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CROSS-CUTTING CONNECTIONS
This chapter is where diagnostic accuracy becomes patient safety. Standard 8.2 (Critical Value Reporting) is the laboratory’s half of the loop completed by Standard 5.7 (Diagnostic Testing and Results Management) on the clinical side. Standard 8.1 (Laboratory Quality Management) feeds Standard 4.10 (Antimicrobial Stewardship) through reliable antibiogram data. Standard 8.3 (Specimen Collection) shares its two-identifier discipline with Standard 2.4 (Patient Identification). ASF is developing a visual cross-cutting map showing how all chapters connect — available at france-asf.fr. When completing this assessment, treat each standard as part of a system, not a standalone checklist item.
	STATUS COLOURS
YES — GREEN  Fully in place, consistent, evidenced. Observable on the visit day.
PARTIAL — AMBER  Exists but incomplete or inconsistent. NOT a pass — needs an improvement plan with a deadline.
NO — RED  Does not exist or inadequate. For CORE standards: blocks Level 1 accreditation until fixed.

HOW TO USE — FIVE STEPS
1  Read this page first.
2  Complete Page 1 self-assessment for each standard. Be honest.
3  Do not understand a standard? Read Page 2.
4  PARTIAL or NO? Write an improvement plan on Page 1.
5  Deep learning: 30-min e-learning per standard at academy.gmj.ge.

ADVISORY SUPPORT
ASF advisers help at any stage — before self-assessment, before the survey, or when any standard is unclear.
info@france-asf.fr
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	8.1
CORE
L1
	THE STANDARD
Laboratory Quality Management System
The laboratory operates a documented quality management system covering pre-analytical, analytical, and post-analytical processes, with defined quality indicators tracked over time.



	HOSPITAL SELF-ASSESSMENT  Tick YES, PARTIAL, or NO for each question.

	1
	Is there a documented laboratory quality management system covering all three testing phases?
Check pre-analytical, analytical, and post-analytical processes are all addressed.
Doc: Laboratory quality management system document
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	2
	Are quality indicators, such as specimen rejection rate and turnaround time, tracked over time?
Check for trend data, not a single point-in-time figure.
Doc: Quality indicator data
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	3
	Is there a named individual responsible for laboratory quality oversight?
Check for a designated quality lead, not diffuse or unclear ownership.
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	4
	Are laboratory quality indicators reviewed at a defined interval, with corrective action when needed?
Check for a review record and evidence of corrective action.
Doc: Quality review record
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	5
	Is the quality management system aligned with a recognised laboratory standard, such as ISO 15189?
Check for explicit reference to a recognised standard, even if not formally certified.
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	ALL YES Standard likely met. Surveyor confirms on site.   ANY PARTIAL Improvement plan required.   ANY NO CORE: must resolve before Level 1.
IF PARTIAL/NO  Action: _______________________  Responsible: ___________________  Date: __________



	WHAT THE SURVEYOR DOES ON SITE  no surprises, no hidden checks

	METHOD
	WHAT IS CHECKED
	FINDING
	NOTES

	DOCUMENT
Quality management system review
	Reviews the documented system for coverage of pre-analytical, analytical, and post-analytical processes.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Quality indicator trend review
	Reviews indicator data for at least two metrics over time, not a single snapshot.
	YES  PARTIAL  NO
Notes:
	

	ASK
Quality lead question
	Asks who holds named responsibility for laboratory quality oversight.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Corrective action review
	Reviews evidence of corrective action following a quality review that identified a gap.
	YES  PARTIAL  NO
Notes:
	

	OVERALL FINDING:  ____________________________________________
RECOMMENDATION:  ____________________________________________
	FINAL STATUS
YES   PARTIAL   NO



	REFERENCES  1. World Health Organization. Laboratory quality management system: handbook. Geneva: WHO; 2011.   2. International Organization for Standardization. ISO 15189:2022 Medical laboratories — Requirements for quality and competence. Geneva: ISO; 2022.   3. Clinical and Laboratory Standards Institute. Quality Management System: A Model for Laboratory Services. Wayne: CLSI; 2019.
	Std 8.1
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	WHY THIS STANDARD EXISTS


	A laboratory result influences a significant proportion of clinical decisions, and an error introduced anywhere along the path from specimen collection through analysis to reporting can propagate directly into a wrong diagnosis or wrong treatment. A structured quality management system covering all three phases — not only the analytical step performed on the machine — is what catches errors at the points where they are actually most likely to occur: specimen handling before testing and result reporting after it.
The evidence:  WHO Laboratory Quality Management System handbook — the majority of laboratory errors occur in the pre-analytical and post-analytical phases, not during the analytical testing itself, making whole-pathway quality management essential rather than optional.



	WHAT GOOD LOOKS LIKE
v  The quality management system explicitly covers pre-analytical, analytical, and post-analytical processes
v  Quality indicators are tracked with visible trend data over time
v  A named individual holds clear responsibility for laboratory quality oversight
v  Quality indicators are reviewed at a defined interval, with corrective action when gaps are found
v  The system is explicitly aligned with a recognised standard such as ISO 15189
	WHAT FAILURE LOOKS LIKE
x  Quality management focuses only on analytical testing, ignoring specimen handling and reporting
x  Quality indicators, if tracked, are not reviewed for trends over time
x  No one holds named responsibility for laboratory quality
x  Quality reviews, if conducted, do not lead to corrective action
x  The laboratory has no reference point against any recognised quality standard



	THREE MOST COMMON REASONS HOSPITALS SCORE PARTIAL


	1  The system covers analytical testing well but pre-analytical processes are weaker.
Instrument calibration and analytical quality control are strong, but specimen collection and transport practices are less systematically managed.
2  Indicators are tracked but never reviewed against a threshold for action.
Data on rejection rates or turnaround time is collected diligently, but no one has defined what level would trigger a specific response.
3  Quality oversight exists on an organisational chart but lacks real authority.
A quality lead is named, but in practice they lack the standing or resources to drive corrective action when gaps are identified.



	HOW TO IMPLEMENT IF YOU ARE STARTING FROM ZERO


	WEEK 1  Review the current quality management system for coverage of all three testing phases.
WEEK 2  Confirm or establish tracked quality indicators with a defined review interval.
WEEK 3  Confirm or assign named responsibility for laboratory quality oversight.
MONTH 2  Reference the system explicitly against a recognised standard such as ISO 15189.
ONGOING  Review quality indicators regularly; ensure identified gaps lead to documented corrective action.



	FOR SURVEYORS  WHAT IS NOT OBVIOUS


	Ask about pre-analytical quality specifically, not just the analysers.  Laboratories often invest heavily in analytical equipment while specimen handling before testing receives comparatively little structured attention.
Ask for a trend line on a specific indicator, not a single recent figure.  A quality management system that cannot show change over time cannot demonstrate whether quality is improving, stable, or declining.
Ask the quality lead for a specific example of corrective action they drove.  This distinguishes genuine authority from a title with no practical influence.



	E-LEARNING  academy.gmj.ge/ch8-1-laboratory-quality-management  — 30 min  Complete before self-assessment
Covers the science, real examples, implementation from zero, and surveyor guidance for this standard.
	30
min
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	8.2
CORE
L1
	THE STANDARD
Critical Value Reporting
The laboratory has a defined list of critical values that trigger immediate notification to the ordering clinician, with a documented, time-bound reporting process distinct from routine results.



