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from much policy analysis. It can touch our lives at their deepest points, when
life and death issues must be confronted. It can no less touch us in our daily
lives, working to keep us healthy in ethical ways, yet also knowing when the
quest  for  health  becomes disproportionate in comparison with other  pressing
national needs. Bioethics is about 40 years old. It still has much to learn and
much to give.

Ethical aspects and history of evidence-based medicine
Majida Sameja, Kennedy Enem, Honchar O, Assist.

Kharkiv National Medical University, Kharkiv

Evidence-based medicine. Evidence-based medicine (EBM) emphasizes the
use  of  evidence  from  well  designed  and  conducted  research  in  healthcare
decision-making.  The  term  was  originally  used  to  describe  an  approach  to
teaching  the  practice  of  medicine  and  improving  decisions  by  individual
physicians. Use of the term rapidly expanded to include a previously described
approach that emphasized the use of evidence in the design of guidelines and
policies that apply to populations («evidence-based practice policies»). It  has
subsequently spread to describe an approach to decision making that is used at
virtually every level of the healthcare system. 

Whether  applied  to  medical  education,  decisions  about  individuals,
guidelines  and  policies  applied  to  populations,  or  administration  of  health
services  in  general,  evidence-based  medicine  advocates  that  to  the  greatest
extent possible, decisions and policies should be based on evidence, not just the
beliefs of practitioners, experts, or administrators. It promotes the use of formal,
explicit methods to analyze evidence and make it available to decision makers.
It promotes programs to teach the methods to medical students,  practitioners,
and policy makers.

History and ethical aspects. In its broadest form, evidence-based medicine
is  the  application  of  the  scientific  method  into  healthcare  decision-making.
Medicine has a long tradition of both basic and clinical research that dates back
at  least  to  Avicenna.  However  until  recently, the  process  by  which  research
results  were incorporated in  medical  decisions  was highly  subjective.  Called
"clinical judgment" and "the art of medicine", the traditional approach to making
decisions  about  individual  patients  depended  on  having  each  individual
physician determine  what  research evidence,  if  any, to  consider, and how to
merge  that  evidence  with  personal  beliefs  and other  factors  .  In  the  case  of
decisions that applied to populations, the guidelines and policies would usually
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be developed by committees of experts,  but there was no formal process for
determining the extent to which research evidence should be considered or how
it should be merged with the beliefs of the committee members. There was an
implicit assumption that decision makers and policy makers would incorporate
evidence in their thinking appropriately, based on their education, experience,
and ongoing study of the applicable literature.

Beginning  in  the  late  1960s,  several  flaws  became  apparent  in  the
traditional approach to medical decision-making. Alvan Feinstein's publication
of Clinical Judgment in 1967 focused attention on the role of clinical reasoning
and  identified  biases  that  can  affect  it.  In  1972,  Archie  Cochrane  published
Effectiveness  and  Efficiency,  which  described  the  lack  of  controlled  trials
supporting many practices that had previously been assumed to be effective. In
1973,  John Wennberg began to document  wide variations in  how physicians
practiced. Through the 1980s, David Eddy described errors in clinical reasoning
and gaps  in  evidence.  In  the mid 1980s,  Alvin Feinstein,  David Sackett  and
others  published  textbooks  on  clinical  epidemiology,  which  translated
epidemiological methods to physician decision making. 

Toward  the  end  of  the  1980s,  a  group  at  RAND  showed  that  large
proportions  of  procedures  performed  by  physicians  were  considered
inappropriate even by the standards of their own experts. These areas of research
increased awareness of the weaknesses in medical decision making at the level
of  both  individual  patients  and  populations,  and  paved  the  way  for  the
introduction of evidence based methods.The term  «evidence-based medicine»,
as it is currently used, has two main tributaries. Chronologically, the first is the
insistence  on  explicit  evaluation  of  evidence  of  effectiveness  when  issuing
clinical practice guidelines and other population-level policies. The second is the
introduction of epidemiological methods into medical education and individual
patient-level decision-making.

The term «evidence-based» was first used by David M. Eddy in the context
of population-level policies such as clinical practice guidelines and insurance
coverage of new technologies. The term  «evidence-based medicine» was first
used slightly later, in the context of medical education. This branch of evidence-
based medicine has its roots in clinical epidemiology. In the autumn of 1990,
Gordon Guyatt used it in an unpublished description of a program at McMaster
University  for  prospective  or  new medical  students.  Guyatt  and  others  first
published the term two years later (1992) to describe a new approach to teaching
the practice of medicine.  In 1996, David Sackett  and colleagues clarified the
definition of this tributary of evidence-based medicine as  «the conscientious,
explicit and judicious use of current best evidence in making decisions about the
care of individual patients. It means integrating individual clinical expertise with
the  best  available  external  clinical  evidence  from systematic  research». This
branch of evidence-based medicine aims to make individual decision making
more structured and objective by better reflecting the evidence from research.
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It  requires  the  application  of  population-based  data  to  the  care  of  an
individual  patient,  while  respecting  the  fact  that  practitioners  have  clinical
expertise  reflected  in  effective  and  efficient  diagnosis  and  thoughtful
identification and compassionate use of individual patients' predicaments, rights,
and preferences. 

This tributary of evidence-based medicine had its foundations in clinical
epidemiology, a discipline that teaches medical students and physicians how to
apply clinical and epidemiological research studies to their practices. The two
original  definitions  highlight  important  differences  in  how  evidence-based
medicine is applied to populations versus individuals. 

When designing policies such as guidelines that will be applied to large
groups  of  people  in  settings  where  there  is  relatively  little  opportunity  for
modification  by  individual  physicians,  evidence-based  policymaking  stresses
that there be good evidence documenting that the effectiveness of the test or
treatment under consideration. In the setting of individual decision-making there
is additional information about the individual patients. Practitioners can be given
greater latitude in how they interpret research and combine it with their clinical
judgment.  The  multiple  tributaries  of  evidence  based  medicine  share  an
emphasis on the importance of incorporating evidence from formal research in
medical policies and decisions. However they differ on the extent to which they
require  good  evidence  of  effectiveness  before  promulgating  a  guideline  or
payment  policy,  and  they  differ  on  the  extent  to  which  it  is  feasible  to
incorporate individual-level information in decisions. 

Evidence-based guidelines may provide the basis for govern mentality in
health care and consequently play a central role in the distant governance of
contemporary health care systems. 

Genetic engineering and transgenic combinations: xenotransplantation
Myasoedov V, Prof., Kovalyova O, Prof., Ashcheulova T, Prof.,

Demydenko G, Assoc. Prof.
Kharkiv National Medical University, Kharkiv

Genetic  engineering  and  transgenic  combinations  represent  a  significant
aspect  of  current  biotechnology  research.  Xenotransplantation  may  offer  a
potential  solution  to  organ/tissue  shortages  for  human  recipients.
Xenotransplantation, or the transplantation of living tissues or organs from one
species to another, is often seen as a potential way to alleviate the shortage of
human  hearts  and  kidneys.  Pigs  have  a  similar  physiology  and  organ  size,
making  porcine  (pig)  organs  ideal  candidates  for  transplantation  into  human
recipients. Researchers are also exploring the use of cell transplantation therapy
for patients with spinal cord injury or Parkinson’s disease. Genetic manipulation
of stem cells  now includes the growth of  tissues  on a scaffolding,  or  a  3-D
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