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From Declaration of Helsinki 

11. Clinical Research Combined with Professional Care 

1 .  In the t r e a t m e n t  of the sick person the doctor m u s t  be 

free t o  u s e  a n e w  t h e r a p e u t i c  measure i f  i n  h i s  judgment  i t  

o f f e r s  hope  o f  s a v i n g  l i f e ,  r e - e s t a b l i s h i n g  h e a l t h ,  or 

a l l e v i a t i n g  s u f f e r i n g .  

I f  a t  a l l  possible,  consistent w i t h  p a t i e n t  psychology, the 

doctor s h o u l d  o b t a i n  the p a t i e n t ' s  f ree ly  given consent a f t e r  the 

p a t i e n t  h a s  been given a f u l l  e x p l a n a t i o n .  In c a s e  o f  l e g a l  

i n c a p a c i t y  consent should a l s o  be procured  f r o m  the l e g a l  

guardian:  i n  c a s e  o f  p h y s i c a l  i n c a p a c i t y  the permission o f  the 

l e g a l  guard ian  r e p l a c e  t h a t  of the p a t i e n t .  

2. The doctor can  combine c l i n i c a l  r e s e a r c h  w i t h  

p r o f e s s i o n a l  c a r e ,  the objective being the a c q u i s i t i o n  o f  n e w  

m e d i c a l  knowledge, only t o  the extent t h a t  c l i n i c a l  r e s e a r c h  i s  

j u s t i f i e d  by i t s  t h e r a p e u t i c  v a l u e  f o r  the p a t i e n t .  

111. Non-therapeutic Clinical Research 

1. In the p u r e l y  sc ient i f ic  a p p l i c a t i o n  of c l i n i c a l  r e s e a r c h  

carried out on a human b e i n g  i t  i s  the d u t y  o f  the doctor t o  

remain  the protector o f  the l i f e  and h e a l t h  o f  t h a t  person on 

whom c l i n i c a - !  r e s e a r c h  i s  being c a r r i e d  o u t .  

2. The n a t u r e ,  the p u r p o s e ,  and the risk o f  c l i n i c a l  

r e s e a r c h  m u s t  be e x p l a i n e d  t o  the subject by the doctor. 

3a.  C l i n i c a l  r e s e a r c h  on a human b e i n g  canno t  be u n d e r t a k e n  

w i t h o u t  h i s  free consent, a f t e r  he h a s  been f u l l y  informed: i f  he 
v 
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i s  l e g a l l y  i n c o m p e t e n t  the consent o f  the l e g a l  guard ian  s h o u l d  

*-- be p r o c u r e d .  

3b. T h e  s u b j e c t  of c l i n i c a l  r e s e a r c h  s h o u l d  be i n  s u c h  a 

m e n t a l ,  p h y s i c a l ,  and l e g a l  s t a t e  a s  t o  be a b l e  t o  exercise f u l l y  

h i s  power of choice. 

3c. Consent s h o u l d  a s  a r u l e  be o b t a i n e d  i n  w r i t i n g .  

However, the r e s p o n s i b i l i t y  f o r  c l i n i c a l  r e s e a r c h  a l w a y s  remains  

w i t h  the r e s e a r c h  worker; i t  never f a l l s  on the s u b j e c t ,  even 

a f t e r  consent i s  o b t a i n e d .  

4a .  The i n v e s t i g a t o r  must  r e s p e c t  the r i g h t  o f  each  

i n d i v i d u a l  t o  s a f e g u a r d  his p e r s o n a l  i n t egr i t y ,  e s p e c i a l l y  i f  the 

s u b j e c t  i s  i n  a dependent  r e l a t i o n s h i p  t o  the i n v e s t i g a t o r .  

4b. At a n y  t i m e  d u r i n g  the c o u r s e  o f  c l i n i c a l  r e s e a r c h  the 

s u b j e c t  or his guard ian  s h o u l d  be free t o  wi thdraw permission for  
L 

r e s e a r c h  t o  be c o n t i n u e d .  The  i n v e s t i g a t o r  or the i n v e s t i g a t i n g  

team s h o u l d  d i s c o n t i n u e  the r e s e a r c h  i f  i n  h i s  or their judgment  

i t  may, i f  c o n t i n u e d ,  be h a r m f u l  t o  the i n d i v i d u a l .  