	HOSPITAL SELF-ASSESSMENT  Tick YES, PARTIAL, or NO for each question.

	1
	Is there a defined, laboratory-specific list of critical values requiring immediate notification?
Check the list is specific to tests performed, not a generic external list applied unchanged.
Doc: Critical value list
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	2
	Is there a documented process for immediate notification, distinct from routine result delivery?
Check the process specifies method and maximum time to notification.
Doc: Critical value notification protocol
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	3
	Is notification and acknowledgement documented for a sample of critical value events?
Spot-check records for documented time of notification and clinician acknowledgement.
Doc: Sample notification records
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	4
	Is there a defined escalation process if the ordering clinician cannot be reached?
Ask what happens if the first notification attempt is unsuccessful.
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	5
	Are critical value reporting timeliness and completeness tracked and reviewed?
Check for aggregate compliance data over time.
Doc: Reporting timeliness data
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	ALL YES Standard likely met. Surveyor confirms on site.   ANY PARTIAL Improvement plan required.   ANY NO CORE: must resolve before Level 1.
IF PARTIAL/NO  Action: _______________________  Responsible: ___________________  Date: __________



	WHAT THE SURVEYOR DOES ON SITE  no surprises, no hidden checks

	METHOD
	WHAT IS CHECKED
	FINDING
	NOTES

	DOCUMENT
Critical value list review
	Reviews the list for specificity to the laboratory’s actual test menu.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Notification record review
	Reviews a sample of critical value events for documented notification time and clinician acknowledgement.
	YES  PARTIAL  NO
Notes:
	

	ASK
Unreachable clinician question
	Asks laboratory staff what happens if the ordering clinician cannot be reached on the first attempt.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Timeliness data review
	Reviews aggregate critical value reporting timeliness data over time.
	YES  PARTIAL  NO
Notes:
	

	OVERALL FINDING:  ____________________________________________
RECOMMENDATION:  ____________________________________________
	FINAL STATUS
YES   PARTIAL   NO



	REFERENCES  1. World Health Organization. Critical value reporting in clinical laboratories. Geneva: WHO; 2019.   2. College of American Pathologists. Critical values / critical results reporting policy. Northfield: CAP; 2020.   3. Joint Commission International. International Patient Safety Goals — Standards for Hospitals. Oak Brook: JCI; 2020.
	Std 8.2
v2.0
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	WHY THIS STANDARD EXISTS


	A critical value is, by definition, a result indicating the patient may be in immediate danger, which means the laboratory’s responsibility does not end when the result is generated — it ends only when a clinician who can act on it has actually been reached. Treating critical value reporting as a distinct, faster, actively verified process, rather than folding it into routine result delivery, is what ensures the most dangerous findings never sit unnoticed in a queue.
The evidence:  CAP critical values reporting standards — documented, time-bound notification with confirmed clinician receipt is associated with significantly faster clinical response to life-threatening laboratory findings compared with routine, undifferentiated result delivery.



	WHAT GOOD LOOKS LIKE
v  A specific critical value list is defined for the laboratory’s actual test menu
v  Immediate notification follows a documented process, distinct from routine results
v  Notification time and clinician acknowledgement are documented for critical value events
v  A clear escalation process exists if the ordering clinician cannot be reached
v  Critical value reporting timeliness and completeness are tracked and reviewed
	WHAT FAILURE LOOKS LIKE
x  No specific critical value list exists, or a generic external list is applied without adaptation
x  Critical values are reported through the same process as routine results, with no distinct urgency
x  Notification and acknowledgement are not documented
x  No escalation process exists if the first notification attempt fails
x  Reporting timeliness is not tracked



	THREE MOST COMMON REASONS HOSPITALS SCORE PARTIAL


	1  The critical value list exists but hasn’t been reviewed against the actual test menu in years.
A list was established at some point, but new tests introduced since have not been assessed for critical value thresholds.
2  Notification happens quickly during the day but is slower out of hours.
Daytime critical value reporting is fast and well-documented; overnight or weekend notification shows more delay.
3  Escalation exists informally but isn’t written down.
Laboratory staff know from experience what to do if a clinician doesn’t answer, but the process has never been formally documented or standardised.



	HOW TO IMPLEMENT IF YOU ARE STARTING FROM ZERO


	WEEK 1  Review and update the critical value list against the laboratory’s current test menu.
WEEK 2  Confirm or document a distinct, time-bound notification process for critical values.
WEEK 3  Establish or formalise the escalation process for an unreachable ordering clinician.
MONTH 2  Audit a sample of critical value events for documented notification and acknowledgement.
ONGOING  Track and review critical value reporting timeliness, including out-of-hours performance.



	FOR SURVEYORS  WHAT IS NOT OBVIOUS


	Check out-of-hours notification timing specifically.  This is where critical value reporting most often shows a gap compared with daytime performance.
Ask for the documented escalation steps, not just staff recollection.  An undocumented process, however well understood informally, is vulnerable to inconsistency when different staff are on duty.
Compare the critical value list to the full test menu.  A list that hasn’t kept pace with newly introduced tests may be missing genuinely critical results.



	E-LEARNING  academy.gmj.ge/ch8-2-critical-value-reporting  — 30 min  Complete before self-assessment
Covers the science, real examples, implementation from zero, and surveyor guidance for this standard.
	30
min
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	8.3
CORE
L1
	THE STANDARD
Specimen Collection, Labelling and Transport
The hospital follows a standardised process for specimen collection, positive patient identification at collection, labelling, and transport conditions appropriate to the test requested.



	HOSPITAL SELF-ASSESSMENT  Tick YES, PARTIAL, or NO for each question.

	1
	Is a two-identifier patient verification performed at the point of specimen collection, not only at ordering?
Check this is a distinct, bedside step at collection.
Doc: Specimen collection policy
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	2
	Are specimens labelled at the bedside, immediately after collection, before leaving the patient?
Check for a policy prohibiting pre-labelling or batch labelling away from the patient.
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	3
	Is a specimen rejection rate tracked, with reasons for rejection categorised?
Check for rejection rate data broken down by cause, such as mislabelling or inadequate volume.
Doc: Specimen rejection data
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	4
	Are transport conditions, such as temperature and timing, appropriate to the specific test requirements?
Check for defined transport requirements by specimen type.
Doc: Transport condition protocol
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	5
	Are specimen collection and labelling errors reviewed for patterns and corrective action?
Check for a review process linked to the rejection data.
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	ALL YES Standard likely met. Surveyor confirms on site.   ANY PARTIAL Improvement plan required.   ANY NO CORE: must resolve before Level 1.
IF PARTIAL/NO  Action: _______________________  Responsible: ___________________  Date: __________



	WHAT THE SURVEYOR DOES ON SITE  no surprises, no hidden checks

	METHOD
	WHAT IS CHECKED
	FINDING
	NOTES

	OBSERVE
Bedside labelling observation
	Observes or reviews evidence that specimens are labelled at the bedside immediately after collection, not pre-labelled or batched.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Rejection rate and cause review
	Reviews specimen rejection data broken down by cause.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Transport condition review
	Reviews defined transport requirements against specimen type and actual practice.
	YES  PARTIAL  NO
Notes:
	

	ASK
Verification step question
	Asks a phlebotomist or nurse to describe the identity verification step performed at the moment of specimen collection.
	YES  PARTIAL  NO
Notes:
	

