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CONSI DERATI ONS OF ALTERNATI VE METHODS ON  TESTI NG PROPOSALS I N YOUR 
REGI STRATI ON 
 
Please com plete this form  and provide inform at ion for each of the points below.  
 
I f you have m ore than one test ing proposal, please copy and paste the three bullet  points  
within the sam e docum ent  and complete the details as appropriate for  each test ing 
proposal.  
 
This docum ent  will be published on ECHA website along with the third party consultat ion on 
the test ing proposal(s) . 
 
Public substance nam e:  2-piperazin-1-ylethylam ine 
EC Num ber (om it  if confident ial) :  205-411-0 
CAS Num ber (om it  if confident ial) :  140-31-8 
 
Date of considerat ions:  21 July 2017 
 

� Hazar d  en d p o in t  f o r  w h ich  v er t eb r at e  t est in g  w as p r op o sed :  
 

Rep r od u ct iv e  t ox ici t y  ( ex t en d ed  o n e- g en er at io n  r ep r od u ct iv e t o x ici t y  st u d y )  
w i t h  t h e r eg ist er ed  su b st an ce 2 - p ip er azin - 1 - y le t h y lam in e . 

 
� Con sid er at io n s t h at  t h e g en er al  ad ap t at io n  p o ssib i l i t ies o f  An n ex  XI  o f  t h e 

REACH Reg u lat ion  w er e n o t  ad eq u at e  t o  g en er at e  t h e  n ecessar y  in f o r m at ion  
( inst ruct ion:  please address all points below) :  

 
� available GLP or non-GLP studies or historical human data 

 
� There are no pre-exist ing data available (GLP or non-GLP)  that  can 

sat isfy the data requirements of an extended one-generat ion 
reproduct ive toxicity study. There are no Histor ical human data that  
could be used in place of an extended one-generat ion reproduct ive 
toxicity study. 

 
� (Q)SAR 

 
� There are no accepted QSAR approaches for predict ing pre-  and 

postnatal effects of this class of substances on developm ent  nor a 
thorough evaluat ion of system ic toxicity in pregnant  and lactat ing 
fem ales and young and adult  offspring. 

 
� in vit ro m ethods 

 
� There are no accepted in vit ro approaches for predict ing pre-  and 

postnatal effects of chem icals on developm ent  nor a thorough 
evaluat ion of system ic toxicity in pregnant  and lactat ing females and 
young and adult  offspring.   

 
� weight  of evidence 

 
� There are no data from  which to generate a weight  of evidence 
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� grouping and read-across 

 
� Higher ethyleneam ines could be used for as analogues for read across 

purposes;  however, these analogues differ  in their abilit y to chelate 
essent ial nut r ients from  the body and hence interfere with 
reproduct ion through an indirect  mechanism .  Therefore, a read across 
approach is not  possible for this endpoint  

 
� substance- tailored exposure dr iven test ing [ if applicable]  

 
� An exposure based waiver for this substance is not  deemed 

appropriate.  I t  is almost  im possible to form ulate a sufficient ly robust  
case for  exposure based waiving due to the need to dem onst rate 'No' 
exposure, or use a r isk assessm ent . This substance is corrosive and 
risk m anagem ent  m easures for it ’s use have been inst ituted to 
m it igate any local effect s.  Potent ial exposure t o the substance would 
be dose lim ited since DNELS protect ive for local effects would also be 
protect ive of system ic toxicity bserved at  higher exposure 
concent rat ions. 

 
� [ approaches in addit ion to above [ if applicable]   

 
� Not  applicable 

 
� other reasons [ if applicable]  

 
� Not  applicable 

 
 

� Con sid er at io n s t h at  t h e sp eci f ic  ad ap t at ion  p o ssib i l i t ies o f  An n ex es VI  t o  X 
( an d  co lu m n  2  t h er eo f )  w er e n o t  ap p l icab le ( inst ruct ion:  free text ) :  

 
Adaptat ion opt ions as defined in Annexes VI  to X were not  appllicable for this substance and 
this endpoint .  

 




