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ABSTRACT
Introduction: Quality indicators in a clinical laboratory are considered as useful tools for continual improvement of the laboratory services.
Aim: The aim of this study was to assess timely performance of the Gujarat Cancer & Research Institute (GCRI) service laboratories in three 
phases of testing – pre-analytical, analytical and post-analytical, in an effort to improve their performance.
Methodology: The study included an assessment of different quality indicators from central laboratory - Hematology, at GCRI which provide 
service for the patient care.
Results: Data obtained from a total of 490349 samples collected over a period of three years was used in the study. The overall error rate was found 
to be 2.72%. The commonly observed indicators were clotted sample (3.62%) followed by low quantity (0.99%) of samples during the pre-
analytical phase. In the analytical phase, IQC failure (0.27%) was the most common in the three years study period, TAT outlier was 1.2%, during 
the post- analytical phase.
Conclusions: Quality indicators are important tools in improving the quality system in a clinical laboratory and patient care.
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INTRODUCTION
Clinical laboratories play vital role in prevention and control of 
infectious diseases by providing timely test results which help in the 

1patient management and disease surveillance . In an era of medical 
diagnostics, around 80% of decisions depend on the medical 
laboratory services and thus the quality of laboratory tests has a huge 

2impact on the diagnosis and treatment planning . This highlights the 
signicance of carrying out tests on correct samples (pre-analytical 
phase) using accurate and precise techniques (analytical phase) at the 
earliest (post-analytical phase). The pre-analytical phase comprises 
the procedures before processing the sample. Studies indicate that 
approximately 40% to 70% of errors occur in the pre-analytical phase, 
most of which arise from problems in patient preparation, sample 
collection, transportation and storage. Errors in this phase generally 
occur due to high patient turn over, negligence, lack of understanding 

3, 4, 5, 6,7about good laboratory practices and ineffective training . The 
analytical phase involves actual performance of assays on the samples 
and interpretation of investigations. Establishing and verifying test 
method performance to assess accuracy, precision, sensitivity, 
specicity, and linearity is utmost important in reducing the errors 
occurring during this phase. Even though automation, standardization 
and technological advances have signicantly improved the analytical 
reliability of the laboratory tests, analytical errors still continue to 

6, 7occur  . The post-analytical phase deals with providing accurate and 
reliable test reports to the clinicians and subsequently to the patients 
within the TAT time. The procedures performed in this phase include 
verifying laboratory results, entering data into the laboratory 
information system, communicating results to the clinicians using 
different methods like by generating reports and verbal 

5,6,7communications, especially in case of the ''alert'' or panic values .

With the advent of technology, the automated tools, database and 
computers have signicantly improved the rate of the analytical errors, 
however errors pertaining to the pre- and post- analytical phases are 
still a source of concern indicating the need of adapting dened Quality 
indicators (QI) to assess and monitor continuous improvement in these 

8phases . It is essential that each laboratory establishes its own quality 
management system (QMS) to control and monitor the quality in the 
overall testing process. This promotes and encourages investigations 
when errors occur, their root cause analysis leading to the identication 
of strategies and procedures for improvement. The International 
Organization for Standardization-Medical Laboratories (ISO 
15189:2012) specify continuous monitoring of testing process, 
improvement using QI and measurement of the efcacy of specic 
interventions as the key measures for improving the laboratory 

9  services . In India, the policy of continual improvement for medical 

10laboratories has been laid by the Bureau of Indian standards . 
Updating the knowledge on laboratory services, adequate training of 
the staff and sensitization about the importance of the quality 
indicators in all the three phases will help in minimizing errors. Only 
few studies on the quality indicators have been reported from India. 
Hence in the present study, we assessed the quality indicators covering 
three critical phases associated with the testing (pre -analytical, 
analytical and post-analytical) in the central laboratory (Clinical 
Hematology) at the Gujarat Cancer and Research Institute (GCRI), 
Gujarat, India.

METHODOLOGY
Study site: The data collection was carried out by the Quality 
Management (QM) at GCRI, Gujarat, India over a period of three years 
(January 2016 to December 2018) as a strategy for continuous quality 
improvement. The QM cell monitors processes related to sample 
collection, handling and transportation, performance of the tests and 
participation in the quality assurance program. In addition to this, it 
monitors regularity of the technical training of the laboratory staff 
pertaining to the institutional policies and procedures, their 
implementation and documentation. To ensure implementation of 
these policies and continuity of the quality improvement, the QM cell 
continuously reviews performance of the laboratory during the pre-
analytic, analytic and post-analytic phases.

