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Abstract: The statistic has a wide range of applications in industry, but it could help us to improve the performance of highly 
manual processes? The production processes of medical products can become handicraft to call in some way, many of them 
are based on manual ability of its employees, and these may become the process very vulnerable in reference to production 
capacity, quality of the products and performance. In an industry so restricted by standards and laws such as the medical 
industry, the application of statistical tools such as analysis of variance, capacity studies, tests of normality and R & R to 
name a few are needed to reduce variation and improve control this type of process. 
This article is based on a production process of cardiac ablation catheters. Statistical tools (ANOVA, Normality Test, 
Capability Studies, etc.) are applied in different seasons of the process in order to improve production performance. The 
application of statistical tools helps us determine the stations of the process with the biggest deficiency; based on the analysis, 
corrective actions to improve the efficiency and quality of the stations will be implemented. Actual data from the production 
process will be shown. 
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1. Introduction 
 
The medical industry is always monitored due to the sensitivity of their processes and products. It has to meet strict 

standards and government regulations, is a tough industry. This industry is made by different companies include 
manufacturers of medical equipment, pharmaceutical and biotechnology companies, services and health care. In addition to 
the stringent requirements of regulatory agencies at the same time, it is expected to maintain high levels quality, consistency 
and confidence.  

The process, in which this article is based, is a catheters process for intravenous cauterization of cardiac 
arrhythmias. During this procedure a catheter through a catheter sheath introducer is inserted in the arm or groin is placed. 
The catheter is guided to the heart and then into the opening of the arteries. The catheter provides a path for a special liquid 
dye to flow into the arteries. This liquid dye allows the physician to see the shape and size of the arteries and the heart muscle 
function in x-ray screen. Once the catheter is placed, images of the heart and coronary artery will be taken. 

 
1.1 The Statistical Model 

 
Many of the manufacturing processes in the medical industry rely in a high percentage of their workers, are what we 

would call handcrafted processes. But how can we maintain high levels of quality, consistency and confidence? How we can 
control these processes? This is where the statistics plays a very important role. 

The need for a statistical approach is recognized by the industry because it allows us to analyze situations in which 
random components contribute significantly in the variability of the data. The application of statistical concepts helps to 
reduce process variation and by consequence the quality of products is improved and productivity is increased. 

The statistical method is a set of procedures used to describe and determine the characteristics of the data sets 
concerning real phenomena. 

The statistical method includes the following steps: 
 

1. Data Collection. 
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