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1.  INTRODUCTION

The pacemaker is a very important device in the world today.  It plays a very important part in the survival of patients around the world that suffer from heart problems that can lead to heart failure.  The heart naturally contains a pacemaker called the “sinoatrial node,” which sends an electrical pulse to the heart and allows it to contract and send blood to the body.  Many different disorders can cause the heart’s natural pacemaker to not work properly.  Those include a block in the system where the electric pulses do not reach every part of the heart, also a stoppage of the pacemaker all together which will leads to death.  


In case of a pacemaker malfunction or failure an artificial pacemaker can be implanted.  This pacemaker can either mimic a regular electric pulse to the heart on a continual basis or it can be operated to function only when the pacemaker is irregular.  As of June 1992 there were approximately 1.5 million people worldwide with implanted pacemakers and about 700,000 of those residing in the United States.1

As the sole remaining provider of transistors to the pacemaker company it is our responsibility to determine whether or not we should continue to supply them transistors after obtaining the knowledge that they will be used in manufacturing cardiac pacemakers.

2.
ETHICAL CASE RESEARCH

The following sections will cover the stakeholders involved and any research that indicates any issues associated with this case.

2.1 Identify Stakeholders

The stakeholders in this case consist of the following identities:

1. Transistor company

2. Pacemaker company

3. Hospital

4. Doctor

5. Patient


The following sentences will discuss each of their stakes in the case.  The issue that we make as the transistor supplier is that even if our transistor is not the reason that the pacemaker might fail we could possibly be held liable for any damages due to device failure.  The pacemaker company might not find fault in there own design and blame us for any complications.  We also do not want to be involved in any bad publicity that will hurt our company and prevent us from getting future contracts from other companies.  The pacemaker company makes the argument that if they do not receive the transistors that they need, they go out of business.  Since there is only one supplier of transistors left, they could be forced to come up with an alternative.  Maybe they can redesign their pacemaker, either way they will lose a lot of money.  The hospital’s stake is that they could be held liable if the patient that receives the pacemaker dies during the surgery.  The surgeon who is employed by the hospital takes a risk performing the surgery knowing that there is a high risk that the patient may have complications.  Since this operation in 1975 is fairly knew, the fact that the surgeon does not have as much experience with this type of surgery is a risk, knowing he could get his licensed revoked for mal-practice.  The patient’s stake in this case is that he/she is willing to put their life on the line, knowing that if they do not receive the operation they do not have a good chance of surviving.  

2.2 Fact Research

From 1990 to 2005, there were 2.25 million pacemakers implanted in the United States and 8,834 of those malfunctioned.2  This appears to be a small number, however in 1975 when pacemaker implantation was a new thing those numbers could be higher.  A 1996 court case Medtronic, Inc. v. Lohr involving an artificial pacemaker patient and the pacemaker manufacturer ruled that pacemaker companies will not be exempt from liability in case of any product failures.  The eleventh-circuit court ruled that companies that received FDA approval could still be sued for liability.  As stated by the senior circuit judge Phyllis Kravitch, “We cannot accept that Congress intended to exempt the manufactures of medical devices from tort liability for all devices subject to the [premarket approval process] on the scant evidence presented here.”3  



In recent years, there has been a decrease in companies that supply raw materials to pacemaker companies.  The fear is that they can be held liable in any legal actions that are taken in case of any failures to the pacemaker.  Medtronic a large supplier of artificial pacemakers were forced to change designs after a company that would have supplied the insulating raw material for their pacemaker pulled out over fear of any malfunction lawsuits.  Many feel that companies that supply raw materials to pacemaker companies should not be held liable because they are not marketing or manufacturing the product.  In order to do business, pacemaker companies are having to provide insurance to raw material suppliers.4  One reason why, could be that leading up to December of 2005 more than 30 different models and 160,000 individual defibrillators and pacemakers have been recalled from two separate manufacturers Medtronic and Guidant.5


Another concern to us is that if our transistors are being used in pacemakers, that they could be affected by an outside inference and cause a malfunction.  Some of those interferences include:  

· Cell phones

· Security systems

· Medical equipment

· Power-generating equipment


Our concern is that any form of electromagnetic activity could possibly cause the transistor to misinterpret a signal.  For example, a signal from a cell phone could be mistaken as a heartbeat.6  Since we did not originally plan to sell our transistors for the use in artificial pacemakers we cannot assure that they will not be affected. 

3.
ETHICAL DECISION MAKING PROCESS

The following sections will focus on ethical approaches that can be taken in this case.