Sample collection and transportation to the Central laboratory: 
For obtaining the data, the clinical samples in the present study were 
collected from GCRI collection center which is situated in different 
locations of the Hospital. The specimens were collected in suitable 
containers at this collection center and transported to the central 
laboratory at appropriate temperature along with the test requisition 
forms (TRFs). The samples and TRFs were received at the GCRI 
central laboratory. The data obtained in this study were from the 
samples collected under various institutional projects approved by 
institutional ethics committee.

Pre-analytical procedures followed in the laboratories:
The indicators during the pre-analytical phase included the TRF and 
the quality of the sample. The completeness of the TRFs was checked 
and veried for essential entries by the concerned laboratory staff. The 
quality of the samples (haemolysed/clotted/lipemic/quantity not 
sufcient) was checked in the laboratory in and the sample was 
categorized as “accepted or rejected”. In case of rejection of any 
sample, the respective doctor was informed and a rejection note was 
sent to the respective center.
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Facilities available in the laboratory: In the GCRI central laboratory 
where the processing and testing of specimens is carried out are well 
equipped with equipment like Beckman Coulter LH 750 hematology 
analyzer. The assays performed in these laboratories include Complete 
blood count (CBC), Peripheral blood smear (PBS), Differential count, 
retic count etc. The laboratory staffs carrying out these tests are well 
trained in respective tests and undergo external as well as internal 
competency assessment regularly.

Analytical and post- analytical procedures followed in the 
laboratories: After reaching to the GCRI central laboratory, the 
samples and TRFs are distributed to the respective laboratories, where 
entries are made in the sample receiving register and veried following 
institutional policies. The samples are further processed according to 
the standard operating procedures for each assay with quality control 
procedures and wherever applicable, Levy –Jennings chart are plotted 
for quality control checks. All protocols, kits, reagents and the assay 
procedures are reviewed by the Supervisor/ Lab-in-Charges. The 
results are entered in the electronic software and veried by the 
supervisor. After verication and obtaining signature of the authorized 
signatory, the reports are sent. The indicators during the analytical 
phase included routine equipment maintenance, equipment down 
time, processing of the specimens as per the standard operating 
procedures, inter-laboratory comparison, reagent stability, parallel 
testing, validation of method, validation of instrument, inter 
instrument comparison, quality control (QC) assessment, internal 
quality controls (IQC) and external quality assessment (EQAS). The 
post-analytical indicators considered for analysis include quality 
control of the report, maintenance of the turnaround time (TAT, time 
between receiving and reporting of the sample) specic for each test, 
generation of the revised reports in the laboratories.

RESULTS
During the period of three years (January 2016-December 2018), data 
from a total of 490349 samples received in the central laboratory of 
GCRI were analyzed. During the year of 2016 total, 142790 samples 
were received and analyzed. Total error during the year 2016 was 
4.15%.  During the year of 2017, total 156070 samples were received 
and analyzed. Total error during the year of 2017 was 1.02%. During 
the year of 2018, 191489 samples were received and analyzed. Total 
error during the year 2018 was 3.18%.  Error rate was further analyzed 
considering QIs categorized into the three phases: pre-analytical, 
analytical and post analytical. The average error rate of three years 
during the analytical phase was highest (1.03%) followed by pre-
analytical error rate (0.77%) followed by post-analytical errors 
(0.11%). The data was further analyzed considering various QI under 
each of the three phases. Figure:1 show the pre-analytical error 
indicators during the year 2016-2018. In the year of 2016,2017 and 
2018, Clotted sample (3.8%,5.4% and 1.67%) was the most common 
indicator observed in pre-analytical errors. Table:1 show the average 
error rate during the three years for 4,90,349 samples.

Figure:1- Pre-analytical errors in the year of 2015-2018

Figure:2- Analytical errors in the year of 2015-2018

Figure 2 show the analytical errors from 2015-2018 years. In the 
analytical phase, sample not analyzed was the most common indicator 
due to various errors in pre-analytical phase in the year of 2016 (4.1%) 
and 2017 (3.46%). In the year of 2018, IQC Re-run (4.3%) was the 
most common indicator in the analytical phase. In the year of 2016 and 
2017, second most common indicator was IQC failure, followed by 
system breakdown. In the year of 2018 second most common indicator 
was IQC failure, followed by system breakdown.

