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EXCLUSIVITY SUMMARY

NDA # 207931 SUPPL # N/A HFD # 530/DAVP

Trade Name TECHNIVIE

Generic Name ombitasvir, paritaprevir, ritonavir

Applicant Name AbbVie Inc.

Approval Date, If Known

PART I IS AN EXCLUSIVITY DETERMINATION NEEDED?

1.  An exclusivity determination will be made for all original applications, and all efficacy
supplements.  Complete PARTS II and III of this Exclusivity Summary only if you answer "yes" 
to one or more of the following questions about the submission.

a)  Is it a 505(b)(1), 505(b)(2) or efficacy supplement?
YES NO

If yes, what type? Specify 505(b)(1), 505(b)(2), SE1, SE2, SE3,SE4, SE5, SE6, SE7, SE8

505(b)(1)

c)  Did it require the review of clinical data other than to support a safety claim or change 
in labeling related to safety?  (If it required review only of bioavailability or 
bioequivalence data, answer "no.")

YES NO

If your answer is "no" because you believe the study is a bioavailability study and, 
therefore, not eligible for exclusivity, EXPLAIN why it is a bioavailability study, 
including your reasons for disagreeing with any arguments made by the applicant that the
study was not simply a bioavailability study.   

N/A

If it is a supplement requiring the review of clinical data but it is not an effectiveness 
supplement, describe the change or claim that is supported by the clinical data:             

N/A

d)  Did the applicant request exclusivity?
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YES NO

If the answer to (d) is "yes," how many years of exclusivity did the applicant request?

years

Note: Previously, a 5-year exclusivity for NME NDA 206619 was granted.  NDA 206619 
contains ombitasvir, paritaprevir, ritonavir, co-packaged with dasabuvir.  NDA 207931 
also contains ombitasvir and paritaprevir.  However, NDA 207931 includes a new 
indication (treatment of HCV GT4 infection of which Study M13-393 was new and 
essential for approval).

e) Has pediatric exclusivity been granted for this Active Moiety?
YES NO

If the answer to the above question in YES, is this approval a result of the studies submitted 
in response to the Pediatric Written Request?

N/A

IF YOU HAVE ANSWERED "NO" TO ALL OF THE ABOVE QUESTIONS, GO DIRECTLY 
TO THE SIGNATURE BLOCKS AT THE END OF THIS DOCUMENT.  

2.  Is this drug product or indication a DESI upgrade?
YES NO

IF THE ANSWER TO QUESTION 2 IS "YES," GO DIRECTLY TO THE SIGNATURE 
BLOCKS ON PAGE 8 (even if a study was required for the upgrade).  

PART II FIVE-YEAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES
(Answer either #1 or #2 as appropriate)

1. Single active ingredient product.

Has FDA previously approved under section 505 of the Act any drug product containing the 
same active moiety as the drug under consideration?  Answer "yes" if the active moiety 
(including other esterified forms, salts, complexes, chelates or clathrates) has been previously 
approved, but this particular form of the active moiety, e.g., this particular ester or salt (including 
salts with hydrogen or coordination bonding) or other non-covalent derivative (such as a 
complex, chelate, or clathrate) has not been approved.  Answer "no" if the compound requires 
metabolic conversion (other than deesterification of an esterified form of the drug) to produce an 
already approved active moiety.
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YES NO

If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the 
NDA #(s).

NDA#

NDA#

2. Combination product.

If the product contains more than one active moiety(as defined in Part II, #1), has FDA 
previously approved an application under section 505 containing any one of the active moieties 
in the drug product?  If, for example, the combination contains one never-before-approved active 
moiety and one previously approved active moiety, answer "yes."  (An active moiety that is 
marketed under an OTC monograph, but that was never approved under an NDA, is considered 
not previously approved.)  

YES NO

If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the 
NDA #(s).  

