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INTERNAL QUALITY AUDITOR’S CHECKLIST
	AUDITORS:

	DIVISION/ AREA:

	AUDITEE:

	SCOPE:

	METHOD: Interview, observation, checking of records and documents

	DATE/ TIME:


	Ref
	Audit Items
	Audit Evidence

	Code
	Findings
	Observations
	Recommendations
	Good Practices

	CL. 4
	4.1internal, external issues
	Org context, related internal external issues
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	4.2 needs & expectations of interested parties
	Risk and assessment document
· interested parties
· expectations
	
	
	
	
	

	
	
	evidence of review and updates of interested parties (i.e. updated RA)
	
	
	
	
	

	
	4.3 Scope of QMS
	documented scope (quality manual)
	
	
	
	
	

	4.4 QMS & processes
	4.4.1 Determine Process for QMS
	policies and procedures
(note: same as 2008 audit checklist)
	
	
	
	
	

	
	
	Risk Assessment 
- expectations & requirements
	
	
	
	
	

	
	
	Interrelated processes, as applicable:
· (engineering) calibration & preventive maintenance
· Internal audit & corrective action
· documented information (control docs and records)
· training / competency requirements
· housekeeping
· IT/CC-IHOM
· other support services
	
	
	
	
	

	
	4.4.2 documented info (records)
	IPCR
	
	
	
	
	

	
	
	Monthly/Quarterly/Annual reports
	
	
	
	
	

	
	
	Status of Objectives (KPI)
	
	
	
	
	

	Cl. 5
	5.1 Leadership & Commitment
	Quality Policy /
Quality Objectives
	
	
	
	
	

	
	
	Improvement plans
	
	
	
	
	

	
	5.2 Customer focus
	Risk & Opportunity
	
	
	
	
	

	
	
	Customer Satisfaction Survey / Results & analysis
	
	
	
	
	

	
	5.2.2 Communicating the policy
	Evidence of policy dissemination
	
	
	
	
	

	
	5.2.3 Roles, Responsibilities & authorities
	Defined roles and responsibilities (job Description, appointment, etc.)
	
	
	
	
	

	
	
	
	
	
	
	
	

	Cl. 6
	6.1 Action to address risk and opporutnies
	Risk Assessment
· understanding of current issues
· interested parties
· risk an opportunities
	
	
	
	
	

	
	
	Action plans to address high and critical risk (risk rating of 12 and above & critical rating 3)
	
	
	
	
	

	
	
	evaluation of effectiveness
· monitoring of action plan implementation
· additional action plan if target not achieved
	
	
	
	
	

	
	6.2 Quality objectives and planning
	Department / Unit quality objectives:
· measurable
· evidence of communication
· monitoring data
	
	
	
	
	

	
	6.3 Planning for changes
	Changes:
· planned
· implemented
· on-going implementation
	
	
	
	
	

	
	
	Implementation plan
	
	
	
	
	

	
	
	Identified consequences for the changes
	
	
	
	
	

	Cl 7
	7.1 General
	PPMP
	
	
	
	
	

	
	7.1.2 People
	Manpower allocation  vs. DBM manpower compliment for level 3 hospital
	
	
	
	
	

	
	7.1.3 Infrastructure
	Maintenance plan and records for:
· building / facility maintenance 
· status of area being audited (consider cleanliness, safety, physical condition)
· cross check infra improvement plans, if applicable
	
	
	
	
	

	
	
	Machine preventive maintenance plan and records 
	
	
	
	
	

	
	7.1.4 Envi for the operational process
	Environmental condition of the area being audited
· temperature monitoring
· Environmental condition of the area being audited.
· cross check plans for improving environmental conditions, if applicable
	
	
	
	
	

	
	7.1.5 Monitoring and measurement
	Calibration plan of monitoring and measuring devices:
· calibration plan and records
· calibration stickers & certificates
	
	
	
	
	

	
	
	Result of exams and monitoring of residents performance
	
	
	
	
	

	
	7.1.6 Org’l. Knowledge
	Identified competency requirements per position.  This can be:
· Job description per position
· hiring requirement
	
	
	
	
	

	
	
	Hiring process for permanent and temporary positions:
· posting of hiring requirements
· assessment / evaluation of candidates
· records of screening board
· appointment (CSC)
	
	
	
	
	

	
	
	Status of manpower compliment vs allocation
	
	
	
	
	

	
	7.2 Competence
	Training needs survey and the result
	
	
	
	
	

	
	
	Annual training plan
	
	
	
	
	

	
	
	Records of implemented training per annual plan
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	7.3 Awareness 
	Training records of employees:
· new employee orientation
· training records for technical orientation (per respective unit/department SOP)
· Records of transfer of knowledge (common problem/issues; complaints and feedback, result of customer survey, incident reports, etc.)
	
