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Learning Objectives 

At the end of this talk the attendee will be able to:

• Discuss common pre analytical issues (collection tubes and patients 
identification)

• Discuss common referral laboratory issues 

• Highlight common documents managements  shortfalls  

• Recognise challenges with population reference ranges

• Apply continues survey readiness strategy 

• Discuss challenges in POCTs 
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Color Coding for Blood Collection Tube Closures 
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Specimen misidentification 

• Despite advance in health care technology, medical mistakes from patient 
and specimen misidentification continue to occur

• Between 2007 and 2015, the use of bar-code systems in healthcare 
environment increase from 8% to 38% , yet the rate of “wrong blood in tube” 
didn’t decrease   

• Up to 1% of collection tubes are mislabelled 

• 7.4% of patient ID bands are missing or contains erroneous information 

• 11% of transfusion death occurs because the healthcare professional didn’t 
properly identified the patient or mislabelled the tube of blood

Technology alone will not eliminate patient ID specimen labelling errors. 
Therefore, standardized process with rigid adherence, regular audits, and 
consequences for noncompliance are necessary  to fully protect the public 
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The laboratory role in specimen misidentification 

Delta checks:

Clinically inexplicable results and results that are vastly different from the patient’s previous 
results. 

Examples of examinations suitable for delta checks used in the laboratory are:

• Blood type

• Erythrocyte mean cell volume

• Total protein

• Albumin

• Haemoglobin

• ALT and AST 

The time interval over which a delta check criterion  is to be applied must be specified in 
relevant procedures 
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The laboratory role in specimen misidentification 



Referral Laboratory Testing
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Commonly used documents  for compliance 

Evaluating a Referral Laboratory

CAP ISO15189 JCI Local regulations Remarks 

if any

Referral Lab Evaluation should 

be reviewed and signed by 

Medical Director 

Referral Lab Evaluation form, 

reviewed and signed by 

Medical Director 

Referral Lab Evaluation form, 

reviewed and signed by Medical 

Director 

Referral Lab Evaluation form, 

reviewed and signed by Medical 

Director 

Facility License Copy

Accreditation Certificate

Facility License Copy

Accreditation Certificate

Facility License Copy

Accreditation Certificate

Facility License Copy

Accreditation Certificate

Proficiency testing score cards Proficiency testing score cads Proficiency testing score cads Proficiency testing score cads

Annual approved Referral lab 

list with scope of referrals 
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GEN.41350

ISO 15189 Standard : 4.5 JCI Standard GLD.2.2



Standard Operating Procedure 

• The use of standardized SOP across the health system network is recommended

• Use one set of Administrative SOPs (whenever possible) 

• Use the same SOP template

• Special attention to interdepartmental SOPs: 

• Transfusion Medicine (i.e., transfusion reaction)

• POCT (i.e., governance, training, competency, instrument maintenance, QC)

• Safety (laboratory, Hospital, occupational health) 

• Critical results reporting 
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Reference intervals 
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UAE POPULATION BY NATIONALITY 2016
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Reference Range 
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Units of Measurements – Glucose  

5.5 mmol/L

100 mg/dl

1 g/L



EVOLUTION  OF INTERNAL AUDITS AT NRL 

2016

2017

2018

2019

Monthly QA Audit across the network which 
consist of reviewing QC records, PT, equipment 
maintenance, safety, etc

Inspection readiness and verification checklist 
(checklist to assist staff with inspection 
preparation)  

The addition of the ISO 15189 Standard to the 
monthly QA Audit (ISO 15189 is assessed 
throughout the year) 

Started to conduct biannual audits to the non-
technical departments (IT, SCM, HR, Finance, 
etc.) 

2020

Continuous survey readiness

The addition of process specific audit to ensure 
compliance and improve efficiency (i.e. QC, 
specimen receiving, etc.) 

The QA Department is adapting a Continue 
Survey Readiness (CSR) module to ensure 
that all NRL laboratories are well prepared for 
any unannounced inspections either by local 
or international surveyors. Also, to ensure 
quality is maintained throughout the year  A 
variety of approaches and learning methods 

were used including:

- Face-to-face education with 
front-line staff

- Resource folders with latest 
accreditation standards and 
elements of compliance

- Monthly QA verification to all 
laboratories 

- Group lectures

- Mock surveys to assess 
compliance with standards



POCT challenges 

• Dozens of sites

• Hundreds of devices

• Thousands of operators

• Instruments verification

• Pre-analytical variables

• Maintenance requirements

• QC requirements 
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Theranos

• Founded in 2003 by Elizabeth 
Homes. 

• Hand-held device took a 
minute amount of blood and 
tested for range of diseases 

• 2010 value at more than $1 
billion

• 2013 - Partner with a major 
drug stores company in the U.S 
to offer tests in store in more 
than 40 locations

• 2016 – The End 
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Achieving excellence in POCT 

• Don’t just add tests because they are available

• Stick to one vendor or one type of device

• Standardize training; check competence 

• Minimize the number of POCT staff 

• Centralize POCT management 

• Have laboratory select and validate instruments 

• Don’t let clinicians dictate POC tests
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Summary 

• Pre-analytical issues (collection tubes and patients identification)

• Common referral laboratory issues 

• Documents managements  shortfalls  

• Reference ranges

• Apply continues survey readiness strategy 

• Challenges in POCTs 
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