NDA# 21226, 21251, 21906 KALETRA (lopinavir/ritonavir) capsules, oral solution and 
tablets

NDA# 20659, 20680, 20945,
22417

NORVIR (ritonavir) capsules, tablets and oral solution

NDA# 206619 VIEKIRA PAK (ombitasvir, paritaprevir, ritonavir tablets; 
dasabuvir tablets, co-packaged for oral use

IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II IS "NO," GO DIRECTLY TO 
THE SIGNATURE BLOCKS ON PAGE 8.  (Caution: The questions in part II of the summary 
should only be answered “NO” for original approvals of new molecular entities.) 
IF “YES,” GO TO PART III.

PART III THREE-YEAR EXCLUSIVITY FOR NDAs AND SUPPLEMENTS

To qualify for three years of exclusivity, an application or supplement must contain "reports of 
new clinical investigations (other than bioavailability studies) essential to the approval of the 
application and conducted or sponsored by the applicant."  This section should be completed 
only if the answer to PART II, Question 1 or 2 was "yes."  
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1. Does the application contain reports of clinical investigations?  (The Agency interprets 
"clinical investigations" to mean investigations conducted on humans other than bioavailability 
studies.)  If the application contains clinical investigations only by virtue of a right of reference 
to clinical investigations in another application, answer "yes," then skip to question 3(a).  If the 
answer to 3(a) is "yes" for any investigation referred to in another application, do not complete 
remainder of summary for that investigation. 

YES NO

IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8. 

2.  A clinical investigation is "essential to the approval" if the Agency could not have approved 
the application or supplement without relying on that investigation.  Thus, the investigation is not 
essential to the approval if 1) no clinical investigation is necessary to support the supplement or 
application in light of previously approved applications (i.e., information other than clinical 
trials, such as bioavailability data, would be sufficient to provide a basis for approval as an 
ANDA or 505(b)(2) application because of what is already known about a previously approved 
product), or 2) there are published reports of studies (other than those conducted or sponsored by 
the applicant) or other publicly available data that independently would have been sufficient to 
support approval of the application, without reference to the clinical investigation submitted in 
the application.

(a) In light of previously approved applications, is a clinical investigation (either 
conducted by the applicant or available from some other source, including the published 
literature) necessary to support approval of the application or supplement?

YES NO

If "no," state the basis for your conclusion that a clinical trial is not necessary for 
approval AND GO DIRECTLY TO SIGNATURE BLOCK ON PAGE 8:

N/A

(b) Did the applicant submit a list of published studies relevant to the safety and 
effectiveness of this drug product and a statement that the publicly available data would 
not independently support approval of the application?

YES NO

(1) If the answer to 2(b) is "yes," do you personally know of any reason to 
disagree with the applicant's conclusion?  If not applicable, answer NO.

YES NO

If yes, explain:

N/A
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(2) If the answer to 2(b) is "no," are you aware of published studies not conducted 
or sponsored by the applicant or other publicly available data that  could 
independently demonstrate the safety and effectiveness of this drug product? 

YES NO

If yes, explain:  

N/A

(c) If the answers to (b)(1) and (b)(2) were both "no," identify the clinical 
investigations submitted in the application that are essential to the approval:

Investigation #1: M13-393: A Randomized, Open-Label Study to Evaluate the Safety and 
Efficacy of Coadministration of ABT-450 with Ritonavir (ABT-450/r) and ABT-267 in 
Adults with Chronic Hepatitis C Virus Infection (PEARL-I)

Studies comparing two products with the same ingredient(s) are considered to be bioavailability 
studies for the purpose of this section.  

3.  In addition to being essential, investigations must be "new" to support exclusivity.  The 
agency interprets "new clinical investigation" to mean an investigation that 1) has not been relied 
on by the agency to demonstrate the effectiveness of a previously approved drug for any 
indication and 2) does not duplicate the results of another investigation that was relied on by the 
agency to demonstrate the effectiveness of a previously approved drug product, i.e., does not 
redemonstrate something the agency considers to have been demonstrated in an already approved 
application.  

a) For each investigation identified as "essential to the approval," has the investigation 
been relied on by the agency to demonstrate the effectiveness of a previously approved 
drug product?  (If the investigation was relied on only to support the safety of a 
previously approved drug, answer "no.")

