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ATTACHMENT 1
Final Risk Assessment for Referenced 
NDA 208082 Deutetrabenazine Tablets

From Initial Risk Identification Review Assessment

Attribute/ CQA Factors that can impact 
the CQA

Initial Risk 
Ranking* Risk Mitigation Approach Final Risk 

Evaluation
Lifecycle Considerations/ 

Comments**

Assay, Stability
Impurities due to: 

L Acceptable

Content uniformity 
6 mg tablet M Acceptable

Content uniformity 
9 mg, 12 mg tablets

Low dose, particle 
size/shape, segregation, 
flow property L Acceptable

Physical (solid state) 
stability

Formulation, process 
parameters, M Acceptable

Microbial limits
Formulation, raw 
materials, process 
parameters,

L Acceptable

Alcohol dose dumping
Formulation, solubility 
of rate controlling 
excipient and/or API

L Acceptable

Dissolution

Particle size,  
hardness, size, shape, 

 coat, formulation, 
process parameters

M Acceptable

*Risk ranking applies to product attribute/CQA
**For example, critical controls, underlying control strategies assumptions, post marketing commitment, knowledge management post approval, etc.
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