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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 219016 

Applicant Name Janssen Products LP 

Drug Product Name 
EDURANT PED (rilpivirine) tablets, for oral 
suspension 

Dosage Form.   Tablet, for suspension 

Proposed Strength(s)   2.5 mg 

Route of 
Administration 

  Oral 

Maximum Daily Dose 15 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

In combination with other antiretroviral agents for the 
treatment of Human Immunodeficiency Virus type 1 (HIV-
1) infection in treatment-naïve patients 2 years of age and 
older and weighing at least 14 kg with HIV-1 RNA less 
than or equal to 100,000 copies/mL.  
The EDURANT PED tablets for oral suspension should 
only be given to pediatric patients weighing at least 14 kg 
to less than 25 kg.  

Drug Product 
Description 

The tablets are white to almost white, round 6.5 mm, and 
debossed with “TMC” on one side and “PED” on the other 
side. The formulation is an immediate release tablet for 
oral suspension, containing 2.75 mg rilpivirine 
hydrochloride, equivalent to 2.5 mg of rilpivirine free base. 
The tablets need to be dispersed in water prior to oral 
administration and should not be chewed or swallowed 
whole. Following dispersion, the oral suspension can be 
further diluted in water, milk, orange juice or applesauce 
to aid in administration. The drug product is packaged in 
a cold form film blister with integrated desiccant and an 
aluminum peelable lidding foil. Each blister contains 10 
tablets with 9 blisters per carton.  

Co-packaged product 
information 

N/A 

 Device information: N/A 
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Storage Temperature/ 
Conditions 

20o to 25oC (68o to 77oC) with excursions permitted to 15o 
to 30oC (59o to 86oC) 

Review Team 

Discipline  Primary  Secondary 

Drug Substance Daniel Chan Katherine Windsor 

Drug Product/ 
Labeling 

Akshata Nevrekar 
David 
Claffey/Molly Lee 

Manufacturing 
Naveen 
Kanthamneni 

Hang Guo 

Biopharmaceutics Hardikkumar Patel Elsbeth Chikhale 

Microbiology N/A 

Other (specify): N/A 

RBPM Omolara Oyinlola-Adeyemi 

ATL Molly Lee 

Consults N/A 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: 24 months at 20° to 25°C (68° to 77°F) 

b. Additional Comments for Action: N/A 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

The NDA was submitted in accordance with the required pediatric study 

requirements for rilpivirine tablets (NDA 202022) to introduce an age-

appropriate formulation (tablet for oral suspension) for the treatment of 

pediatric patients with HIV.  

 

The Applicant cross-referenced the CMC information for rilpivirine 

hydrochloride drug substance to DMF  which was previously found 

adequate to support NDA 202022. Adequate drug substance information was 

provided in either the NDA 219016 or Rilpivirine hydrochloride DMF #   
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1.2  FULL PRESCRIBING INFORMATION 
1.2.1 Section 2 (DOSAGE AND ADMINISTRATION) 

Reference ID: 5329867
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Special instructions for 
product preparation (e.g., 
reconstitution and resulting 
concentration, dilution, 
compatible diluents, 
storage conditions needed 
to maintain the stability of 
the reconstituted or diluted 
product) 

EDURANT PED must 
be dispersed in water 
and taken immediately 
with a meal. 
 
The patient should not 
chew or swallow 
EDURANT PED whole.  
 
To aid with 
administration, the 
dispersed mixture can 
be further diluted with 
the following 
beverages or soft food: 
water, milk, orange 
juice or applesauce.  
 
Place the tablets in a 
cup, add 5 mL (1 
teaspoon) of water at 
room temperature.  Do 
not crush the tablets. 
Swirl the cup carefully 
to disperse the tablets. 
The oral suspension 
will start to look cloudy. 
Take all the prepared 
oral suspension 
immediately to aid in 
administration, the oral 
suspension can be 
further diluted with 5 
mL (1 teaspoon) of 
water, milk, orange 
juice or applesauce. 
Swirl and take all the 
medicine immediately. 
A spoon can be used if 
needed. 
Make sure the entire 
dose is taken and no 
medicine is left in the 
cup, if required add 
another 5 mL (1 
teaspoon) of water or 

Note: EDURANT PED 2.5 mg 
tablets for oral suspension 
should only be given to 
pediatric patients weighing at 
least kg and less than 25 
kg.: Dosage of EDURANT 
PED, is based on body weight.  
 
Maximal daily dose for Edurant 
PED: 15 mg q.d. (six 2.5 mg 
tablets for oral suspension)  
 
The applicant has submitted 
compatibility data and in-use 
stability data (2h) for the drug 
product dispersed in water + 
apple sauce, orange juice, milk 
and sparkling water. Refer 
drug product review for further 
information. 
 
As per dosing directions, no in-
use time is proposed. The 
dispersed tablet needs to be 
consumed immediately upon 
preparation. 
 
The carton includes directions 
such as  

1. Disperse in liquid 
2. Do not chew 
3. Do not swallow whole 

 
As a part of DMEPA comments 
sent to the applicant, The 
applicant was asked to revise 
the cautionary warning 
statement box on the carton 
label as follows: 

1. DISPERSE IN WATER 
2. Do not crush, chew, or 

swallow whole. 
This is adequate and in line 
with instructions in the PI. 
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same beverage (milk, 
orange juice) or 
applesauce, swirl and 
drink immediately.   
The patient must take 
the dose of medicine 
immediately. If not 
taken immediately, 
then the mixture 
should be discarded, 
and a new dose of 
medicine should be 
prepared 

 

1.2.2 Section 3 (DOSAGE FORMS AND STRENGTHS) 
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1.2.3 Section 11 (DESCRIPTION) 
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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.) 

Store EDURANT PED 
tablets for oral 
suspension in original 
package in order to 
protect from moisture. 

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.” 

integrated desiccant in 
packaging 

Adequate in line with 
information submitted in 
section 3.2.P.7. 

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

Store at 20°-25°C (68°-
77°F); with excursions 
permitted to 15°-30°C 
(59°-86°F) [see USP 
controlled room 
temperature] 

Adequate in line with 
information submitted in 
section 3.2.P.8 

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.” 

N/A N/A 

Include information about 
child-resistant packaging  

- As per information printed on 
Carton.  
This package is child 
resistant. 
Carton label states keep out 
of reach of children. 

 

1.2.5 Other Sections of Labeling 
There may be other sections of labeling that contain product-quality related 

information.  For example, there are specific required/recommended warnings 

for certain inactive ingredients [e.g., aspartame, aluminum in large and small 

volume parenterals, sulfites, FD&C Yellow Number 5 (tartrazine), and benzyl 
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Other package terms 
include pharmacy bulk 
package and imaging bulk 
package which require “Not 
for direct infusion” 
statement. 

Disperse in Liquid 
Do not chew 
Do not swallow whole 

Adequate  
 
Comment:  
Disperse in liquid 
Do not crush  
 
As a part of DMEPA 
comments sent to the 
applicant, The 
applicant was asked to 
revise the cautionary 
warning statement box 
on the carton label as 
follows: 

1. DISPERSE IN 
WATER 

2. Do not crush, 
chew, or 
swallow whole. 

This is adequate and in 
line with instructions in 
the PI. 
 

If alcohol is present, must 
provide the amount of 
alcohol in terms of percent 
volume of absolute alcohol 

N/A N/A 

Bar code yes  
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Secondary Assessor Name and Date (and Secondary Summary, as needed): 
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