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Background and Objectives: One of the most important processes in the medical diagnosis
laboratory is the hemovigilance process. The hemovigilance system is considered a key element in
patient safety, which monitors the health of blood and its products and includes the entire blood
transfusion chain. The present study aimed to investigate the hemovigilance process quality by using

the Six Sigma approach in Afzalipour Hospital and providing solutions.

Methods: The current study, was a sequential combined study of explanatory type that was
conducted in the period of September 2022 to December 2021 using the six sigma model in three
phases of define, measure and analysis. In the define phase, at first the national guidelines of the
hemovigilance system were examined, and then the hemovigilance process in the hospital was
directly observed and four semi-structured interviews were conducted to collect the information and
complete the observations, then the scoping review with the aim of obtaining evidence,
documentation and guidelines related to the hemovigilance process in Iran and Other countries done.
Inthe measure phase, the process of hemovigilance using stratified quota sampling method for 477
hospitalized patients who need to receive blood or blood products in different departments of
Afzalipour Hospital in three shifts morning, evening and night through The data sheet was analyzed
and then the quality of the hemovigilance process was measured using the six sigma scales. In the
analysis phase, the causes of errors and solutions in the hemovigilance process were determined and

analyzed by holding a focused group discussion meeting.



Results: out of 35,591 articles, 101 articles were included in the study in which the standards, guidelines,
indicators, challenges and hemovigilance strategies of those errors were identified. The hemovigilance
process at Afzalipur Hospital was divided into two categories: normal process and emergency

process. Each of these processes consists of the sub-processes of “phlebotomy," "requesting blood

and blood products from the department," " the application preparation process by the blood bank,

sending a request from the blood bank to the blood transfusion center," “transfusing blood and blood
products,” and "returned blood and blood products to the blood bank and disposal.” The quality of the
hemovigilance process was evaluated based on sub-processes, morning, evening, and night shifts,
and labels. The sub-process of sending a request from the blood bank to the blood transfusion center
had the highesterror rate with a sigma level of 1.5, the evening and night shifts with a sigma level of
1.875,and the clinical label witha sigmalevel of 1.875. The overall sigmalevel of the hemovigilance
process was 2. Most of the causes of the errors occurred were negligence and lack of sufficient

knowledge of the personnel, and the proposed solution of continuous training of the personnel was

presented.

Conclusion: This study concluded that the quality level of the hemovigilance process was poor. As
a result, by employing the Six Sigma method, we identified the errors in this process and provided

the necessary solutions to rectify them.

Keywords: Hemovigilance process, Six sigma, Quality improvement, Hospital, Patient safety,
Blood transfusion errors