Investigation #1 YES NO

Investigation #2 YES NO

If you have answered "yes" for one or more investigations, identify each such 
investigation and the NDA in which each was relied upon:

N/A

b) For each investigation identified as "essential to the approval", does the investigation 
duplicate the results of another investigation that was relied on by the agency to support 
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the effectiveness of a previously approved drug product?

Investigation #1 YES NO

Investigation #2 YES NO

If you have answered "yes" for one or more investigation, identify the NDA in which a 
similar investigation was relied on:

N/A

c) If the answers to 3(a) and 3(b) are no, identify each "new" investigation in the 
application or supplement that is essential to the approval (i.e., the investigations listed in 
#2(c), less any that are not "new"):

M13-393

4.  To be eligible for exclusivity, a new investigation that is essential to approval must also have 
been conducted or sponsored by the applicant.  An investigation was "conducted or sponsored 
by" the applicant if, before or during the conduct of the investigation, 1) the applicant was the 
sponsor of the IND named in the form FDA 1571 filed with the Agency, or 2) the applicant (or 
its predecessor in interest) provided substantial support for the study.  Ordinarily, substantial 
support will mean providing 50 percent or more of the cost of the study.

a) For each investigation identified in response to question 3(c): if the investigation was 
carried out under an IND, was the applicant identified on the FDA 1571 as the sponsor?

Investigation #1 !
!

IND # 103526 YES  !  NO
! Explain: 

Investigation #2 !
!

IND # YES !  NO
! Explain: 

(b) For each investigation not carried out under an IND or for which the applicant was 

Reference ID: 3790995



Page 7

not identified as the sponsor, did the applicant certify that it or the applicant's predecessor 
in interest provided substantial support for the study?

Investigation #1 !
!

YES !  NO
Explain: ! Explain: 

Investigation #2 !
!

YES ! NO
Explain: ! Explain:

(c) Notwithstanding an answer of "yes" to (a) or (b), are there other reasons to believe 
that the applicant should not be credited with having "conducted or sponsored" the study?  
(Purchased studies may not be used as the basis for exclusivity.  However, if all rights to 
the drug are purchased (not just studies on the drug), the applicant may be considered to 
have sponsored or conducted the studies sponsored or conducted by its predecessor in 
interest.)

YES NO

If yes, explain:  

N/A
=================================================================                    
Name of person completing form:  Elizabeth Thompson
Title:  CPMS
Date:  June 16, 2015

Name of Office/Division Director signing form:  Jeffrey Murray
Title:  Deputy Director

Form OGD-011347; Revised 05/10/2004; formatted 2/15/05; removed hidden data 8/22/12
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JEFFREY S MURRAY
07/13/2015
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From: Thompson, Elizabeth
To: Spears, Glen (glen.spears@abbvie.com)
Subject: Technivie PREA PMR for agreement
Date: Tuesday, July 21, 2015 10:15:00 AM

Glen-

We removed  from the PREA PMR.  Here is the wording now.  Please let me know if
AbbVie agrees.

2934-1 Evaluate the safety and treatment response (using sustained virologic
response as the primary endpoint) of TECHNIVIE (ombitasvir, paritaprevir, and
ritonavir) in a cohort of pediatric subjects 3 to less than 18 years of age with chronic
genotype 4 hepatitis C virus infection.

