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NDA Executive Summary Addendum 
 

1. Application/Product Information  

NDA Number 217645 

Applicant Name Tris Pharma, Inc. 

Drug Product Name Clonidine Hydrochloride 

Dosage Form  Suspension, extended release 

Proposed Strength(s) 
 0.1 mg per mL (equivalent to 0.09 mg of Clonidine 
base per mL) 

NDA Classification  Type 3 - New Dosage Form 

Route of Administration  Oral 

Maximum Daily Dose 0.4 mg 

Rx/OTC Dispensed  Rx 

Proposed Indication 
treatment of attention-deficit/hyperactivity disorder 
(ADHD) as monotherapy and as adjunctive therapy to 
stimulant medications 

Drug Product Description 
light beige to tan viscous suspension packaged into 1 
oz. white HDPE and 5 oz. amber  bottle with oral 
dosing dispenser and adapter 

Co-packaged product 
information 

oral dosing dispenser and adapter 

Device information oral dosing dispenser and adapter (co-packaged) 

Storage Temperature/ 
Conditions 

   20-25 oC 

Review Team 

Discipline Primary Secondary 

Drug Substance 
Friedrich 
Burnett 

Donna Christner 

Drug Product/ 
Labeling 

Renish 
Delvadia 

Valerie 
Amspacher/Julia 
Pinto 
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Manufacturing Yongming Lu Jingbo Xiao 

Biopharmaceutics Jia Leo Ta-Chen Wu 

Microbiology Helen Ngai Kelly Ann Miller 

Other (specify) N/A N/A 

RBPM Teshara Bouie 

ATL Valerie Amspacher 

Consults N/A 

 
2. Final Overall Recommendation  - Approval 
3. Action Letter Information 

a. Expiration Dating: The Applicant has provided adequate stability data to 
support the proposed shelf-life of 24 months when stored at 20°C to 25°C (68°F to 
77°F). Excursion permitted between 15°C to 30°C (59°F to 86°F). 

 
b. Additional Comments for Action 

 
4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

This addendum is provided to discuss the lowering of the acceptable intake 
 from  ng/day to  ng/day. There is no change in 

the CMC recommendation as a result of the change in acceptable daily 
intake for . 

The CMC recommendation is approval for this application based on reviews 
by drug substance, drug product, process/ facilities, biopharmaceutics and 
microbiology. 

 
b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    Yes 

 
Recommendation by Subdiscipline: 

   Drug Substance      - Adequate 
   Drug Product  - Adequate 
   Quality Labeling  - Adequate 
   Manufacturing  - Adequate 
   Biopharmaceutics - Adequate 
   Microbiology  - Adequate 

 

 Environmental Assessment:    Categorical Exclusion - Adequate 
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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number 217645 

Applicant Name Tris Pharma, Inc. 

Drug Product Name Clonidine Hydrochloride 

Dosage Form  Suspension, extended release 

Proposed Strength(s) 
 0.1 mg per mL (equivalent to 0.09 mg of Clonidine 
base per mL) 

NDA Classification  Type 3 - New Dosage Form 

Route of Administration  Oral 

Maximum Daily Dose 0.4 mg 

Rx/OTC Dispensed  Rx 

Proposed Indication 
treatment of attention-deficit/hyperactivity disorder 
(ADHD) as monotherapy and as adjunctive therapy to 
stimulant medications 

Drug Product Description 
light beige to tan viscous suspension packaged into 1 
oz. white HDPE and 5 oz. amber  bottle with oral 
dosing dispenser and adapter 

Co-packaged product 
information 

oral dosing dispenser and adapter 

Device information oral dosing dispenser and adapter (co-packaged) 

Storage Temperature/ 
Conditions 

   20-25 oC 

Review Team 

Discipline Primary Secondary 

Drug Substance 
Friedrich 
Burnett 

Donna Christner 

Drug Product/ 
Labeling 

Renish 
Delvadia 

Valerie 
Amspacher/Julia 
Pinto 
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Manufacturing Yongming Lu Jingbo Xiao 

Biopharmaceutics Jia Leo Ta-Chen Wu 

Microbiology Helen Ngai Kelly Ann Miller 

Other (specify) N/A N/A 

RBPM Teshara Bouie 

ATL Valerie Amspacher 

Consults N/A 

 
2. Final Overall Recommendation  - Approval 
3. Action Letter Information 

a. Expiration Dating: The Applicant has provided adequate stability data to 
support the proposed shelf-life of 24 months when stored at 20°C to 25°C (68°F to 
77°F). Excursion permitted between 15°C to 30°C (59°F to 86°F). 

 
b. Additional Comments for Action 

 
4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

The CMC recommendation is approval for this application based on reviews 
by drug substance, drug product, process/ facilities, biopharmaceutics and 
microbiology. 

 
b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    Yes 

 
Recommendation by Subdiscipline: 

   Drug Substance      - Adequate 
   Drug Product  - Adequate 
   Quality Labeling  - Adequate 
   Manufacturing  - Adequate 
   Biopharmaceutics - Adequate 
   Microbiology  - Adequate 

 

 Environmental Assessment:    Categorical Exclusion - Adequate 

 QPA for EA(s):     No 
 

5.  Life-Cycle Considerations 
Established Conditions per ICH Q12:  No 
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