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IQA and Filing Review Cover Sheet

1. NEW DRUG APPLICATION NUMBER: 205-551

2. DATES AND GOALS:

Letter Date: Submission Received Date :
Oct 22, 2013

PDUFA Goal Date: 
Aug 22, 2014

Reviews into DARRTS:
June 22 (ODE signoff) or July14, 2014

3. PRODUCT PROPERTIES:

Trade or Proprietary Name: Triumeq (proposed)
Established or Non-Proprietary 
Name (USAN):

Abacavir, Dolutegravir and Lamivudine

Dosage Form: Tablet
Route of Administration
Strength/Potency 600mg / 50mg / 300mg

Rx/OTC Dispensed: Rx

4. INDICATION:  

Treatment of HIV infection

5. DRUG SUBSTANCE STRUCTURAL FORMULA:
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H
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H

Abacavir Sulfate Dolutegravir Sodium Lamivudine

6. NAME OF APPLICANT (as indicated on Form 356h):

ViiV Healthcare
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7. SUBMISSION PROPERTIES:

Review Priority: Standard 

Submission Classification 
(Chemical Classification 
Code):

Type 4 (new combination – not previously approved in the US)

Application Type: 505(b)(1)

Breakthrough Therapy No

Responsible Organization
(Clinical Division):

DAVP

8. CONSULTS:

CONSULT YES NO COMMENTS: (list date of request if already sent)
Biometrics X
Clinical Pharmacology X
Establishment Evaluation 
Request (EER)

X

Pharmacology/Toxicology X
Methods Validation X
Environmental Assessment X
CDRH X
Other X

Reference ID: 3424858











ONDQA Initial Quality Assessment (IQA) and Filing Review 
For Pre-Marking Applications

Office of New Drug Quality Assessment (ONDQA) Internal Quality Procedure 5106 Record A
Effective Date:  09/01/2013 Page 7 of 24

The statements in the Medication Guide and the Patient Counseling Information suggest that the 
tablets are unusually sensitive to moisture: “Store in the original package, protect from moisture, 
and keep the bottle tightly closed. Do not remove desiccant.” This is to prevent the formation of 

. A similar statement in the How Supplied section should possibly be 
modified to say: “Store and dispense in the original package, protect from moisture, and keep 
the bottle tightly closed. Do not remove desiccant.”

The applicant is adopting the USP recommendations to not show the counterion for abacavir. 
While many previous products used abacavir sulfate in the established name, switching to 
abacavir is consistent with the USP DP monograph for abacavir tablets, and also resolves the 
name/strength mismatch since strength has always been expressed on the basis of abacavir. 

Alphabetical order should be used in the established name, based on the DAVP policy for 
antiviral drug combinations.
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Parameter Yes No Comment

7.

Are drug substance manufacturing 
sites identified on FDA Form 356h or 
associated continuation sheet?  For 
each site, does the application list:
 Name of facility,
 Full address of facility including 

street, city, state, country 
 FEI number for facility (if previously 

registered with FDA)
 Full name and title, telephone, fax 

number and email for on-site contact 
person. 

 Is the manufacturing responsibility 
and function identified for each 
facility?, and

 DMF number (if applicable)

X

8.

Are drug product manufacturing sites 
identified on FDA Form 356h or 
associated continuation sheet.  For 
each site, does the application list:
 Name of facility,
 Full address of facility including 

street, city, state, country 
 FEI number for facility (if previously 

registered with FDA)
 Full name and title, telephone, fax 

number and email for on-site contact 
person.

 Is the manufacturing responsibility 
and function identified for each 
facility?, and

 DMF number (if applicable)

X
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42.
Is there any in vivo BA or BE 
information in the 
submission?

The following bioequivalence study is 
included in the NDA:
ING114580 - a single dose, 2-way 
crossover study conducted in healthy 
volunteers to evaluate the bioequivalence 
of a single combined formulated tablet 
(FDC) of DTG 50 mg, ABC 600 mg and 
3TC 300 mg compared to co-
administration of the separate tablet
formulations of DTG 50 mg and 
EPZICOM (ABC 600 mg/3TC 300 mg) in 
the fasted state

43.
Did the Applicant provide raw 
data for the BA/BE study?

The following information request should 
be send to the Applicant:
Submit the following PK data from the BE 
Study (ING114580) in SAS Transport 
format in two separate files as described 
below:
c.SUBJ    SEQ    PER    TRT 
Cmax 			AUCt AUCinf Tmax T1/2 Kel

d.SUBJ    SEQ  PER     TRT 
C1   C2    C3 …...  Cn

44.

Did the Applicant provide a 
summary table for the 
bioanalytical method 
validation?

The following information request should 
be send to the Applicant:
Provide a summary table for the 
bioanalytical method validation for each 
drug substance in the format provided 
below:
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This document will be sequentially signed in DARRTS by all of the following who authored or 
reviewed this assessment:

See appended electronic signature page}

Stephen P. Miller, Ph.D.
CMC-Lead
Division of Pre-Marketing Assessment II, Branch V
Office of New Drug Quality Assessment

{See appended electronic signature page}

Elsbeth Chikhale, Ph.D.
Biopharmaceutics Reviewer
Office of New Drug Quality Assessment

{See appended electronic signature page}

Richard Lostritto, Ph.D.
Acting Biopharmaceutics Supervisor
Office of New Drug Quality Assessment

{See appended electronic signature page}

Rapti Madurawe, Ph.D.
Branch Chief
Division of Pre-Marketing Assessment II, Branch V
Office of New Drug Quality Assessment
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