Final Protocol Submission:      07/31/2015 (submitted)

Study Completion:               04/30/2019

Final Report Submission:        08/31/2019

Beth

Chief, Project Management Staff

FDA/CDER/OAP/DAVP

301-796-0824

Reference ID: 3795420
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From: Thompson, Elizabeth
To: Spears, Glen (glen.spears@abbvie.com)
Cc: Thompson, Elizabeth
Subject: NDA 207931: DAVP label comments
Date: Tuesday, July 21, 2015 3:24:22 PM
Attachments: DAVP proposed 7-21-2015.docx
Importance: High

Glen-

Attached please find our comments on your last proposed version of the label.  We agree
with the changes proposed in the PI and have a couple of revisions proposed for the MG. 
Please let me know if you have any questions.

Regards,

Beth

Chief, Project Management Staff

FDA/CDER/OAP/DAVP

301-796-0824

Reference ID: 3795414

36 Pages of Draft Labeling have been Withheld in Full as b4 (CCI/
TS) immediately following this page.
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From: Thompson, Elizabeth
To: Spears, Glen (glen.spears@abbvie.com)
Cc: Thompson, Elizabeth
Subject: NDA 207931: Final PMR/PMCs
Date: Tuesday, July 14, 2015 11:02:42 AM
Importance: High

Glen-

DAVP wants to provide the final draft PMR/PMCs for NDA 207931.  We incorporated the
dates you provided for the clinical virology PMR/PMC.  There will only be a final study
report submission date for those, as studies are ongoing. 

Regarding the PREA PMR, we based the study off the PMR for Viekira Pak and used the
same dates. 

Please provide an official response with your agreement to these dates, or propose
additional dates.

PMR XXXX-1 Evaluate the  safety and treatment response (using
sustained virologic response as the primary endpoint) of ombitasvir, paritaprevir, and
ritonavir (TECHNIVIE) in a cohort of pediatric subjects 3 to less than 18 years of age with
chronic genotype 4 hepatitis C virus infection.

Final Protocol Submission: 07/31/2015
Study/Trial Completion: 04/30/2019
Final Report Submission: 08/31/2019

PMR XXXX-2 Submit a final report on the persistence of treatment-emergent, ombitasvir or
paritaprevir resistance-associated substitutions through Post-Treatment Week 48 in
ongoing trials of HCV genotype 4 infected subjects.

Final Report Submission: 01/31/2018

PMC XXXX-3 Conduct a cell culture study to characterize the antiviral activity of ombitasvir
against representative HCV subtype 4b isolates, including those with amino acid variability
(relative to subtypes 4a and 4d) at NS5A positions 30 and 93.

Final Report Submission: 03/31/2016

Please let me know if you agree and I will send off so I can get them to submit agreement
to NDA.

Beth

Reference ID: 3791756
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From: Thompson, Elizabeth
To: Spears, Glen (glen.spears@abbvie.com)
Cc: Thompson, Elizabeth
Subject: NDA 207931: DAVP proposed labeling
Date: Tuesday, July 14, 2015 10:14:43 AM
Attachments: Technivie DAVP 7-14-15 proposed.docx
Importance: High

Glen-

Attached please find DAVP comments/recommendations regarding Technivie labeling. 
Please let me know if you have any questions.

Please provide a response by Friday, July 17, 2015.

Regards,

Beth

Chief, Project Management Staff

FDA/CDER/OAP/DAVP

301-796-0824

Reference ID: 3791705
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From: Thompson, Elizabeth
To: Spears, Glen (glen.spears@abbvie.com)
Subject: RE: NDA 207931: request for mock up packaging
Date: Friday, July 10, 2015 8:05:00 AM

Glen-

Since different reviewers need to see this, please submit 3 copies of packaging.

Beth

_____________________________________________
From: Thompson, Elizabeth
Sent: Friday, July 10, 2015 7:59 AM
To: Spears, Glen (glen.spears@abbvie.com)
Cc: Thompson, Elizabeth
Subject: NDA 207931: request for mock up packaging
Importance: High

Glen-

I have followed up with our OPQ and OSE review team and they would still like
to request a mock up of the Technivie packaging.  Please provide this at your
earliest convenience.

