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background:

Qualifications, training and experience, and competency, along with an ethical approach to tasks are essential criteria for all laboratory personnel as part of the overall Quality Management System.  

In general, ethical issues have been given limited attention by professionals in laboratory medicine.  It is important to understand the ethical issues that are common in laboratory work and how to deal with ethical issues when they arise. 

The general principle of healthcare ethics is that the patient's welfare is paramount. 

This document speaks to ethics as it relates to laboratory practice. The Hospitals each have an organization wide Ethics framework.  The IHL has developed polices, procedures and guidelines taking into account basic laboratory ethics as described below. 

The professional personnel of a medical laboratory are bound by the ethical codes of their respective Colleges. (Refer to CMLTO Code of Ethics; College of Physicians and Surgeons Code of Ethics).  Many of the components provide a moral framework and are applicable to other staff such as Managers, MLA’s, clerical staff and other support staff not belonging to a College.  

Blood transfusion, Genetics, Autopsy, HIV testing, Clinical trials or other research, and pre-natal testing are ethically the most problematic laboratory examinations; however other ethical issues do arise. 

Most ethical issues are resolved by referring to or developing policies and procedures. Some issues/ resolutions are not so clear cut and may be influenced by personal opinion, religious or cultural beliefs.
BASIC LABORATORY ETHICS

· All procedures carried out on a patient require the informed consent of the patient. Forcing some one to undergo medical testing of any kind is an invasion of privacy and a violation of human rights.  For most laboratory procedures, consent can be inferred when the patient presents him or herself at a laboratory with a request form and willingly submits to the usual collecting procedures, for example, venipuncture. The patient in a hospital bed should normally be given the opportunity to refuse.
· Special procedures, including the more invasive procedures and blood transfusions, will require a more detailed explanation and, in most cases, written consent. This is desirable when there is likelihood of complications following the procedure. For HIV testing or sample collection, there are special requirements for patient pre and post counselling and informed consent.  The result of HIV tests shall be kept strictly confidential. The Health Care Provider requesting the procedure (not the laboratory staff) is responsible getting consent and for ensuring these requirements are met.  Informed consent of the patient must be taken before the test is ordered. An order received can be interpreted by the lab that consent was obtained.  

· In emergency situations, consent might not be possible and under these circumstances it is acceptable to carry out necessary procedures provided they are in patient's best interest. The laboratory should endeavour to see that results with serious implications are not communicated directly to the patient without the opportunity for adequate counselling.


· Adequate privacy during reception and sampling should be available and appropriate to the type of primary sample being collected and information being requested. If the primary sample arrives at the laboratory in a condition that is unsuitable for the requested examination, it should normally be discarded and referring physician notified. Polices and procedures are in place for rejecting samples. 

· The laboratory shall use examination procedures, including those for collection of specimens, which meet the needs of the users of laboratory services and are appropriate for the examinations. Acceptable procedures are those that have been published in established/authoritative textbooks, peer-reviewed texts or journals or in international, national or regional guidelines. All procedures shall be appropriately validated for intended use and fully documented. Any fabrication of result is completely unacceptable.

· The results of laboratory examinations are confidential unless disclosure is authorized. The results will normally be reported to the requesting physician and may be reported to other parties with the patient's consent or as required by law. The results of laboratory examination that have been separated from all patient identification (un-linked, anonymous) may be used for such purposes as epidemiology, demography or other statistical analyses.  In addition to the accurate reporting of laboratory results, the laboratory has an additional responsibility to ensure that, as far as possible, the examinations are correctly interpreted and applied in the patient's best interest.

· The laboratory shall establish and implement procedures for identification, collection, indexing, access, storage, maintenance and safe disposal of quality and technical records. All records should be legible and stored such that they are readily retrievable. Records may be stored on any appropriate medium subject to national, regional or local legal requirements. Facilities shall provide a suitable environment to prevent damage, deterioration, loss or unauthorized access. The laboratory shall decide the retention time of records as per the national, regional or local regulations. 

· Medical laboratories should not enter into financial arrangements with referring practitioners where those arrangements act as an inducement for the referral of patients. Laboratories should try to avoid situations that give rise to a conflict of interest.

· Clinical laboratory professionals maintain high standards of practice. They exercise sound judgment in establishing, performing and evaluating laboratory testing.

· Clinical laboratory professionals actively strive to establish cooperative and respectful working relationships with other health care professionals with the primary objective of ensuring a high standard of care for the patients they serve.

· Clinical laboratory professionals comply with relevant laws and regulations pertaining to the practice of clinical laboratory science and actively seek, within the dictates of their consciences, to change those which do not meet the high standards of care and practice to which the profession is committed.

EXAMPLES OF OTHER ETHICAL ISSUES IN THE LABORATORY:

From time to time there are many other issues that Laboratory staff may struggle with over and above basic laboratory ethics.   This may include situations such as the following examples:

· Blood work requests on near-death patients 

· Blood collection, testing or any other procedure on a family member or close friend (i.e. when there is no other alternative)

· Handling fetal and other human remains  

· Administering Rh pos blood to an Rh neg patient (i.e. when supplies are low)

WHAT TO DO IF YOU HAVE AN ETHICAL ISSUE:

1. Take the Ethical Action Test

The Ethical Action Test:

Check your decisions and/or planned activities for ‘rightness’ before implementing them.

Use the questions below to evaluate actions you are considering.

Answering “no” to any of these questions would suggest the need for an alternative approach. 

a. Is it legal?

b. Does it comply with our policies, rules and/or guidelines?

c. Is in in-sync with organizational values? (Compassion, Respect, Accountability, Quality etc.) 

d. Will I be comfortable and guilt –free if I do it? 
e. Would I do it to my family or friends?

f. Would I be perfectly OK with someone doing it to me?

g. Would the most ethical person I know do it? 

2. If unable to resolve or decide appropriate actions or you still have questions, talk to your manager.  They may be able to help you, or, if indicated, escalate the issue according to the organizations Ethics Framework. (I.e. Arrange for  Ethicist  consult, refer to Ethics Committee or other avenue for guidance.) 

RESOURCES: 


LDMH STAFF – Refer to LDMH ETHICS RESOURCE MANUAL

WRH STAFF – Refer to WRH ETHICS PROGRAM IDEA FRAMEWORK 
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