Cobas Preventative Maintenance Procedure (CHEM -Cobas-P003)– revised because a weekly task was forgotten.  Submitted for approval 13/08/2016 & approved 31/08/2016.  
ENSURING EXAMINATION QUALITY:

No QC flags were detected for those analytes with QC material.  
ITEM 9: Review of suppliers. Discuss issues regarding suppliers of critical materials, hardware or software. Review supplier performance and any quality or delivery issues.  Review open supplier corrective action notices issued since last meeting. Note any trends for individual suppliers. Indicate changes of supplier status or restrictions.
The Technical Supervisor reported no issues with any approved suppliers.  He stated that he and Dr. Sabin are still collecting data and meeting with the Central Repository regarding lack of supplies.  
ITEM 10: Review of the Quality Policy for current adequacy, and the need for changes to it.  Review the Quality Policy to ensure it still represents the company’s goals. 
ENTER QUALITY POLICY HERE.
Quality Policy Statement

The management of Cape Clinic Hospital Laboratory and staff is committed to the implementation and maintenance of a quality management system meeting the requirements of ISO 15189:2012 standard, national standards and the accreditation body requirements as a basis of achieving its goals and objectives.    
CCHL is committed to operate in the highest standards of service that meets the customers’ requirements, provide accurate, reliable and timely results acceptable locally and internationally. This is achieved by performing laboratory tests in the most professional, safe, effective and efficient way, which is reflected in the laboratory procedures and methods covering the various activities within the laboratory. Excellence in the workplace is promoted by providing all employees with the knowledge, training, and tools necessary to allow for the completion of accurate and timely work. The laboratory management ensures continual improvement of its processes through different review and monitoring mechanisms and through quality objectives.  

The generic objectives below provide a framework for establishing measurable objectives:  
· To establish performance measurements that are consistent with the expectations of our customers and ensure that these measurements are met; 

· To review test methods for fitness of intended use and make changes where necessary to improve performance; 

· To participate in proficiency testing or quality assessment programs with peer laboratories; 

· To ensure that all personnel are trained and competent to a level of familiarity with the quality system appropriate to the individual’s degree of responsibility;
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 FORMCHECKBOX 
 Quality Policy reviewed and accepted as is.

 FORMCHECKBOX 
 Quality Policy needs revision.  Following changes recommended:

ITEM 11: Review of quality objectives, data and goals. Review the current Quality Objectives. Complete the Objectives table on the next page.
To decrease laboratory stock-out events by 50% by 31/12/2016.
To provide adequately working microscopy equipment for testing by servicing all 14 microscopes by 1/11/2016.


	Element of Quality Policy
	Quality Objective(s)
	Metric(s)
	Current Standing
	New / Revised Goal

	Meeting or exceeding customer expectations
	Meeting all defined TATs
	TATs routine and stat
	Threshold met; continue monitoring
	     

	     
	     
	Instrument downtime
	Threshold not met; continue monitoring
	     

	     
	     
	Inventory stock out
	Threshold not met; continue monitoring
	     

	     
	Satisfy all patient and physicians
	Patient satisfaction survey
	Threshold met; continue monitoring
	     

	     
	     
	Physician satisfaction survey
	Threshold not met; but increasing since delayed notification procedure was revised; continue monitoring
	     

	Provide accurate and reliable test results
	Attain all acceptable PT result
	PT Review of failure and trending
	Threshold met; continue monitoring
	     



ITEM 12:  Discuss the overall performance of the quality system, any changes to the laboratory that may affect the quality system, or vice-versa.  Include opportunities for improvement.  
Microbiology HoS would like to explore the TB reporting mechanism with the providers.  Currently, the patient submits 3 specimens and then picks- up their result to give to the provider.  In the last 6 months, 30 patients have not picked-up their results.  Of those 30, 6 had at least 1 positive sputum specimen.  The Microbiology HoS expressed concern for the patient, the family, and the community.
The HoD applauded her concern for patient safety.