	OVERALL FINDING:  ____________________________________________
RECOMMENDATION:  ____________________________________________
	FINAL STATUS
YES   PARTIAL   NO



	REFERENCES  1. World Health Organization. WHO guidelines on drawing blood: best practices in phlebotomy. Geneva: WHO; 2010.   2. Clinical and Laboratory Standards Institute. Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture. Wayne: CLSI; 2017.   3. Lippi G, Chance JJ, Church S, et al. Preanalytical quality improvement: from dream to reality. Clin Chem Lab Med. 2011;49(7):1113-1126.
	Std 8.3
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	WHY THIS STANDARD EXISTS


	A specimen mislabelled or collected from the wrong patient produces a laboratory result that is analytically perfect and clinically catastrophic — the number is accurate, but it belongs to someone else. Because this type of error occurs before the specimen ever reaches the laboratory, no amount of analytical quality control downstream can catch it; the only effective safeguard is positive identification and immediate bedside labelling at the moment of collection itself.
The evidence:  Lippi et al. 2011 — pre-analytical errors, including misidentification and mislabelling, account for the substantial majority of all laboratory errors, far exceeding analytical error rates, and are largely preventable through standardised bedside collection practice.



	WHAT GOOD LOOKS LIKE
v  Two-identifier verification is performed at the point of specimen collection, not only at ordering
v  Specimens are labelled immediately at the bedside, before leaving the patient
v  Specimen rejection rate is tracked with reasons categorised by cause
v  Transport conditions are matched to the specific requirements of each test type
v  Collection and labelling errors are reviewed for patterns, with corrective action taken
	WHAT FAILURE LOOKS LIKE
x  Patient identity is not specifically re-verified at the moment of specimen collection
x  Specimens are pre-labelled or labelled away from the bedside
x  Specimen rejection rate is not tracked, or causes are not categorised
x  Transport conditions are generic, without adaptation to specific test requirements
x  Collection errors are not reviewed for patterns



	THREE MOST COMMON REASONS HOSPITALS SCORE PARTIAL


	1  Bedside labelling is the stated policy but pre-labelling still happens under time pressure.
Staff know and generally follow the correct practice, but during busy periods, specimens are sometimes labelled before collection rather than immediately after.
2  Rejection rate is tracked in aggregate but causes aren’t broken down.
A specimen rejection rate is calculated regularly, but without categorising by cause, it is difficult to target the specific practice that needs correction.
3  Transport conditions are correct for common tests but less consistent for specialised ones.
Routine blood tests are transported appropriately; less frequently ordered specialised tests with specific requirements are handled less consistently.



	HOW TO IMPLEMENT IF YOU ARE STARTING FROM ZERO


	WEEK 1  Confirm the two-identifier verification step is performed specifically at specimen collection.
WEEK 2  Reinforce bedside labelling practice and address any pre-labelling habits found.
WEEK 3  Establish or refine specimen rejection rate tracking with cause categorisation.
MONTH 2  Confirm transport conditions are matched to specific test requirements, including specialised tests.
ONGOING  Review rejection data for patterns; retrain and adjust practice based on findings.



	FOR SURVEYORS  WHAT IS NOT OBVIOUS


	Observe an actual specimen collection if possible.  Watching whether labelling genuinely happens at the bedside, immediately after collection, is far more reliable than reviewing the stated policy.
Ask for rejection data broken down by cause, not just the overall rate.  An aggregate rejection rate without cause categorisation cannot guide a specific, targeted improvement.
Check transport requirements for a less common, specialised test.  Standard blood tests are usually handled correctly; specialised specimens with specific temperature or timing needs are a better test of thoroughness.



	E-LEARNING  academy.gmj.ge/ch8-3-specimen-collection-labelling  — 30 min  Complete before self-assessment
Covers the science, real examples, implementation from zero, and surveyor guidance for this standard.
	30
min
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	8.4

L1
	THE STANDARD
Equipment Calibration and Maintenance
All diagnostic equipment, laboratory and imaging, follows a documented calibration and preventive maintenance schedule, with equipment taken out of service when calibration fails.



	HOSPITAL SELF-ASSESSMENT  Tick YES, PARTIAL, or NO for each question.

	1
	Is there a documented calibration schedule for all diagnostic equipment, laboratory and imaging?
Check the schedule covers both laboratory analysers and imaging equipment.
Doc: Calibration schedule
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	2
	Are calibration records complete and current for a sample of equipment?
Spot-check five pieces of equipment against the schedule.
Doc: Sample calibration records
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	3
	Is equipment taken out of service immediately if calibration fails or is overdue?
Ask what happens to equipment that fails a calibration check.
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	4
	Is preventive maintenance, separate from calibration, performed on a defined schedule?
Check for a maintenance schedule distinct from calibration.
Doc: Maintenance schedule
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	5
	Are equipment downtime and failure events tracked?
Check for a log of equipment failures and downtime.
Doc: Equipment downtime log
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	ALL YES Standard likely met. Surveyor confirms on site.   ANY PARTIAL Improvement plan required.   ANY NO CORE: must resolve before Level 1.
IF PARTIAL/NO  Action: _______________________  Responsible: ___________________  Date: __________



	WHAT THE SURVEYOR DOES ON SITE  no surprises, no hidden checks

	METHOD
	WHAT IS CHECKED
	FINDING
	NOTES

	DOCUMENT
Calibration schedule and record review
	Reviews the calibration schedule and a sample of records for completeness and currency.
	YES  PARTIAL  NO
Notes:
	

	ASK
Failed calibration question
	Asks what happens to a piece of equipment that fails a calibration check, and how quickly it is taken out of service.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Maintenance schedule review
	Reviews the preventive maintenance schedule as distinct from calibration.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Downtime log review
	Reviews the equipment downtime and failure log for completeness.
	YES  PARTIAL  NO
Notes:
	

	OVERALL FINDING:  ____________________________________________
RECOMMENDATION:  ____________________________________________
	FINAL STATUS
YES   PARTIAL   NO



	REFERENCES  1. World Health Organization. Medical equipment maintenance programme overview. Geneva: WHO; 2011.   2. World Health Organization. Introduction to medical equipment inventory management. Geneva: WHO; 2011.   3. International Organization for Standardization. ISO 15189:2022 Medical laboratories — Requirements for quality and competence (equipment provisions). Geneva: ISO; 2022.
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	WHY THIS STANDARD EXISTS


	A diagnostic result or image is only as trustworthy as the equipment that produced it, and equipment drifts out of calibration gradually and invisibly — it does not announce its own inaccuracy. Equipment that continues running after failing calibration, or that has never been properly calibrated at all, can silently generate incorrect results that look identical to correct ones, with no way for a clinician downstream to tell the difference.
The evidence:  WHO medical equipment maintenance guidance — a structured, documented calibration and preventive maintenance programme is one of the most cost-effective interventions for preventing diagnostic error traceable to equipment malfunction.



