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Statement Outlining the Philosophy and Etnical Principles Governing the Conduct 
of Research on Huw Beings a t  t he  Harvard Medical School. (Repared by 
Henry K, Beecher, M.D.) . . -- 

Exparimentation i n  man f o r  scient i f ic  purposes is as old as recorded history. 
With progress i n  scienca and advances i n  e t h l c d  and moral concepts, the techniques 
and purposes of hunan experimentation become more complex than ever before. 

Most breaches of e th ica l  conduct ar ise  i n  ignorance or thoughtlessness, They 

protection of the 
are not usually of willful or unscmpulous origin. Basic considerations in human 
experimentation a t  Hamard are the sme as they are evequherer 
subject, protection of the investigator and protection of research and the ins t i -  
tutions involved, and the sound developnent of medicine. 
levelheaded approach t o  experimentation in man. It is everywhere recognized that  
man i s  the final essent ia l  t e s t  site -- ths  animal of necessity, so t o  speak, when 
it canes t o  t h e  evaluation of new drugs and n e w  procedures. 

The c l e a r c u t  dcanonstrations i n  recer.t years t h a t  for some types of t ru ly  

These all require a 

basic sclencc,9 tha t  is, eclance concerned Kith the discovery of rrew concepts and 
t h e i r  establishment, the s ick man is an essential  starting point and that the 
study of disease in llyrn i s  essential t o  the develo 
Msease and the Advsncement of Basic Science, I%Or 

the desired ends catmot be obtained in other ways, as through experimentation in 
&ls. 
made i n  animals direct ly  to sick man, j u s t  as it is  often not possible t o  transfer 
d i rec t ly  obsemationa made i n  normal individuals t o  the sick. 

The invescfgator must a l w a y s  keep in nind t h s t  consent on the part of t h e  
subject muat be obtained in any except the mst t r i v i a l  casee A t  the same time it 
is fol l j j  t o  overlook the f a c t  that valid, informed consent may be difficult ,  t o  the 
point of impossible t o  obtain I n  some cases. 
often cannot be horn -- for  example, cardiac catheterization, now h o r n  t o  ldll 
mcasionallp but of such value tha t  it has been awarded three Nobel Rims - when 
the r i s k  cannot be horn ,  and this often includes the investigator aa well as t h e  
subject, a fair question is whether i n  these circumstancee val id  consent is p o r  
s i b l e - j  
but t o  obtain the consent of the patient or  subject t o  proposed Investigation is 
not i n  I t s e l f  enough. 
patient ancl the invesestigator and t h i s  must be honored far beyond the injunctiona 
imposed by any code. 

ent  of basic science (Beecheri 

The social  necessity for experlnnntation in mmz~ operates of course only when 

It is  recognized tha t  it is often not possible t o  t ransfer  observatione 

(The r i s k  involved i n  a new procedure 

Earneat e f for t s  must be made by the investigator t o  obtsin fonnal consent, 

There is e special relationship of trust between subject cr 

The insvcapabie responsibility for dntermining what investigations max b* done 
on a par t icular  patient must r e s t  Kith the investigator or  physician concerned, 
bearing i n  mind t h a t  present-day specialization i n  medicine and complexity of pro- 
cedures proposed or undertaken am frequently beyond the grasp of t h e  subjects 
involved. 

All of t h e  so-called codes a6 guides t o  human experimentation emphasize the  
Wcess i t r  that  the nxperimsnter be well trained and adequate as a sc ien t i s t  t o  
undertake the study proposed. 
physical procedurss beyond the  simplest, 'mquires tha t  t h e  investigator or his 
close assocute  be a qual5.f.Lcd physician, 
t i ves  and no other profession, p r 0 b a b 4 ~  presents such a generally high level of 

Xedical research, when it involves treatment of any 

No other profession gives 6uch prerogx- 
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unselfishness and cmpasszon i n  d i rec t ly  caring for the sick or i n  planning 
procedures for  the future., Of t,he essent ia l  qual i t ies  of the investigator, 
anselfishness is t he  most important for subject and pro'oject alike. Imagination, 
object id%y and the power t o  generalize soundly are a l l  essential .  I n  the fcre- 
front of the qualities which lead t o  protection of subject and pat;ient i n  
investigation is a deep sense of responsibility on t h e  par t  of the investigator, 
coupled f i t h  unseliishess and a keen and well-trained intalltgence. Alo~kg wit'n 
these requirements there is the  corollary tha t  wherever procedures are undertaken 
uhich involve even moderate risk, the metter shouM be dlscussad i n  compbtS 
d e t a i l  with a group of the investigator's peers. These things w i l l  lead t o  the 
observance of a l l  known precautions for the  protection first of the  subject and, 
secondly, of the honest, qualified investigator. These things are important, 
because the responafbility f a l l i ng  on those undertaking experimentation in man is 
so great tha t  a l l  possible safeguards m u s t  be s e t  up. 