Regards,

Beth

Chief, Project Management Staff

FDA/CDER/OAP/DAVP

301-796-0824

Reference ID: 3790258



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

ELIZABETH G THOMPSON
07/10/2015

Reference ID: 3790258



RECORD OF ELECTRONIC MAIL CORRESPONDENCE

Department of Health and Human Services
Public Health Service
Division of Antiviral Products

DATE: July 1, 2015

NDA: 207931

PRODUCT: ombitasvir, paritaprevir, and ritonavir tablets

TO: Glen W. Spears, PhD, Director, Regulatory Affairs

FROM: Katherine Schumann, MS, Regulatory Project Manager, DAVP

SPONSOR: AbbVie Inc.

SUBJECT:  NDA 207931 – Labeling Comments
---------------------------------------------------------------------------------------------------
Please refer to your New Drug Application (NDA) dated February 25, 2015 submitted under 
section 505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA) for ombitasvir, 
paritaprevir, and ritonavir tablets and to your submission of June 19, 2015 containing revised 
labeling in response to the Division’s June 4, 2015 comments.

The Division’s comments regarding the revised prescribing information are appended. 

Please submit a response to NDA 207931 by COB on Tuesday, July 7, 2015. 

Please respond via email to confirm receipt. We are providing the above information via 
electronic mail for your convenience.  Please contact me at (301) 796-1182 or 
Katherine.Schumann@fda.hhs.gov if you have any questions regarding the contents of this 
transmission.

_______________________________
Katherine Schumann, M.S.
Senior Regulatory Project Manager
Division of Antiviral Products
Office of Antimicrobial Products
Center for Drug Evaluation and Research

Reference ID: 3787048
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration
Silver Spring MD  20993

NDA 207931

LABELING PMR/PMC DISCUSSION COMMENTS

AbbVie Inc.
Attention: Glen W. Spears, Ph.D.
Director, Regulatory Affairs
1 N. Waukegan Road, Dept. PA77/Bldg. AP30
North Chicago, IL 60064

Dear Dr. Spears:

Please refer to your New Drug Application (NDA) dated February 25, 2015, submitted under 
section 505(b) of the Federal Food, Drug, and Cosmetic Act for ombitasvir, paritaprevir, and 
ritonavir tablets.

We also refer to our April 17, 2015 letter in which we notified you of our target date of August 4, 
2015 for communicating labeling changes and/or postmarketing requirements/commitments in 
accordance with the “PDUFA Reauthorization Performance Goals and Procedures - Fiscal Years 
2013 Through 2017”.

We received your February 25, 2015 proposed labeling submission to this application, and have 
proposed revisions that are included as an enclosure. We request that you resubmit labeling that 
addresses these issues by June 19, 2015.  The resubmitted labeling will be used for further 
labeling discussions.

Your proposed prescribing information (PI) must conform to the content and format regulations 
found at CFR 201.56(a) and (d) and 201.57.  Prior to resubmitting your proposed PI, we 
encourage you to review the labeling review resources on the PLR Requirements for Prescribing 
Information website including:

The Final Rule (Physician Labeling Rule) on the content and format of the PI for human 
drug and biological products 
Regulations and related guidance documents 
A sample tool illustrating the format for Highlights and Contents, and 

important format items from labeling regulations and guidances.  
FDA’s established pharmacologic class (EPC) text phrases for inclusion in the Highlights
Indications and Usage heading.

At the end of labeling discussions, use the SRPI checklist to ensure that the PI conforms with 
format items in regulations and guidances.
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For comments regarding the PI, please see the attached annotated label.  In addition, we have the 
following comments regarding your carton/container labeling:

Container Label (Daily dose wallet pack)
1. The lot number and expiration date are required on the immediate container per 21 CFR

201.18 and 21 CFR 201.17, respectively. Add both to the back of the packaging.