3.1 Alternative Generation & Evaluation

Ethically there a few views that can be taken when deciding on whether or not we should supply transistors to the pacemaker company.  The first of those is the utilitarian approach.  This approach deals with doing what is best for the stakeholders, community, etc. with the least amount of harm.  The greatest good for our company would be to sell the transistors to the pacemaker company with the intent of fulfilling a contract and making money for the company.  Since we currently supply transistors to many corporations without knowing how they use them, we are not causing much harm.  If anything happens to the patient once the pacemaker is implanted, there is a good chance that the reason the pacemaker failed was not because of the transistors that we supplied.  By not supplying transistors to the pacemaker company there could be a shortage of pacemakers and patients will not be able to get the lifesaving surgery they need (Fleddermann 34).  


The second approach is the rights approach.  This approach states that everyone has the right to make up there own decision on how they want to live their life and the decisions that they make.  As the producer of transistors, we have the right not to sell transistors to be used as parts for a pacemaker.  The fact that we know that the transistors will be used in pacemakers and that there is a high risk involved, we do not have to take the risk of hurting our company’s reputation.  The patient has the right to receive any treatment available that will prolong their life.  In addition, the doctor or the hospital has the right to offer treatment to a patient when it will save life.  Out of human nature, it is their right to want to help and provide any service possible that will prolong life (Fleddermann 36).


The third approach is the fairness or justice approach.  This approach states that equals should be treated equally and unequals should be treated unequally.  It is our responsibility to sell the pacemaker company transistors since we have sold transistors to other companies without knowing how they would be used.  If we are to treat them equally we should sell to them even though we know how they will be used.  Our business is to make and sell transistors, how they are used is not our decision.  If we treat the pacemaker company differently from other companies that we have done business with we could be scene as unfair since we are deliberately not selling transistors to them solely because we know how they will be used.  If we want to treat everyone equally and fairly we should sell our transistors to everyone no matter how they intend to use them. 7 


The fourth approach is the common good approach.  Common good has been defined as, “certain general conditions that are...equally to everyone's advantage."7  It is based on what is good for the community and looks for the good for all.  It is the benefit of the community to have good health-care that in turn contributes to the common good.  We all have one common goal in order to further our community.  In our case it is in the benefit of the community to supply transistors to the pacemaker company in order to give people the best health care that is available to them.  However, it can also be argued that it is our best interest not to supply transistors for pacemaker implantation because they are devices that need to be tested and proven affective before they are used on patients.  It is in our best interest for the common good of our society to evaluate if it is worth the risk of implanting pacemakers in patients when there is a high risk that they will die.


The fifth approach is the virtue approach.  This approach challenges our belief system and makes us ask questions such as:  If we do not supply transistors for the use in pacemakers what kind of company will this make us?  As a company, we would have to look past profits and public image and examine what kind of a company do we want to be.  Since we know that there are lives at stake and we are the last transistor supplier, it is our duty as human beings to try to save the life of another (Fleddermann 38).8  

3.2 Ethical Decision & Reflection

After reviewing all of the ethical models, one questions remains.  Should we continue to sell transistors to the pacemaker company?  After much thought we have decided that we will continue to sell transistors to the pacemaker company.  We feel that as a company we have the right to sell or not sell to anyone we desire.  We have the right to protect our best interest.  However, the fact that we are the sole remaining provider of transistors means that not providing the pacemaker manufacturer with the raw materials it needs could be damaging to the community.  Patients with heart failure would not have the option or be given their right to receive the life saving surgery they need.  The risks involved are minor compared to the benefits.  We know that there could be complications during surgery or long term effects later, however we feel that those risks are taken by the doctor and the patient and not us.  The patient is given their right to have the surgery, and the pacemaker company will not lose their business.  However, the hospital and doctor still take the risk of any medical liability.  


We feel that by providing transistors we will be saving lives and we will be scene as a company that is trying to better the community.  Also since we have sold transistors previously without knowing how they would be used, we feel that we would not be treating the pacemaker company fairly if we do not sell them our transistors.  We feel that we can supply the raw materials and still meet all of the IEEE code of ethics.  We accept responsibility for our transistors and will maintain a quality product without harming the public or environment.  We feel that providing transistors to the pacemaker company is an important service to the community.

4.
RECOMMENDATIONS

As the board of directors, we have decided to continue to supply transistors to the pacemaker manufacturer.  We feel that the service that they are providing is important for the community and for patients that need these types of devices.  We realize that there is some risk involved concerning product liability, however we feel that it is more important to provide this service so that patients can continue to receive the quality care they need.  If it is at all possible, we may ask for insurance from the pacemaker manufacturer that if there is product failure we will not be held liable.  
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