Figure:3-Post-analtical errors in year 2015-2018

Figure:3 show the post analytical errors in year of 2015-2018. In Post 
analytical errors TAT outlier was the most common indicator in 
2016(0.16%), 2017(0.26%), 2018(2.58%). The reasons for not 
maintaining the TAT were mainly unavailability of the Kit; break down 
of the equipment or transcriptional error in reports.

Table:1: Total error during three years. (January 2016-December 
2018)

DISCUSSION
In today's world of medical diagnostics, ensuring high standards of 
quality rendered by any service provider is a top priority because it has 
great impact on the outcomes delivered by the health systems. The 
concept of QI as a part of the QMS has emerged over the past few years 
for the fulllment of quality work as it indicates the performance of the 
health system which leads to improved care. Based on the identied 
quality indicators in the three phase of testing (pre-analytical, 
analytical and post-analytical), we assessed performance of our central 
laboratory located at GCRI, Ahmedabad, Gujarat, India over a period 
of 3 years. The errors observed in pre-analytical phase were found to be 
0.77%. Of these, the Clotted sample (3.62%) was the common quality 
indicator followed by low quantity (0.99%) of samples. In our study, 
the sample rejection was 1.15% as compared to that reported in other 

11,12,13 14,15,16studies conducted in India  and other parts of the 
3,4,5,17,18,19,20world . We have assessed the frequency of rejection due to 

insufcient quantity and quality (hemolysis, lipemic, blood clotting) 
due to wrong phlebotomy technique, incorrect transportation or 
centrifugation. A clotted sample was the common quality indicator 
observed during the evaluation of pre-analytical indicator followed by 
insufcient quantity followed by lipemic samples. Insufcient sample 
quantity may be due to wrong phlebotomy technique. The analysis of 
pre-analytical errors in our laboratory revealed low frequency of 
rejection due to quality of sample, i.e. lipemic (0.01%), hemolytic 
(0.03%) and insufcient quantity (0.02%) as compared to other 

2, 7, 11,12, 20studies . The error due to insufcient quantity could be due to 
lack of knowledge on the required sample quantity for a particular 
project or technical difculty while sample collection.

In the analytical phase, the error rate in our study was 1.03%. Of these 
errors, IQC failure (0.27%) was the most common in three years. As 
compared to other studies the error rate due to failure of internal QC in 

2, 11, 20our study was found to be low . This could be due to frequent and 
stringent hands on practical training of the laboratory staff, continuous 
monitoring as well as timely competency assessment to monitor their 
performance. Another important reason could be regular monitoring of 
quality indicators by our QM cell and creating awareness about the 
same to the concerned individuals. We found 0.5% of samples which 
remained untested during this phase while other studies have reported 

2, 4, 11, 15, 18,19,20missed test ranging from 0.74% to 1.4% . As compared to the 
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Year No. of samples Total Error
2016 1,42,790 4.15%
2017 1,56,070 1.02%
2018 1,91,489 3.18%
Total 4,90,349 2.78%
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pre-analytical and analytical phases, the rates of overall errors 
observed in the post-analytical phase were comparatively lower 
(0.11%). The data was analyzed for maintaining the TAT of a particular 
test report as provision of test results in timely manner is important for 
patient care and clinician's satisfaction. In our study, the TAT outlier 
was 1.2%, which was mainly due to unavailability of the kits (shortage 
in kit supply from the manufacturer) and intranet failure. The delay in 
pre-analytical and analytical phases also affects the TAT of a particular 
test; however, it was not noticed in our study.

To summarize, the assessment of the quality indicators in our 
laboratories indicated that the error during the analytical phase was 
higher as compared to the pre-analytical and analytical phases.

CONCLUSION
Quality indicators play a key role in reducing the risk of errors in 
clinical diagnostics. Thus, the use of quality indicators to assess and 
monitor the quality system is an extremely valuable tool for improving 
the quality of laboratory services and patient care.

REFERENCES
1.  World Health Organization’s Regional Ofce for Africa. Resolution AFR/RC58/R2: 

Strengthening Public Health Laboratories in the WHO African Region: a critical need 
for disease control. In: Final Report: 58th Session of the WHO Regional Committee for 
Africa. Yaounde, Republic of Cameroon: World Health Organization’s Regional Ofce 
for Africa, 2008; p11-13.

