
 

9:15 ï 10:00 Assessing validity and sufficiency of preclinical findings for entry into 

human study. ï Chair, 3 brief presentations, 1-2 discussants 

 

Key questions:  
What animal model tests will be predictive of human outcomes for SCI? 
- what are the current models, their strengths and limitations?  
- when is preclinical evidence sufficient to justify human testing?  
- are we using a common language for safety/tox, good lab practices, etc.?   
 
Topics:  

Translational targets for SCI 
     (point of view of scientists, regulators, funders, SCI persons) 
Common animal models (levels of injury, severity, etc.) 
Common outcome measures (both safety and efficacy) 
Replications  

 
-          Preclinical Validation of discovery/invention (proof of concept) 
-          Safety and Toxicology 
-          Product characterization; Pharmacokinetics and pharmacodynamics 
-          Good laboratory practices  

 
Chair:  
Naomi Kleitman 

 
Confirmed Speakers / Panel Members:  
Audrey Kalehua   (VA, funding agency speaker: SCI models & outcomes) 
Alexander Rabchevsky (Univ. Ky.: basic researcher & SCI individual) 
Oswald Steward  (Univ. Cal. Irvine: SCI models & replications) 
  
Additional Panel member: 
David Howells (Stroke/preclinical good practices) 
  

 Break 

  

 
Distribute document from John Steeves; compassionate use/exclusion document from FDA; 

handouts from Naomi with questions / references 

 



 
 

 

 

 

 

 

 

 

ÅÅ  NNeeuurroopprrootteecctt    

ÅÅ  RReeppllaaccee  lloosstt  cceell llss  

ÅÅ  RReeppaaiirr   aaxxoonnss  --                 
pprroommoottee  rreeggeenneerraattiioonn  
rreemmoovvee  iinnhhiibbiittoorrss  

ÅÅ  RReemmyyeell iinnaattee  ssppaarreedd  
aaxxoonnss  

ÅÅ  RReehhaabbii ll ii ttaattee  --   rreettrraaiinn  
rreemmaaiinniinngg  ccii rrccuuiittss  

CC oo mmppoo nn eenn tt ss   

oo ff   SSCC II--RReeppaaiirr   

Many good targets 
for repair 



 
 

 

 

 

 

 

Models Used to Study Spinal Cord 
Regeneration / Remyelination 

Issues: species, target function, 
ñclinical relevance,ò repeatability 

Root avulsion         Cellular bridges/scaffolds    Contusion/cavitation 

CST tract lesion        Transection/hemisection          Demyelination 


