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This	  presenta+on	  will	  cover	  …	  

•  History	  of	  product	  tesBng	  (abbreviated)	  

•  Early	  toxicity	  tests	  –	  twenBeth	  century	  

•  A	  new	  paradigm	  

– Toxicity	  TesBng	  in	  the	  21st	  Century	  (NAS	  report)	  
–  ImplementaBon	  of	  report	  vision	  and	  strategy	  
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Who	  is	  this	  man?	  	  	  



Once	  in	  a	  LifeBme	  
(The	  Talking	  Heads,	  c.	  1980)	  	  

“And	  you	  may	  find	  yourself	  living	  in	  a	  shotgun	  shack;	  
	  
And	  you	  may	  find	  yourself	  in	  another	  part	  of	  the	  world;	  
	  
And	  you	  may	  find	  yourself	  behind	  the	  wheel	  of	  a	  large	  
automobile;	  
	  
And	  you	  may	  find	  yourself	  in	  a	  beauBful	  house,	  with	  a	  
beauBful	  wife	  
	  
And	  you	  may	  ask	  yourself	  -‐	  Well...How	  did	  I	  get	  here?”	  



Some	  truly	  wonderful	  products	  of	  the	  early	  20th	  
Century	  
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Elixir	  sulfanilimide	  (1937)	  

•  Sulfanilimide	  effecBve	  against	  strep	  
infecBons	  in	  powder	  and	  tablet	  form	  

•  Demand	  for	  liquid	  form	  
– Dissolved	  in	  diethylene	  glycol	  (anBfreeze)	  
– Bo^led	  and	  distributed	  wo/tesBng	  

•  Responsible	  for	  100+	  deaths	  in	  15	  states	  
– Many	  children	  
– Public	  outcry	  
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Mascara	  and	  lash	  liners	  
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JAMA	  10	  November	  1934	  103(19)	  p.1441	  -‐	  42	  
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Birth	  of	  product	  tesBng	  
•  Demonstrated	  need	  for	  a	  system	  for	  tesBng	  
cosmeBcs	  and	  other	  consumer	  products	  
– Understanding	  of	  allergic	  reacBon	  process	  
–  EvaluaBon	  for	  skin	  and	  eye	  irritaBon	  

•  Contributed	  to	  passage	  of	  	  Food	  Drug	  and	  
CosmeBc	  Act	  of	  1938	  	  

•  Lead	  to	  development	  of	  Draize	  test	  
–  J.H.	  Draize,	  G.	  Woodard,	  H.O.	  Calvery.	  Method	  for	  the	  
study	  of	  irritaBon	  and	  toxicity	  of	  substances	  applied	  
topically	  to	  the	  skin	  and	  mucous	  membranes	  J	  
Pharmacol	  Exp	  Ther,	  82	  (1944),	  pp.	  377–390	  
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Impact	  on	  Law	  

•  FederalizaBon	  of	  product	  tesBng	  
– Roosevelt	  
– New	  Deal	  and	  administraBve	  law	  

•  EvoluBon	  of	  a	  federal	  (not	  state)	  system	  to	  
regulate	  products,	  pharmaceuBcals	  and	  
chemicals	  in	  the	  environment	  

•  EvoluBon	  of	  a	  federal	  (not	  state)	  system	  about	  
how	  animals	  are	  used	  in	  research	  and	  tesBng	  
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•  Regula+on	  of	  chemicals	  in	  commerce	  
–  Exis+ng	  chemicals	  (at	  +me	  of	  passage	  of	  TSCA)	  –	  no	  required	  
tes+ng	  

–  New	  chemicals	  and	  new	  uses	  for	  exis+ng	  chemicals	  
ü PMN	  no+ce	  required,	  but	  
ü No	  required	  tes+ng	  (no	  “base	  set”)	  

•  Toxics	  informa+on	  gap	  exists	  
•  Law	  is	  flexible;	  does	  not	  create	  barriers	  to	  considering	  
animal	  or	  non-‐animal	  based	  data	  

•  TSCA	  amendment	  discussions	  underway	  on	  Capitol	  Hill	  
(but	  bogged	  down	  in	  poli+cs)	  

TSCA	  



www.nas.edu 
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Please	  ask	  yourself	  –	  
	  
	  
	  
How	  do	  we	  get	  
here?	  
	  
(and	  what	  should	  
lawyers	  do	  to	  help)	  
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