2.  Agarwal R, Chaturvedi S, Chhillar N, Goyal R, Pant I, Tripathi CB. Role of Intervention 
on Laboratory Performance: Evaluation of Quality Indicators in a Tertiary Care 
Hospital. Indian J of Clin Biochem. 2012; 27: 61-68.

3.  Carraro P, Plebani M. Errors in a stat laboratory: types and frequencies 10 years later. 
Clin Chem. 2007; 53:1338-42.

4.  Codagnone F, Alencar S, Shcolnik W Chaves S, cSilva L , Henriques V, Spitz L. The use 
of indicators in the preanalytical phase as a laboratory management tool. J Bras Patol 
Med Lab 2014; 50: 100-104.

5.  Plebani M, Sciacovelli L, Aita A, Padoan A, Chiozza ML. Quality indicators to detect 
pre-analytical errors in laboratory testing. Clin Chim Acta. 2014; 15; 432:44-8.

6.  Furtado V, Shusaku S, Mendes M, Massakazu N. Usefulness of quality indicators in the 
management of clinical laboratories. J Bras Patol Med Lab 2011; 47:201-210.

7.  Phlebani M. Quality specications: self-pleasure for clinical laboratories or added value 
for patient management? Clin Chem Lab Med 2007; 45:462–6.

8.  McCay L, Lemer C, Wu AW. Laboratory safety and the WHO World Alliance for Patient 
Safety. Clin Chim Acta 2009; 404:6-11.

9.  International Organization for standardization ISO 15189: 2012-Medical laboratories 
requirements for quality and competence. Geneva, Switzerland. 2012. http://www.iso. 
Org.

10.  Bureau of Indian Standards. Indian Standards Medical Laboratories- Particular 
Requirements for quality and competence. First Revision. New Delhi: Bureau of Indian 
Standards;2010.

11.  Chawla R, Goswami B, Singh B, Chawla A, Gupta VK, Mallika V. Evaluating 
laboratory performance with quality indicators. Lab medicine. 2000; 41:297–300.

12.  Goswami B, Singh B, Chawla R, Venkatesan M. Evaluation of errors in a clinical 
laboratory: a one-year experience. Evaluation of errors in a clinical laboratory: a one-
year experience, Clin Chem Lab Med; 2010; 48: 63-66.

13.  Gupta V, Negi G, Harsh M, Harish C, Agarwal A, Shrivastava V. Utility of sample 
rejection rate as a quality indicator in developing countries. The journal of national 
accreditation board for hospitals & health care providers 2015;2(1):30-35.

14.  Chawala R, Goswami B, Tayal B, Mallika B. Identication of the types of Pre-analytical 
Errors in Clinical Chemistry Laboratory: 1-Year Study at G.B Pant Hospital. Lab 
Medicinem 2010; 41:8993.

15.  Soni S, Katara R, Nanera A, Goswami H, Vegad M. Sample rejection as a quality 
indicator for continual improvement of Laboratory Services, Tertiary Care Hospital. 
NJIRM; 2014:5: 72-75.

16.  Chhillar N, Khurana S, Agarwal R, Singh NK. Effect of preanalytical errors on quality of 
laboratory medicine at a neuropsychiatry institute in north India. Indian J Clin Biochem 
2011; 26:46-9.

17.  Kirchner MJ, Funes VA, Adzet CB, Clar MV, Escuer MI, Girona JM et al. Quality 
indicators and specications for key processes in clinical laboratories: a preliminary 
experience. Clin Chem Lab Med. 2007; 45:672-7.

18.  Stark A, Jones BA, Chapman D, Well K, Krajenta R, Meier FA et al. Clinical laboratory 
specimen rejection: Association with the site of patient care and patients′ characteristics: 
Findings from a single health care organization. Arch Pathol Lab Med 2007; 131:588-92.

19.  Guimarães AC, Wolfart M, Brisolara ML, Dani C. Causes of rejection of blood samples 
handled in the clinical laboratory of a University Hospital in Porto Alegre. Clin 
Biochem. 2012; 45:123-6.

20.  Sangeeta Kulkarni1, Sachin Kale2, Urmila Ghodke et al. Evaluation of the Quality 
Indicators in Laboratories at National AIDS Research Institute, Pune, India.2017;8:47-51.

Volume-9 | Issue-2 | February-2020 PRINT ISSN No. 2277 - 8179 | DOI : 10.36106/ijsr

48 International Journal of Scientific Research