The importance of any project undertaken must surely be ccsnmensurate wi th  

But hazing s ta ted tha t  important principle there 
any r i s k  involved, 
take experimentation i n  man, 
is s t i l l  a vast  area where only judgwnt can and must operate. 

Insurance of this is a major responsibil i ty of all who under  

Responsibility of the investigator extends also t o  propriety i n  publication. 
It must be made clear  i n  any publication of work done, t ha t  the investigations 
described are unobjectionable. 
readers. 
cannot be tolerated. 

This must be made unmistakably c lear  t o  a l l  
The suppression of cert8ln de ta i l s  and complications to  avoid cr i t ic ism 

It must be recognized tha t  medical research is significantly different from 
medical practice,  as Ladimer has pointed out, It is different i n  hypothesis, in 
design of study, i n  general environment, including staff involved and i n  conduct. 

It is essential  t o  recognize that the only  things tha t  courts have had to  say 
about experimentation i n  man is  that the  investigator llexperiments t o  his peril".  
When accidents have occurred during the course of human experimentation these have 
always been judged i n  the past  on the basis of whether or not what was done con- 
fonaed t o  the accepted standards of the investigator's comunity. It is evident 
that any research which was fresh and new umld not be in accord with c d t y  
standards in many of its sspects. 

The uniwrsal and long-standing recognition tha t  research is essent ia l  t o  the 
advancement of medical science and the newer recognition that some aspects of 
basic science cannot adwnce without it, have ied t o  a correct, although extra- 
legal, expansion of human experiuentation. Curiously, such work when well 
conceived and soundly conducted i s  everywhere recognized a s  being properly within 
the e th i ca l  and moral concepts of our timeg yet it r d n s  outside legally. 
(Curiously, toop another branch of the Government, the Federal Drug Administration, 
requires the tes t ing of new products in man.) 

Cumentn pn Codes Governln b r i m s  ntation a 
Earmst attempts t o  do so fave not enabled any groups t o  a r r ive  at specific 

The first attempt t o  s e t  down a code i n  this country occurred i n  18k8, when 

codes a c h  could be applicable i n  a l l  cases. 

the American Kedical Association patterned a statement on Sir Thomas Percival's 
.)ledfcal Ethics" of 1803. 

The e th ica l  p T O b h K 1 8  of human experhentation do not lend themselves in most 
i 
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case8 t o  a series of r ig id  r u l e s .  It is helpful, of course, t o  inapect the 
views, concepts, * d e s * ,  codes tha t  have been dedsed by one group or another. 
These will help the tnvestigator troubled by a given problem t o  learn what past 
thinking on problems h t h i s  area has been- He can thus have a rough framework 
againat which he can measure his problem i n  terns of oonclwions of others 
i n  sbilar situations.  

have been established t o  guide the medical investigator and a f t e r  earnest 
attempts t o  mite down a cmprehensiva ccds, the w i t e r  has had tc conclude 
that it is not pOSSibbl13 t o  lay down very many *rulesr' i n  t e rn  of a code which 
can govern experiwntation i n  man. 
ham than good. 

There seems t o  be no sensible middle ground, as far as guides go; e i ther  
they uill be so general, platitudihous, as  t o  be essent ia l ly  useless, or i f  en 
at tenpt  is made t o  cover a l l  possible contingencies, a vast l i t e r a tu re  w i l l  have 
t o  be developed on the subject. reasonably 
sophisticated inws t iga to r  vlll realiz B that all contingencies cannot possibly 
be encanpassed i n  a set of rules and t ha t  Unscrupulous lavyars could use such 
a code a8 a s t a r t i n g  point for endlase l a w  suits. 
t i on  t o  see hon the precise statement of a code covering one conthgexlcp Eight 
ea s i ly  be misapplied t o  another s e t  of affairs, with disastrous legal implications. 

After some years of careful study of the available codes of the past  which 

In most cases these are mor$,l.ikaly t o  do 
Rules dll not curb the unscrupulous. 

A t  t he  me time this is done, 

It takas very little Imagina- 

It is the writer's point -of view t ha t  the best approach concerns the character, 
wisdom, experience, honesty, bagbativenesa and sense of responsibility of the 
investigator wbo i n  a l l  cases of doubt or where serious consrquaaees night 

t e ly  occur, dll c a l l  in his peers and get the benefit of t he i r  counsel. 
pid rubs w i l l  jeopardize the remarch establishmsnts of t h i s  country where 

experimentation i n  mu is essent ia l .  