Container Label and Carton Labeling (Daily, Weekly, and Monthly dose packs)
2. Consider removing the red color block from the strength statement and using no color, as 

the colored background may reduce the readability of the strength.

We have the following proposed Postmarketing Requirements/Commitments:
1. PMR: Conduct a study to characterize the persistence of viral populations with 

paritaprevir or ombitasvir resistance-associated substitutions in HCV GT4 infected 
subjects who experienced virologic failure with ombitasvir/paritaprevir/ritonavir with or 
without ribavirin. Note that data to address this PMR can come from M13-393 as well as 
other ongoing studies of HCV GT4 infected subjects.

2. PMC: Conduct a study to characterize the cell culture antiviral activity of ombitasvir 
against representative HCV subtype 4b isolates, including those with amino acid 
variability (relative to subtypes 4a and 4d) at NS5A positions 30 and 93.

If you have any questions, call me at (301) 796-0824.

Sincerely,

{See appended electronic signature page}

Elizabeth Thompson, M.S.
CDR, U.S. Public Health Service
Chief, Project Management Staff
Division of Antiviral Products
Office of Antimicrobial Products
Center for Drug Evaluation and Research

ENCLOSURE: Annotated label

Reference ID: 3774657
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From: Thompson, Elizabeth
To: Spears, Glen (glen.spears@abbvie.com)
Cc: Thompson, Elizabeth
Subject: NDA 207931: nonclinical request for information
Date: Wednesday, June 03, 2015 9:52:36 AM
Importance: High

Glen-

The nonclinical review team has the following comment:

Please provide the clinical and nonclinical paritaprevir exposure values (AUC) for the 2-DAA
[and for comparison the original 3-DAA exposures (AUC)] used to calculate the exposure
margins included in Sections 8 and 13 of the proposed label.

Please let me know if you have any questions regarding this request.

Regards,

Beth

Chief, Project Management Staff

FDA/CDER/OAP/DAVP

301-796-0824
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration
Silver Spring MD  20993

NDA 207931
FILING COMMUNICATION –

NO FILING REVIEW ISSUES IDENTIFIED

AbbVie Inc.
Attention:  Glen W. Spears, Ph.D.
Director, Regulatory Affairs
1 N. Waukegan Road, Dept. PA77/Bldg. AP30
North Chicago, IL 60064

Dear Dr. Spears:

Please refer to your New Drug Application (NDA) dated February 25, 2015, received February 
25, 2015, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA), 
for ombitasvir, paritaprevir, and ritonavir tablets, 12.5 mg/75 mg/50 mg. 

We also refer to your amendments dated March 4, 2015, March 13, 2015, April 3, 2015, April 
10, 2015, April 13, 2015 and April 14, 2015.

We have completed our filing review and have determined that your application is sufficiently 
complete to permit a substantive review.  Therefore, in accordance with 21 CFR 314.101(a), this 
application is considered filed 60 days after the date we received your application.  The review 
classification for this application is Priority. Therefore, the user fee goal date is August 25, 
2015.

We are reviewing your application according to the processes described in the Guidance for 
Review Staff and Industry: Good Review Management Principles and Practices for PDUFA 
Products.  Therefore, we have established internal review timelines as described in the guidance, 
which includes the timeframes for FDA internal milestone meetings (e.g., filing, planning, mid-
cycle, team and wrap-up meetings).  Please be aware that the timelines described in the guidance 
are flexible and subject to change based on workload and other potential review issues (e.g., 
submission of amendments).  We will inform you of any necessary information requests or status 
updates following the milestone meetings or at other times, as needed, during the process.  If 
major deficiencies are not identified during the review, we plan to communicate proposed 
labeling and, if necessary, any postmarketing requirement/commitment requests by August 4, 
2015.

At this time, we are notifying you that, we have not identified any potential review issues.  
Please note that our filing review is only a preliminary evaluation of the application and is not 
indicative of deficiencies that may be identified during our review.

