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Table 2:  Final Discipline Recommendations
DISCIPLINE REVIEWER BRANCH/DIVISION Final Recommendation
DMF Reviewer
DMF 

Katherine Windsor Branch 1, New Drug 
API

Adequate

Drug Substance Katherine Windsor Branch 1, New Drug 
API

Approval

Drug Product Donghao Lu Branch 2, DNDP1 Approval
Process Lin Qi Branch 7, DPA3 Approval
Microbiology Denise Miller Branch 2, DMA Approval
Facility Zhong Li Branch 1, DIA Approval
Biopharmaceutics Banu Zolnik Branch 1, 

Biopharmaceutics
No biopharmaceutics 
information submitted.
Defer to the other 
disciplines for the 
approvability decision

Application 
Technical Lead 

Janice Brown Branch 2, DNDP1 Approval

(b) (4)
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Summary of Drug Product Intended Use

Proprietary Name of the Drug Product Ferriprox
Non Proprietary Name of the Drug Product deferiprone oral solution
Non Proprietary Name of the Drug Substance deferiprone
Proposed Indication(s) including Intended 
Patient Population

Treatment of patients with transfusional 
iron overload due to thalassemia 
syndromes when current chelation therapy 
is inadequate.

Duration of Treatment Lifetime
Maximum Daily Dose 25 mg/kg to 33 mg/kg body weight, orally, 

three times per day, for a total daily dose of 
75 mg/kg to 99 mg/kg body weight.

Alternative Methods of Administration None

C. Biopharmaceutics Considerations

1. BCS Classification: 

Deferiprone is a BCS class 1 compound (high solubility and permeability). Since the 
proposed drug product is an oral solution, there is no BCS-1 designation issue associated 
with this NDA. 

2. Biostudies

The Applicant conducted LA 21-BE (Randomized, open label, comparative, two-way 
crossover bioavailability study of Ferriprox oral solution and Ferriprox tablets under 
fasting conditions in 42 healthy subjects) as the clinical basis to support the approval of 
the proposed drug product. 

D. Novel Approaches - None

E. Any Special Product Quality Labeling Recommendations -

F. Process/Facility Quality Summary (see Attachment A)

G. Life Cycle Knowledge Information (see Attachment B)

51 Page(s) has been Withheld in Full as b4 (CCI/TS) immediately following this page
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2) Cartons

(b) (4)
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II. List of Deficiencies To Be Communicated

A. Drug Substance: None

B. Drug Product: None

C. Process/Facility: None

D. Biopharmaceutics: None

E. Microbiology: None

F. Label/Labeling: Labeling negotiations are ongoing.
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• Process 
Parameters
• Scale/equipment
• Site

relevance was 
evaluated;
formulation 
studies were 
adequately 
conducted

Palatability • Formulation
• Excipient change
• Process 
parameters
• Scale/equipment
• Site

45 Formulation 
studies were 
adequately 
conducted

Low

Microbial 
Limits

• Formulation
• Raw materials
• Process 
parameters
• Scale/equipment
• Site

4 (Release)
12 (Stability)

Pharmaceutical 
development 
studies were 
adequately 
conducted

Low

Leachables • Formulation
• Container closure
• Process 
parameters
• Scale/equipment
• Site

30 Pharmaceutical 
development 
studies were 
adequately 
conducted

Low

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