	WHAT GOOD LOOKS LIKE
v  A documented calibration schedule covers all laboratory and imaging equipment
v  Calibration records are complete and current across a sample of equipment
v  Equipment is taken out of service immediately upon calibration failure
v  Preventive maintenance follows its own defined schedule, distinct from calibration
v  Equipment downtime and failure events are tracked
	WHAT FAILURE LOOKS LIKE
x  No documented calibration schedule exists, or it does not cover all equipment types
x  Calibration records are incomplete or significantly overdue
x  Equipment continues in use after failing calibration
x  No distinct preventive maintenance schedule exists
x  Equipment failures are not tracked



	THREE MOST COMMON REASONS HOSPITALS SCORE PARTIAL


	1  The schedule exists but actual calibration lags behind it for some equipment.
A documented schedule looks appropriate, but comparing it to real calibration records reveals equipment overdue for its check.
2  Failed equipment is removed eventually but not always immediately.
There is a process for taking equipment out of service after a failed calibration, but in practice there can be a delay before it is actually implemented.
3  Laboratory equipment calibration is rigorous; imaging equipment is less consistently tracked.
Laboratory analysers follow a strong, disciplined calibration process; imaging equipment calibration and testing receive less systematic attention.



	HOW TO IMPLEMENT IF YOU ARE STARTING FROM ZERO


	WEEK 1  Confirm the calibration schedule covers all diagnostic equipment, laboratory and imaging.
WEEK 2  Audit calibration records against the schedule for a sample of equipment.
WEEK 3  Confirm the process for immediately removing equipment from service upon calibration failure.
MONTH 2  Confirm or establish a preventive maintenance schedule distinct from calibration.
ONGOING  Track equipment downtime and failures; review calibration compliance regularly.



	FOR SURVEYORS  WHAT IS NOT OBVIOUS


	Compare the calibration schedule to actual records, not just its existence.  A schedule that looks thorough on paper can still conceal equipment that is significantly overdue in practice.
Ask specifically about imaging equipment, not only laboratory analysers.  Laboratory calibration discipline is often stronger and more visible than imaging equipment calibration.
Ask what happened the last time equipment actually failed calibration.  A specific, recent example demonstrates whether the out-of-service process functions in practice, not only on paper.



	E-LEARNING  academy.gmj.ge/ch8-4-equipment-calibration-maintenance  — 30 min  Complete before self-assessment
Covers the science, real examples, implementation from zero, and surveyor guidance for this standard.
	30
min
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	8.5

L1
	THE STANDARD
External Quality Assurance (EQA) Participation
The laboratory participates in an external quality assurance or proficiency testing programme for all major test categories, with documented review and response to results.



	HOSPITAL SELF-ASSESSMENT  Tick YES, PARTIAL, or NO for each question.

	1
	Does the laboratory participate in an external quality assurance or proficiency testing programme?
Check participation covers all major test categories performed.
Doc: EQA enrolment records
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	2
	Are EQA results reviewed and documented, including unsatisfactory results?
Check for a review record covering both satisfactory and unsatisfactory results.
Doc: EQA results review record
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	3
	Is there a defined corrective action process following an unsatisfactory EQA result?
Ask for a specific example of corrective action taken.
Doc: Corrective action documentation
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	4
	Are EQA results shared with relevant laboratory staff, not only laboratory leadership?
Ask a bench technician whether they have seen recent EQA results relevant to their work.
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	5
	Is EQA participation current, without lapses in enrolment?
Check enrolment continuity over the past year.
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	ALL YES Standard likely met. Surveyor confirms on site.   ANY PARTIAL Improvement plan required.   ANY NO CORE: must resolve before Level 1.
IF PARTIAL/NO  Action: _______________________  Responsible: ___________________  Date: __________



	WHAT THE SURVEYOR DOES ON SITE  no surprises, no hidden checks

	METHOD
	WHAT IS CHECKED
	FINDING
	NOTES

	DOCUMENT
EQA enrolment review
	Reviews enrolment records for coverage of all major test categories and continuity of participation.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Results review documentation
	Reviews documented review of EQA results, including unsatisfactory results specifically.
	YES  PARTIAL  NO
Notes:
	

	ASK
Corrective action example
	Asks for a specific example of corrective action taken following an unsatisfactory EQA result.
	YES  PARTIAL  NO
Notes:
	

	ASK
Staff awareness question
	Asks a bench technician whether they have seen EQA results relevant to their own testing work.
	YES  PARTIAL  NO
Notes:
	

	OVERALL FINDING:  ____________________________________________
RECOMMENDATION:  ____________________________________________
	FINAL STATUS
YES   PARTIAL   NO



	REFERENCES  1. World Health Organization. Guidance for national external quality assessment programme. Geneva: WHO; 2016.   2. Clinical and Laboratory Standards Institute. Using Proficiency Testing to Improve the Clinical Laboratory. Wayne: CLSI; 2018.   3. International Organization for Standardization. ISO 15189:2022 Medical laboratories — Requirements for quality and competence (EQA provisions). Geneva: ISO; 2022.
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	WHY THIS STANDARD EXISTS


	A laboratory’s own internal quality control can confirm that its results are consistent with themselves, but only external quality assurance — testing the same specimen sent independently to many laboratories and comparing results — can reveal whether the laboratory’s results are actually correct compared with an external, objective standard. A laboratory that has never been checked this way has no way of knowing whether a systematic bias has crept into its testing, however consistent its own internal results appear.
The evidence:  CLSI proficiency testing guidance — external quality assurance participation is one of the few mechanisms capable of detecting systematic analytical bias that internal quality control, by design, cannot identify.



	WHAT GOOD LOOKS LIKE
v  The laboratory participates in EQA covering all major test categories performed
v  EQA results, including unsatisfactory ones, are reviewed and documented
v  A defined corrective action process follows any unsatisfactory result
v  EQA results are shared with the staff actually performing the relevant testing
v  EQA participation is continuous, without lapses in enrolment
	WHAT FAILURE LOOKS LIKE
x  The laboratory does not participate in any external quality assurance programme
x  EQA results, if received, are not formally reviewed
x  No corrective action process exists following an unsatisfactory result
x  EQA results are seen only by laboratory leadership, not bench staff
x  EQA participation has lapsed or is inconsistent



	THREE MOST COMMON REASONS HOSPITALS SCORE PARTIAL


	1  EQA participation covers common tests but not all major categories.
The laboratory is enrolled in proficiency testing for routine chemistry and haematology, but a less common but still significant test category has no EQA coverage.
2  Results are reviewed by leadership but rarely reach the bench technicians involved.
Unsatisfactory EQA results prompt a review at the management level, but the specific staff performing the testing are not always informed or involved in the correction.
3  Corrective action happens but isn’t consistently documented.
Staff describe making adjustments after an unsatisfactory result, but the record does not always clearly capture what was changed and why.



	HOW TO IMPLEMENT IF YOU ARE STARTING FROM ZERO


	WEEK 1  Confirm current EQA enrolment covers all major test categories performed.
WEEK 2  Establish or strengthen a documented review process for all EQA results, satisfactory and unsatisfactory.
WEEK 3  Confirm a defined corrective action process for unsatisfactory results.
MONTH 2  Establish a process for sharing relevant EQA results with the bench staff performing that testing.
ONGOING  Maintain continuous EQA enrolment; review results and corrective actions regularly.



	FOR SURVEYORS  WHAT IS NOT OBVIOUS


	Ask a bench technician, not just the laboratory director, about recent EQA results.  This reveals whether feedback genuinely reaches the people performing the testing, not just laboratory leadership.
Check enrolment continuity over the full past year, not just current status.  A lapse in participation at some point in the past year may not show up if you only check current enrolment.
Ask for a specific example of a corrective action following an unsatisfactory result.  A concrete, documented example demonstrates the process functions, rather than existing only as a stated policy.