	
	
	
	

	
	7.4 Communication
	Communication process.
- check evidence of communication for changes (new policy or procedure, changes in the organization, important matters)
	
	
	
	
	

	
	
	Check communication process for area being audited
	
	
	
	
	

	
	7.5 Documented Information
	Check document control and records control procedure.
Verify records for:
· new or revised documents
· approval process
· Information dissemination form
· Quality records mastelist
· Cross check availability of records per defined retention period of area being audited.
	
	
	
	
	

	Cl 8
	8.1 Ops planning & control
	Procedure flow charts / policy and evidence of implementation 
(note:  same as 2008 checklist)
	
	
	
	
	

	
	
	Control for outsourced (third party) service provider
	
	
	
	
	

	
	8.2.1 Customer Communication
	Handing customer feedback and complaint
	
	
	
	
	

	
	
	Patient assistance process / handling complaints (QA process)
	
	
	
	
	

	
	
	Customer Satisfaction Survey / Results & analysis of respective area being audited
	
	
	
	
	

	
	8.2.2 / 8.2.3 Determine & review req’ts. related to prod and services
	List of legal and regulatory requirements & status of compliance
	
	
	
	
	

	
	
	Customer requirements and provision of services
	
	
	
	
	

	
	
	Changes to requirements
· changes to legal / regulatory requirements
· changes to services (i.e. additional procedure other than those originally accepted/signed)
	
	
	
	
	

	
	8.4 Control of external providers
	identified external providers (supplier/vendor)
	
	
	
	
	

	
	
	Controls implemented 
· selection/accreditation
· evaluation of suppliers / service providers
	
	
	
	
	

	
	
	Procurement /BAC process
	
	
	
	
	

	
	8.5 Service provision
	Defined policies and procedures
Implementation and records
	
	
	
	
	

	
	
	Monitoring process; input vs. output (check requirements vs service provided)
	
	
	
	
	

	
	
	condition of facilities / environment
	
	
	
	
	

	
	
	manpower competency requirement for the process or service:
· training to operate machine
· license requirement (PRC)
	
	
	
	
	

	
	
	Identification of patient/customer / (risk tag, hospital number, result number, etc.)
	
	
	
	
	

	
	
	customer property:
· items belonging to them
· intellectual property (confidentiality of patient data)
· verify how patient/customer info is released (authorized release)
	
	
	
	
	

	
	
	Preservation (temperature control, etc.)
	
	
	
	
	

	
	
	compliance to legal /regulatory requirements
	
	
	
	
	

	
	
	Release of products and services:
· discharge process of patients
· promotion / graduation of residents
	
	
	
	
	

	
	8.7 Control of Nonconforming outputs
	Identified nonconformity 
· CPAR/CAR
· check supplies / medicines received, issued and used 
· verify that they are correct
	
	
	
	
	

	Cl 9
	9.1 Monitoring, measurement, analysts and evaluation
	Monitoring activities:
· patient status monitoring
· temperature control and monitoring
· residents evaluation (exams - oral and written, case presentations)
· For residency training, check compliance to evaluation requirement of respective societies
	
	
	
	
	

	
	9.1.2 Customer Satisfaction / 9.1.3 Analysis and evaluation
	Customer satisfaction survey/ Results and analysis
Residents survey result and analysis
	
	
	
	
	

	
	
	Result of analysis, action taken if needed
	
	
	
	
	

	
	
	Status of objectives (KPI) and their analysis
	
	
	
	
	

	
	
	Action taken for unachieved objectives/targets
	
	
	
	
	

	
	9.3 Internal Audit
	Internal audit process:
· annual audit program
· audit plan / itinerary
· audit result
· CAR / CPAR and their status
	
	
	
	
	

	
	9.4 Management Review
	Management review minutes
· check that required inputs are covered
· outputs are clear
· presentation /reports
	
	
	
	
	

	Cl 10
	10.2 NC and corrective action
	CPAR/CAR:
· correction
· root cause analysis
· corrective action
· monitoring of action implementation and effectiveness
	
	
	
	
	

	
	10.3 Improvement
	Improvement plans, their status and monitoring result
	
	
	
	
	


Signed:
	Auditor/s:  
	

	
	

	Auditees:
	

	
	


 Codes: 1- conformity

2- Observation


3- non- conformances

