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QUALITY  

|  

• Quality Assurance 
• assessing performance in all steps of the    

laboratory testing cycle  

• Quality Control 
• aggregate of processes and techniques to 

detect, reduce, and correct deficiencies in an 
analytical process 

• Quality Improvement 
• continuously assessing and adjusting 

performance using statistically and 
scientifically accepted procedures 

Three step 
Measures for 

ensuring highest 
standard of 

quality 
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Post-examination Processes 
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Reporting of results 
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General 
 

• The results of each examination shall be reported accurately, clearly, 
unambiguously and in accordance with any specific instructions in the 
examination procedures. 

• The laboratory shall define the format and medium of the report (i.e. electronic 
or paper) and the manner in which it is to be communicated from the 
laboratory. The laboratory shall have a procedure to ensure the 
correctness of transcription of laboratory results. 

• Reports shall include the information necessary for the interpretation of the 
examination results. 

• The laboratory shall have a process for notifying the requester when an 
examination is delayed that could compromise patient care. 
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Report content 
 

The report shall include, but not be limited to, the following: 

 a) a clear, unambiguous identification of the examination including, where 
appropriate, the examination procedure; 

 b) the identification of the laboratory that issued the report; 

 c) identification of all examinations that have been performed by a referral 
laboratory; 

 d) patient identification and patient location on each page; 

 e) name or other unique identifier of the requester and the requester’s 
contact details; 

 f) date of primary sample collection (and time, when available and relevant 
to patient care); 
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Report content 

    g) type of primary sample; 

 h) measurement procedure, where appropriate; 

 i) examination results reported in SI units, units traceable to SI units, or other 
applicable units; 

 j) biological reference intervals, clinical decision values, or 
diagrams/homograms supporting clinical decision values, where applicable; 

 NOTE Under some circumstances, it might be appropriate to distribute lists or 
tables of biological reference intervals to all users of laboratory services at 
sites where reports are received. 

 k) interpretation of results, where appropriate; 

 NOTE Complete interpretation of results requires the context of clinical 
information that may not be available to the laboratory. 

 

|  
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Report content 
 

  l) other comments such as cautionary or explanatory notes (e.g. quality or 
adequacy of the primary sample which may have compromised the result, 
results/interpretations from referral laboratories, use of developmental 
procedure); 

 m) identification of examinations undertaken as part of a research or 
development programm and for which no specific claims on measurement 
performance are available; 

 n) identification of the person(s) reviewing the results and authorizing the 
release of the report (if not contained in the report, readily available when 
needed);  

    o) date of the report, and time of release (if not contained in the report, 
readily available when needed); 

 p) page number to total number of pages (e.g. “Page 1 of 5”, “Page 2 of 5”, 
etc.). 
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Sample Report 
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Release of Results 
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Review of results 
 

• The laboratory shall have procedures to ensure that authorized personnel 
review the results of examinations before release and evaluate them against 
internal quality control and, as appropriate, available clinical information 
and previous examination results. 

 When the procedure for reviewing results involves automatic selection and 
reporting, review criteria shall be established, approved and documented  

 For establishing these criteria the authorized person shall make use of 
available standards (e.g., CLSI Auto 10) or Guidelines (e.g., ICSH for 
haematology - Laboratory Hematology 2005; 11:83-90. The International 
Consensus Group for Hematology Review: Suggested Criteria for Action 
Following Automated CBC and WBC Differential Analysis). 
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Report attributes 
 

The laboratory shall ensure that the following report attributes effectively 
communicate laboratory results and meet the users’ needs: 

 a) comments on sample quality that might compromise examination results; 

 b) comments regarding sample suitability with respect to 
acceptance/rejection criteria; 

 c) critical results, where applicable; 

 d) interpretive comments on results, where applicable, which may include the 
verification of the interpretation of automatically selected and reported results  
in the final report 
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General 
 

    The laboratory shall establish documented procedures for the release of 
examination results, including details of who may release results and to whom. 
The procedures shall ensure that the following conditions are met. 

 When the quality of the primary sample received is unsuitable for examination, 
or could have compromised the result, this is indicated in the report. 

 When examination results fall within established “alert” or “critical” intervals: 

 — a physician (or other authorized health professional) is notified immediately 
[this includes results received on samples sent to referral laboratories for 
examination; 

 — records are maintained of actions taken that document date, time, responsible 
laboratory staff member, person notified and examination results conveyed, and 
any difficulties encountered in notifications. 

 c) Results are legible, without mistakes in transcription, and reported to persons 
authorized to receive and use the information. 
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General 
 

 d) When results are transmitted as an interim report, the final report is 
always forwarded to the requester. 

 e) There are processes for ensuring that results distributed by telephone 
or electronic means reach only authorized recipients. Results provided 
orally shall be followed by a written report. There shall be a record of all oral 
results provided. 

  NOTE 1 For the results of some examinations (e.g. certain genetic or 
infectious disease examinations) special counselling may be needed. The 
laboratory should endeavour to see that results with serious implications are 
not communicated directly to the patient without the opportunity for 
adequate counselling. 

     NOTE 2 Results of laboratory examinations that have been separated from 
all patient identification may be used for such purposes as epidemiology,  
demography or other statistical analyses. 
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Computer Nonsense Metrics 

[urine culture] * [glucose] * [INR] 

[NUPA hr] * [Telephone minutes]  
X100 

Just because a 
computer can 

calculate a value, 
doesn’t mean that 

it should. 
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     If the laboratory implements a system for automated selection and 
reporting of results, it shall establish a documented procedure to ensure that: 

 a) the criteria for automated selection and reporting are defined, 
approved, readily available and understood by the staff; 

 NOTE Items for consideration when implementing automated selection and 
reporting include changes from previous patient values that require review and 
values that require intervention by laboratory personnel, such as absurd, 
unlikely or critical values. 

 b) the criteria are validated for proper functioning before use and verified 
after changes to the system that 

 might affect their functioning; 

 c) there is a process for indicating the presence of sample interferences 
(e.g. haemolysis, icterus, lipaemia) that may alter the results of the 
examination; 
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Automated Selection & Reporting of Results 

 d) there is a process for incorporating analytical warning messages from 
the instruments into the automated selection and reporting criteria, when 
appropriate; 

 e) results selected for automated reporting shall be identifiable at the time of 
review before release and include date and time of selection; 

    f) there is a process for rapid suspension of automated selection and reporting. 

 

|  
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   Revised reports 
 

 When an original report is revised there shall be written instructions regarding the 
revision so that: 

 a) the revised report is clearly identified as a revision and includes reference to the 
date and patient’s identity in the original report; 

 b) the user is made aware of the revision; 

 c) the revised record shows the time and date of the change and the name of the 
person responsible for the change; 

 d) the original report entries remain in the record when revisions are made. 

• Results that have been made available for clinical decision making and revised 
shall be retained in subsequent cumulative reports and clearly identified as having 
been revised. 

• When the reporting system cannot capture amendments, changes or alterations, a 
record of such shall be kept. 
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Sample Report 
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Thank You 
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