	E-LEARNING  academy.gmj.ge/ch8-5-external-quality-assurance  — 30 min  Complete before self-assessment
Covers the science, real examples, implementation from zero, and surveyor guidance for this standard.
	30
min
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	8.6

L2
	THE STANDARD
Point-of-Care Testing Management
The hospital has a documented programme managing point-of-care testing devices used outside the central laboratory, including operator competency, quality control, and results integration.



	HOSPITAL SELF-ASSESSMENT  Tick YES, PARTIAL, or NO for each question.

	1
	Is there a documented inventory of all point-of-care testing devices in use across the hospital?
Check the inventory is complete, not limited to one department’s awareness.
Doc: POCT device inventory
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	2
	Is operator competency for point-of-care testing assessed and documented?
Check for a competency assessment specific to each device type used.
Doc: Operator competency records
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	3
	Is quality control performed on point-of-care devices on a defined schedule?
Check QC records against the required frequency.
Doc: POCT quality control records
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	4
	Are point-of-care results integrated into the patient’s main medical record?
Check whether POCT results are visible alongside central laboratory results.
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	5
	Is point-of-care testing overseen by the laboratory or an equivalent quality function, not managed independently by each department?
Ask who has overall oversight responsibility for POCT quality.
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	ALL YES Standard likely met. Surveyor confirms on site.   ANY PARTIAL Improvement plan required.   ANY NO CORE: must resolve before Level 1.
IF PARTIAL/NO  Action: _______________________  Responsible: ___________________  Date: __________



	WHAT THE SURVEYOR DOES ON SITE  no surprises, no hidden checks

	METHOD
	WHAT IS CHECKED
	FINDING
	NOTES

	DOCUMENT
Device inventory review
	Reviews the POCT device inventory for completeness across all hospital departments.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Operator competency review
	Reviews competency assessment records specific to point-of-care device types.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Quality control record review
	Reviews QC records against the required testing frequency for point-of-care devices.
	YES  PARTIAL  NO
Notes:
	

	ASK
Oversight question
	Asks who holds overall responsibility for point-of-care testing quality across the hospital.
	YES  PARTIAL  NO
Notes:
	

	OVERALL FINDING:  ____________________________________________
RECOMMENDATION:  ____________________________________________
	FINAL STATUS
YES   PARTIAL   NO



	REFERENCES  1. World Health Organization. Guidance on point-of-care testing implementation. Geneva: WHO; 2017.   2. Clinical and Laboratory Standards Institute. Point-of-Care Testing: Performance Metrics and Milestones. Wayne: CLSI; 2019.   3. International Organization for Standardization. ISO 22870:2016 Point-of-care testing — Requirements for quality and competence. Geneva: ISO; 2016.
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	WHY THIS STANDARD EXISTS


	Point-of-care testing brings diagnostic capability directly to the bedside, but every safeguard that a central laboratory applies routinely — trained operators, scheduled quality control, calibrated equipment — has to be deliberately replicated at each device location, or it simply does not happen. A device managed informally by whichever department acquired it, without central oversight, is a quality control blind spot precisely because no one outside that department is watching it.
The evidence:  ISO 22870 — point-of-care testing quality failures disproportionately trace back to inadequate operator training and inconsistent quality control compared with central laboratory testing, which typically has more structured oversight by design.



	WHAT GOOD LOOKS LIKE
v  A complete inventory of point-of-care testing devices exists across the hospital
v  Operator competency is specifically assessed and documented for each device type
v  Quality control is performed on point-of-care devices at the required frequency
v  Point-of-care results are integrated into the patient’s main medical record
v  The laboratory or an equivalent quality function provides central oversight of POCT
	WHAT FAILURE LOOKS LIKE
x  No complete inventory of point-of-care devices exists
x  Operator competency is assumed rather than specifically assessed
x  Quality control on point-of-care devices is inconsistent or undocumented
x  Point-of-care results exist in a separate system, disconnected from the main record
x  Each department manages its own point-of-care testing independently, with no central oversight



	THREE MOST COMMON REASONS HOSPITALS SCORE PARTIAL


	1  An inventory exists but new devices aren’t always added promptly.
The central record was accurate when created, but departments sometimes acquire new point-of-care devices without notifying the function responsible for oversight.
2  Competency is assessed at introduction but not refreshed.
Staff are properly trained when a device is first introduced to their area, but there is no periodic re-assessment as staff turn over or practice drifts.
3  QC is performed but documentation is inconsistent across departments.
Some departments maintain excellent point-of-care QC records; others are less rigorous, despite using the same type of device.



	HOW TO IMPLEMENT IF YOU ARE STARTING FROM ZERO


	WEEK 1  Compile or verify a complete inventory of point-of-care testing devices across the hospital.
WEEK 2  Confirm operator competency assessment is specific to each device type and up to date.
WEEK 3  Audit quality control records against the required frequency for a sample of devices.
MONTH 2  Confirm point-of-care results are integrated into the main patient record.
ONGOING  Maintain central oversight of point-of-care testing quality; update the inventory as devices change.



	FOR SURVEYORS  WHAT IS NOT OBVIOUS


	Ask a department outside the laboratory whether their point-of-care device is on the central inventory.  This reveals whether oversight genuinely reaches every device or only those the laboratory already knows about.
Check competency assessment dates, not just whether training occurred once.  Competency without periodic reassessment can drift, particularly for devices used infrequently.
Ask how a point-of-care result is actually seen by the treating clinician.  A result trapped in a separate system, not integrated into the main record, may not reach the person who needs it.



	E-LEARNING  academy.gmj.ge/ch8-6-point-of-care-testing  — 30 min  Complete before self-assessment
Covers the science, real examples, implementation from zero, and surveyor guidance for this standard.
	30
min
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	8.7

L2
	THE STANDARD
Radiology Safety and Radiation Protection
The hospital has a documented radiation protection programme, including dose optimisation, staff and patient shielding, and pregnancy screening before imaging involving ionising radiation.



	HOSPITAL SELF-ASSESSMENT  Tick YES, PARTIAL, or NO for each question.

	1
	Is there a documented radiation protection programme covering dose optimisation and shielding?
Check the programme addresses both patient and staff protection.
Doc: Radiation protection programme
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	2
	Is pregnancy status screened before any imaging involving ionising radiation in patients of childbearing potential?
Check for a documented screening step before the imaging is performed.
Doc: Pregnancy screening protocol
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	3
	Are radiation doses monitored and tracked, both for patients and for staff working with imaging equipment?
Check for dose monitoring records, including staff dosimetry.
Doc: Dose monitoring records
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	4
	Is imaging justified against clinical indication before ionising radiation is used, avoiding unnecessary exposure?
Ask how a requested scan is checked against clinical justification before being performed.
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	5
	Is radiation protection equipment, such as lead aprons and shielding, inspected and maintained?
Check for an inspection schedule and record.
Doc: Shielding inspection records
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	ALL YES Standard likely met. Surveyor confirms on site.   ANY PARTIAL Improvement plan required.   ANY NO CORE: must resolve before Level 1.
IF PARTIAL/NO  Action: _______________________  Responsible: ___________________  Date: __________