ITEM 13.  ACTION TO BE TAKEN: Determine if the next step is informational (e.g. memo, newsletter, staff meeting), interim (e.g. data gathering), remedial, corrective, or preventive and complete the table.  First list any carryover items from previous reviews that remain uncompleted.  
Action Item Matrix
	Action Item
	Process Owner
	Comments
	Due Date
	Status

	Informational – conduct meeting of departments, any actions items will be assigned a CA event number
	Dr. Sabin
	Part of the stock-out advocacy initiative 
	26/09/2016
	Open – 2/12/2015

	Informational – Review Delay notification procedure with medical staff 
	Dr. Sabin
	Part of the stock-out advocacy initiative 
	30/09/2016
	Open – 2/12/2015

	Interim - Conduct a physician focus group regarding viral load testing
	Dr. Jean Claude
	Part of the stock-out advocacy initiative 
	26/09/2016
	Open – 2/12/2015

	Remedial – identify another supplier from the approval list and arrange service for all 14 microscopes.
	AA Hicks
	Review line item budget and copy of current service agreement.
	1/11/2016
	Open – 22/09/2016

	
	
	
	
	

	
	
	
	
	


Homework to Prepare for the 
Management Review Activity

Read 
ISO 15189 4.15 Management Review and 4.1.2.4 Quality Objectives and Planning
Read and Analyze

Handout: Quality Report 4-81 and Worksheet: MR Report 4-82, both distributed by the facilitator.
Note any process problems throughout your review. 
· Highlight or circle significant findings.

· Write relevant discussion points or questions in the margins.

· Look for patterns and trends within the QMS
Plan for Improvement 
After reviewing both the worksheet and handout in their entirety, think about the decisions that need to be made or problems that need to be solved to maintain an operational QMS while recognizing areas for continual improvement. 
Worksheet: MR Report 4-82:: Item 1 Review of Open Items from Previous Meetings can be used as an example.  
List 5 discussion points from your review regarding the laboratory’s current QMS performance.  These 5 areas should be areas that will require your group to make a decision and approve an actionable first-step during tomorrow’s activity.
Remember to bring both the handout and worksheet to class.

The frequency and format of the reviews are a matter of the laboratory’s organizational definition and preference.  


Common structures are annual or semiannual reviews, or reviews that are scheduled to coincide with internal audits – under the assumption that during the course of a year everything will be audited, and therefore, reviewed.





The written record from each management review should clearly demonstrate the active involvement of top management including:


Critical discussion items


Requests for additional information


Decisions made


Recommendation for follow-up action, including referral into CA/PA


Conclusions of the review including assessment of the effectiveness of the QMS





As long as you are making progress on the corrective action and updating records, it is okay for them to remain open for extended periods of time, especially when capital investments are involved.





It is important to record the decision and the data/ information used to justify them.





Consider the service agreements to identify current levels of satisfaction and potential needs.


Customer expectations are important considerations in procurement decisions (and for advocacy, as well).  Consider doing a customer survey before a scheduled management review.  It may help strengthen a laboratory-identified customer need when presenting to hospital management.





Evaluate all audit reports collectively to uncover trends or OFIs that are not apparent in the individual audit reports.





Apply established criteria for defining and prioritizing risks.


Regulatory requirements (issues that compromise the service’s licensure or accreditation


Financial requirements (issue of cost of poor quality, such as waste, rework or mistakes)


Customer requirements (issues that cause the most customers the most problems)


Document the risk-based thinking used in the decision.





Quality objectives are measurable goals that relate to your laboratory’s commitment to quality as expressed in your quality policy.


If an objective is needed, then defining and developing the metrics for the objective could become an action item.





As you complete your review, you should notice that some issues will reappear more than once.  Be aware that the issue may be presented in a different manner due to related data from another process being used.  By making connections throughout, management’s understanding of the issue is enhanced.  More information allows management to better assess the risk it presents to the laboratory and its customers. 





As the laboratory thinks about quality objectives, it should consider what measurements are already being collected to monitor performance.  





Quality planning, a component of strategic planning, is that part of quality management focused on setting quality goals and translating quality policy into measurable objective.  It specifies necessary operational processes, projects, and related resources to fulfill the quality objectives.  The quality goals and objectives that are established in planning should be aligned with the laboratory’s quality policy to ensure requirements are met.


Quality plan = short-term priorities; output of MR


Strategic plan = long-range priorities





Review of quality policy and objectives


Objectives must be measurable so that you can determine your progress towards a goal.  


Whether explicitly or implicitly, when action items are generated from the MR process, objectives are articulated at the same time.


Categories of Objectives


Perpetual organizational objectives established at the top-management level; stem from quality policy


Specific Process objectives, established in response to a particular situation or initiative





Action Items are the activities management identifies as appropriate to fulfill the objectives or other stated goals.  Not all action items are derived from objectives.  Some are simply tasks or initiatives derived from a defined requirement.  


Situation or Issue�
Objective�
Actions to Achieve Objective�
Method of Measuring Progress toward Objective�
�
�
�
�
�
�
�
�
�
�
�






The management review’s last item of business will involve identifying and assigning new action items (transitioning from the CHECK stage to the ACT stage of your QMS performance).   This is PDCA in action – plan what you are going to do, do it, check to see if it worked, act on the results, then plan what to do next.
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