	WHAT THE SURVEYOR DOES ON SITE  no surprises, no hidden checks

	METHOD
	WHAT IS CHECKED
	FINDING
	NOTES

	DOCUMENT
Radiation protection programme review
	Reviews the programme for coverage of dose optimisation, patient shielding, and staff protection.
	YES  PARTIAL  NO
Notes:
	

	OBSERVE
Pregnancy screening observation
	Reviews or observes the pregnancy screening step before imaging involving ionising radiation.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Dose monitoring review
	Reviews patient and staff dose monitoring records, including staff dosimetry.
	YES  PARTIAL  NO
Notes:
	

	ASK
Justification process question
	Asks how a requested scan involving ionising radiation is checked against clinical justification before being performed.
	YES  PARTIAL  NO
Notes:
	

	OVERALL FINDING:  ____________________________________________
RECOMMENDATION:  ____________________________________________
	FINAL STATUS
YES   PARTIAL   NO



	REFERENCES  1. World Health Organization. Communicating radiation risks in paediatric imaging. Geneva: WHO; 2016.   2. International Atomic Energy Agency. Radiation Protection and Safety in Medical Uses of Ionizing Radiation. Vienna: IAEA; 2018.   3. International Commission on Radiological Protection. ICRP Publication 105: Radiological Protection in Medicine. Ottawa: ICRP; 2007.
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	WHY THIS STANDARD EXISTS


	Ionising radiation carries a cumulative, dose-dependent risk that is invisible at the time of exposure and only becomes apparent, if at all, years later — which means the safeguards against overexposure have to be built into the process itself, not left to be noticed after the fact. Justifying every scan against clinical need, optimising dose, screening for pregnancy, and monitoring both patient and staff exposure together form the only reliable protection against a risk that offers no immediate warning sign.
The evidence:  IAEA Radiation Protection and Safety in Medical Uses — the justification and optimisation principles, requiring every exposure to be clinically justified and dose minimised to the level needed for diagnostic quality, are internationally recognised as the foundation of radiation safety in medical imaging.



	WHAT GOOD LOOKS LIKE
v  A documented radiation protection programme covers dose optimisation and both patient and staff shielding
v  Pregnancy status is screened before any imaging involving ionising radiation in patients of childbearing potential
v  Patient and staff radiation doses are monitored and tracked, including staff dosimetry
v  Every imaging request involving ionising radiation is checked against clinical justification before being performed
v  Shielding equipment is inspected and maintained on a defined schedule
	WHAT FAILURE LOOKS LIKE
x  No documented radiation protection programme exists beyond general good intentions
x  Pregnancy status is not routinely screened before ionising radiation imaging
x  Radiation dose is not monitored for patients or staff
x  Imaging requests are performed without a clinical justification check
x  Shielding equipment condition is unknown or unmaintained



	THREE MOST COMMON REASONS HOSPITALS SCORE PARTIAL


	1  Pregnancy screening happens for obvious cases but isn’t systematic.
Staff generally think to ask about pregnancy for patients of clearly childbearing age, but the screening isn’t built into a consistent, documented step for every relevant case.
2  Staff dosimetry exists but monitoring compliance is inconsistent.
Dosimeters are issued to relevant staff, but wear compliance and regular reading are not consistently tracked.
3  Justification checks happen for complex imaging but less consistently for routine requests.
Unusual or high-dose imaging requests are carefully reviewed against clinical justification; routine requests receive less scrutiny, even when justification may be marginal.



	HOW TO IMPLEMENT IF YOU ARE STARTING FROM ZERO


	WEEK 1  Review the radiation protection programme for coverage of dose optimisation and shielding.
WEEK 2  Confirm and standardise the pregnancy screening step before ionising radiation imaging.
WEEK 3  Audit patient and staff dose monitoring, including dosimetry compliance.
MONTH 2  Strengthen the clinical justification check for imaging requests, including routine cases.
ONGOING  Inspect and maintain shielding equipment on schedule; review dose data regularly.



	FOR SURVEYORS  WHAT IS NOT OBVIOUS


	Ask how pregnancy screening actually happens, step by step, for a specific case type.  A specific, consistent answer indicates a genuinely embedded process; vagueness suggests it depends on individual staff remembering.
Check staff dosimetry compliance, not just whether dosimeters were issued.  Issued but unworn or unread dosimeters provide no actual protection or monitoring value.
Ask about justification for a routine, low-dose request, not just a complex scan.  Justification discipline often concentrates on obviously high-risk imaging while routine requests receive less scrutiny.



	E-LEARNING  academy.gmj.ge/ch8-7-radiology-safety-radiation-protection  — 30 min  Complete before self-assessment
Covers the science, real examples, implementation from zero, and surveyor guidance for this standard.
	30
min
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	8.8

L2
	THE STANDARD
Imaging Request and Reporting Turnaround
The hospital has defined turnaround time standards for imaging requests and formal report delivery, differentiated by urgency, with a process for verifying reports reach the ordering clinician.



	HOSPITAL SELF-ASSESSMENT  Tick YES, PARTIAL, or NO for each question.

	1
	Are turnaround time standards defined for imaging, differentiated by urgency, such as routine versus urgent?
Check the standards are specific and differentiated, not a single uniform target.
Doc: Imaging turnaround time policy
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	2
	Is actual turnaround time tracked and compared against the standard?
Check for compliance data, not only the stated target.
Doc: Turnaround time compliance data
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	3
	Is there a documented process ensuring the formal report reaches the ordering clinician?
Check for a delivery and acknowledgement mechanism, not only report generation.
Doc: Report delivery process
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	4
	Is there a distinct, faster process for urgent or critical imaging findings?
Check this is separate from routine report turnaround.
Doc: Urgent finding notification protocol
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	5
	Are delayed reports or unacknowledged results tracked and escalated?
Ask what happens to a report no one has acknowledged after a defined period.
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	ALL YES Standard likely met. Surveyor confirms on site.   ANY PARTIAL Improvement plan required.   ANY NO CORE: must resolve before Level 1.
IF PARTIAL/NO  Action: _______________________  Responsible: ___________________  Date: __________



	WHAT THE SURVEYOR DOES ON SITE  no surprises, no hidden checks

	METHOD
	WHAT IS CHECKED
	FINDING
	NOTES

	DOCUMENT
Turnaround standard review
	Reviews the turnaround time standards for specificity and differentiation by urgency.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Compliance data review
	Reviews actual turnaround time data against the stated standard.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Report delivery process review
	Reviews the mechanism ensuring formal reports reach the ordering clinician, including acknowledgement.
	YES  PARTIAL  NO
Notes:
	

	ASK
Urgent finding notification question
	Asks what happens when radiology identifies an urgent or unexpected critical finding.
	YES  PARTIAL  NO
Notes:
	

	OVERALL FINDING:  ____________________________________________
RECOMMENDATION:  ____________________________________________
	FINAL STATUS
YES   PARTIAL   NO



	REFERENCES  1. World Health Organization. Diagnostic imaging in developing countries: report of a WHO workshop. Geneva: WHO; 2016.   2. American College of Radiology. ACR–AAPM–SIIM Practice Parameter for Communication of Diagnostic Imaging Findings. Reston: ACR; 2020.   3. Royal College of Radiologists. Standards for the communication of critical, urgent and unexpected significant radiological findings. London: RCR; 2016.
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	WHY THIS STANDARD EXISTS


	An imaging report sitting unread in a queue provides the patient no clinical benefit at all, however accurate the finding — and unlike some laboratory results, an unexpected significant imaging finding can occur even on a study ordered for a routine or unrelated reason, meaning every report needs a reliable path to the clinician who ordered it, not only the reports flagged in advance as urgent. Defined turnaround standards paired with a genuine, verified delivery process close the gap between a completed study and a clinician actually acting on it.
The evidence:  RCR standards for communication of radiological findings — structured, urgent-differentiated communication protocols measurably reduce the time between an unexpected significant finding and clinical action, independent of routine reporting turnaround.



	WHAT GOOD LOOKS LIKE
v  Turnaround time standards are specific and differentiated by clinical urgency
v  Actual turnaround performance is tracked against the stated standard
v  A documented process ensures formal reports reach and are acknowledged by the ordering clinician
v  A distinct, faster process exists for urgent or unexpected critical imaging findings
v  Delayed or unacknowledged reports are tracked and escalated
	WHAT FAILURE LOOKS LIKE
x  No differentiated turnaround time standard exists for imaging
x  Turnaround performance is not tracked against any standard
x  Reports are generated with no confirmation the ordering clinician received them
x  Urgent findings are communicated through the same process as routine reports
x  Delayed or unacknowledged reports are not tracked



	THREE MOST COMMON REASONS HOSPITALS SCORE PARTIAL


	1  Turnaround standards exist but are not tracked for compliance.
A stated target is documented, but no one monitors whether actual performance meets it.
2  Urgent findings are well communicated when flagged in advance but less reliably for unexpected findings on routine studies.
A dedicated urgent pathway exists for scans ordered as urgent, but an unexpected significant finding on a routine study sometimes follows the standard, slower reporting path.
3  Report delivery is confirmed for inpatients but less reliable for outpatients.
Inpatient reports are reliably tracked to acknowledgement; outpatient report delivery has a less robust confirmation process.



	HOW TO IMPLEMENT IF YOU ARE STARTING FROM ZERO


	WEEK 1  Confirm or define turnaround time standards differentiated by clinical urgency.
WEEK 2  Establish or strengthen tracking of actual turnaround performance against the standard.
WEEK 3  Confirm the report delivery and acknowledgement process reaches ordering clinicians reliably.
MONTH 2  Confirm a distinct, faster process exists for unexpected urgent findings on any study, not only pre-flagged urgent requests.
ONGOING  Track delayed or unacknowledged reports; review turnaround compliance regularly.



	FOR SURVEYORS  WHAT IS NOT OBVIOUS


	Ask specifically about an unexpected finding on a routine study.  This scenario, rather than a pre-flagged urgent request, best reveals whether the urgent communication pathway genuinely covers every case that needs it.
Check outpatient report delivery, not only inpatient.  Confirmation of report receipt is often more robust for inpatients, where the clinician is readily reachable, than for outpatients.
Ask for actual turnaround data, not just the stated target.  A defined standard with no tracked compliance data provides no real assurance it is being met.



	E-LEARNING  academy.gmj.ge/ch8-8-imaging-request-reporting-turnaround  — 30 min  Complete before self-assessment
Covers the science, real examples, implementation from zero, and surveyor guidance for this standard.
	30
min
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	8.9

L3
	THE STANDARD
Pathology Turnaround Time Standards
The hospital has defined turnaround time standards for anatomic pathology reporting, differentiated by specimen complexity and urgency, with performance tracked and reviewed.



	HOSPITAL SELF-ASSESSMENT  Tick YES, PARTIAL, or NO for each question.

	1
	Are turnaround time standards defined for pathology reporting, differentiated by specimen type and urgency?
Check standards distinguish, for example, routine biopsies from urgent frozen sections.
Doc: Pathology turnaround standards
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	2
	Is actual turnaround performance tracked against the standard?
Check for compliance data over time, not only the target.
Doc: Turnaround compliance data
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	3
	Is there a distinct, faster process for urgent pathology requests, such as intraoperative frozen sections?
Check the process and its actual timing.
Doc: Urgent pathology protocol
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	4
	Are delayed pathology reports identified and escalated?
Ask what happens when a report exceeds the expected turnaround time.
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	5
	Is turnaround performance reviewed periodically to identify and address bottlenecks?
Check for a review process examining causes of delay.
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	ALL YES Standard likely met. Surveyor confirms on site.   ANY PARTIAL Improvement plan required.   ANY NO CORE: must resolve before Level 1.
IF PARTIAL/NO  Action: _______________________  Responsible: ___________________  Date: __________



	WHAT THE SURVEYOR DOES ON SITE  no surprises, no hidden checks

	METHOD
	WHAT IS CHECKED
	FINDING
	NOTES

	DOCUMENT
Turnaround standard review
	Reviews standards for differentiation by specimen type and urgency.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Compliance data review
	Reviews actual turnaround performance data against the defined standard over time.
	YES  PARTIAL  NO
Notes:
	

	ASK
Urgent pathology timing question
	Asks about actual timing for an urgent pathology request, such as an intraoperative frozen section.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Bottleneck review evidence
	Reviews evidence of periodic review examining causes of turnaround delay.
	YES  PARTIAL  NO
Notes:
	

	OVERALL FINDING:  ____________________________________________
RECOMMENDATION:  ____________________________________________
	FINAL STATUS
YES   PARTIAL   NO



	REFERENCES  1. World Health Organization. Guidelines for anatomic pathology laboratory services in resource-limited settings. Geneva: WHO; 2015.   2. College of American Pathologists. Turnaround time in surgical pathology. Northfield: CAP; 2019.   3. Royal College of Pathologists. Cancer datasets and tissue pathways. London: RCPath; 2021.
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	WHY THIS STANDARD EXISTS


	A delayed pathology result can hold up a cancer diagnosis, a treatment decision, or a patient’s peace of mind for days or weeks longer than necessary, and unlike some diagnostics, pathology turnaround is particularly vulnerable to bottlenecks — a single overloaded pathologist, a batching habit in the laboratory, or a lack of tracking that lets delays accumulate unnoticed. Defined, tracked turnaround standards differentiated by urgency are what make pathology reporting speed a managed process rather than whatever pace happens to result from current workload.
The evidence:  CAP turnaround time standards — structured monitoring of pathology turnaround time, differentiated by specimen complexity, is associated with earlier cancer diagnosis and treatment initiation compared with unmonitored reporting pathways.



	WHAT GOOD LOOKS LIKE
v  Turnaround time standards are specific and differentiated by specimen type and urgency
v  Actual turnaround performance is tracked against the standard over time
v  A distinct, faster process exists for urgent pathology requests such as frozen sections
v  Delayed reports are identified and escalated, not left to accumulate unnoticed
v  Turnaround performance is periodically reviewed to identify and address bottlenecks
	WHAT FAILURE LOOKS LIKE
x  No differentiated turnaround time standard exists for pathology
x  Turnaround performance is not tracked against any standard
x  Urgent pathology requests follow the same process and timing as routine specimens
x  Delayed reports are not identified or escalated
x  No review process examines the causes of turnaround delay



	THREE MOST COMMON REASONS HOSPITALS SCORE PARTIAL


	1  Standards exist for common specimen types but not for less frequent, complex cases.
Routine biopsy turnaround is well defined and tracked; more complex or unusual specimen types lack an equivalent specific standard.
2  Frozen section turnaround is fast and reliable; routine reporting lags behind its stated target.
Urgent intraoperative pathology performs well under time pressure, but routine reporting turnaround has drifted beyond the intended standard without being flagged.
3  Delays are noticed individually but never analysed for a systemic cause.
Staff are aware when a particular report is running late, but no one has stepped back to examine whether a recurring bottleneck is driving a pattern of delay.



	HOW TO IMPLEMENT IF YOU ARE STARTING FROM ZERO


	WEEK 1  Confirm or define turnaround time standards differentiated by specimen type and urgency.
WEEK 2  Establish or strengthen tracking of actual turnaround performance against the standard.
WEEK 3  Confirm the distinct, faster process for urgent pathology requests functions reliably.
MONTH 2  Establish a process for identifying and escalating delayed reports.
ONGOING  Review turnaround performance periodically; identify and address recurring bottlenecks.



	FOR SURVEYORS  WHAT IS NOT OBVIOUS


	Ask for turnaround data on routine biopsies specifically, not just urgent frozen sections.  Urgent pathology often performs well because it is closely watched; routine turnaround can quietly drift without the same scrutiny.
Ask what happens when a report is running significantly late.  A specific, credible escalation answer indicates active management; uncertainty suggests delays accumulate unnoticed.
Ask for an example of a bottleneck identified and addressed.  This distinguishes a hospital that actively manages pathology turnaround from one that only tracks it passively.



	E-LEARNING  academy.gmj.ge/ch8-9-pathology-turnaround-time  — 30 min  Complete before self-assessment
Covers the science, real examples, implementation from zero, and surveyor guidance for this standard.
	30
min
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	8.10

L3
	THE STANDARD
Digital Imaging and PACS Standards
The hospital operates a Picture Archiving and Communication System (PACS) or equivalent digital imaging system with defined data integrity, backup, and access control standards.



	HOSPITAL SELF-ASSESSMENT  Tick YES, PARTIAL, or NO for each question.

	1
	Is there a documented backup and disaster recovery process for the digital imaging archive?
Check for a specific, tested backup process, not an assumption that data is safe.
Doc: PACS backup/disaster recovery documentation
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	2
	Is access to the imaging system role-based and controlled, consistent with Standard 2.3 confidentiality requirements?
Check for access control specific to imaging data.
Doc: Access control configuration
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	3
	Is image data integrity verified periodically, confirming stored images match what was originally acquired?
Ask how the hospital would know if image data had been corrupted or altered.
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	4
	Is there a defined process for image retention consistent with legal and clinical requirements?
Check the retention period against applicable requirements.
Doc: Retention policy
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	5
	Has the backup and recovery process been actually tested, not only documented?
Ask when the last recovery test occurred and what it found.
Doc: Recovery test record
	YES
Fully in place
	PARTIAL
Not complete
	NO
Not in place
	Notes / evidence:

	ALL YES Standard likely met. Surveyor confirms on site.   ANY PARTIAL Improvement plan required.   ANY NO CORE: must resolve before Level 1.
IF PARTIAL/NO  Action: _______________________  Responsible: ___________________  Date: __________



	WHAT THE SURVEYOR DOES ON SITE  no surprises, no hidden checks

	METHOD
	WHAT IS CHECKED
	FINDING
	NOTES

	DOCUMENT
Backup and recovery documentation review
	Reviews the documented backup and disaster recovery process for the imaging archive.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Access control review
	Reviews role-based access control configuration for the imaging system.
	YES  PARTIAL  NO
Notes:
	

	ASK
Data integrity question
	Asks how the hospital would detect corrupted or altered image data.
	YES  PARTIAL  NO
Notes:
	

	DOCUMENT
Recovery test record review
	Reviews evidence that the backup and recovery process has been actually tested, with results documented.
	YES  PARTIAL  NO
Notes:
	

	OVERALL FINDING:  ____________________________________________
RECOMMENDATION:  ____________________________________________
	FINAL STATUS
YES   PARTIAL   NO



	REFERENCES  1. World Health Organization. eHealth and innovation in women’s and children’s health (health information system principles adapted). Geneva: WHO; 2016.   2. Digital Imaging and Communications in Medicine (DICOM) Standards Committee. DICOM PS3: Digital Imaging and Communications in Medicine. Rosslyn: NEMA; 2023.   3. Health Level Seven International. HL7 standards for health information exchange. Ann Arbor: HL7; 2021.
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	WHY THIS STANDARD EXISTS


	A digital imaging archive that has never had its backup and recovery process actually tested is, in an important sense, unproven — a backup that exists on paper but has never been exercised may fail exactly when it is needed, during a genuine system failure or disaster, silently erasing years of diagnostic imaging that clinicians and patients assumed was permanently safe. Documented backup combined with periodic, real recovery testing is the only way to know the system will actually work when it matters.
The evidence:  DICOM standards guidance — structured data integrity verification and tested backup processes are foundational requirements for any medical imaging archive, precisely because image data, once lost or corrupted, is generally irrecoverable through any other means.



	WHAT GOOD LOOKS LIKE
v  A documented, specific backup and disaster recovery process protects the imaging archive
v  Access to the imaging system is role-based and controlled, consistent with confidentiality standards
v  Image data integrity is periodically verified against original acquisition
v  A defined image retention policy is consistent with legal and clinical requirements
v  The backup and recovery process has been actually tested, with results documented
	WHAT FAILURE LOOKS LIKE
x  No documented backup or disaster recovery process exists for the imaging archive
x  Access to the imaging system is not role-based or controlled
x  No process verifies image data integrity over time
x  No defined retention policy exists, or it is inconsistent with legal requirements
x  The backup process has never been tested



	THREE MOST COMMON REASONS HOSPITALS SCORE PARTIAL


	1  Backup happens automatically but has never been tested with an actual recovery exercise.
Data is backed up on a defined schedule, but no one has ever confirmed the backup could actually be restored successfully.
2  Access control exists for the imaging system but isn’t regularly reviewed for accuracy.
Role-based access was configured when the system was implemented, but access rights are not periodically reviewed as staff roles change.
3  Retention policy exists but doesn’t reflect the most current legal requirement.
A retention period was set at some point, but has not been revisited against updated national requirements.



	HOW TO IMPLEMENT IF YOU ARE STARTING FROM ZERO


	WEEK 1  Confirm the documented backup and disaster recovery process for the imaging archive.
WEEK 2  Review access control configuration for the imaging system against current staff roles.
WEEK 3  Establish or confirm a periodic image data integrity verification process.
MONTH 2  Conduct an actual recovery test if one has not been performed recently, and document the result.
ONGOING  Review retention policy against current requirements; repeat recovery testing periodically.



	FOR SURVEYORS  WHAT IS NOT OBVIOUS


	Ask for the date and result of the last actual recovery test.  A specific, recent, successful test result is meaningfully different from a backup process that has only ever been assumed to work.
Check access control against a recently departed staff member.  A former employee who still has active access reveals a review process that is not keeping pace with staff changes.
Ask how the hospital would notice if image data had silently degraded.  A credible integrity verification answer indicates active monitoring, rather than a passive assumption that stored data remains intact.



	E-LEARNING  academy.gmj.ge/ch8-10-digital-imaging-pacs  — 30 min  Complete before self-assessment
Covers the science, real examples, implementation from zero, and surveyor guidance for this standard.
	30
min
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