In addition, we have the following comment for your consideration:
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1. In the most recent communication (Mar 27, 2015), AbbVie indicated that an Access 
presentation is no longer planned for NDA 207931. If in the future an Access version is 
desired, it should be submitted as a supplement after action on the original NDA.

PRESCRIBING INFORMATION

Your proposed prescribing information (PI) must conform to the content and format regulations 
found at 21 CFR 201.56(a) and (d) and 201.57.  As you develop your proposed PI, we encourage 
you to review the labeling review resources on the PLR Requirements for Prescribing 
Information website including:

! The Final Rule (Physician Labeling Rule) on the content and format of the PI for human 
drug and biological products 

! Regulations and related guidance documents 
! A sample tool illustrating the format for Highlights and Contents 
! The Selected Requirements for Prescribing Information (SRPI) − a checklist of 42 

important format items from labeling regulations and guidances and
! FDA’s established pharmacologic class (EPC) text phrases for inclusion in the Highlights 

Indications and Usage heading.  

At the end of labeling discussions, use the SRPI checklist to ensure that the PI conforms with
format items in regulations and guidances. 

PROMOTIONAL MATERIAL

You may request advisory comments on proposed introductory advertising and promotional 
labeling.  Please submit, in triplicate, a detailed cover letter requesting advisory comments (list 
each proposed promotional piece in the cover letter along with the material type and material 
identification code, if applicable), the proposed promotional materials in draft or mock-up form 
with annotated references, and the proposed package insert (PI) and Medication Guide.  Submit 
consumer-directed, professional-directed, and television advertisement materials separately and 
send each submission to:

Food and Drug Administration 
Center for Drug Evaluation and Research
Office of Prescription Drug Promotion (OPDP)
5901-B Ammendale Road
Beltsville, MD 20705-1266

Do not submit launch materials until you have received our proposed revisions to the package 
insert (PI) and Medication Guide, and you believe the labeling is close to the final version.  

For more information regarding OPDP submissions, please see 
http://www.fda.gov/AboutFDA/CentersOffices/CDER/ucm090142.htm.  If you have any 
questions, call OPDP at 301-796-1200.
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REQUIRED PEDIATRIC ASSESSMENTS

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for new 
active ingredients, new indications, new dosage forms, new dosing regimens, or new routes of 
administration are required to contain an assessment of the safety and effectiveness of the 
product for the claimed indication(s) in pediatric patients unless this requirement is waived, 
deferred, or inapplicable.

Pediatric studies conducted under the terms of section 505B of the Federal Food, Drug, and 
Cosmetic Act (the Act) may also qualify for pediatric exclusivity under the terms of section 
505A of the Act.  If you wish to qualify for pediatric exclusivity please consult the Division of 
Antiviral Products.  Please note that satisfaction of the requirements in section 505B of the Act 
alone may not qualify you for pediatric exclusivity under 505A of the Act.

We acknowledge receipt of your request for a partial waiver of pediatric studies for this 
application.  Once we have reviewed your request, we will notify you if the partial waiver 
request is denied.

We acknowledge receipt of your request for a partial deferral of pediatric studies for this 
application.  Once we have reviewed your request, we will notify you if the partial deferral 
request is denied.

If you have any questions, call Katherine Schumann, M.S., Senior Regulatory Project Manager, 
at (301) 796-1182.

Sincerely,

{See appended electronic signature page}

Debra Birnkrant, M.D.
Director
Division of Antiviral Products
Office of Antimicrobial Products
Center for Drug Evaluation and Research
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From: Schumann, Katherine
To: "Spears, Glen"
Cc: Zumbrunnen, Troy L
Subject: NDA 207931 - Clinical and Clinical Virology Information Requests
Date: Tuesday, April 14, 2015 2:54:00 PM

Dear Glen,
 
Please refer to your NDA 207931 submitted on February 25, 2015 for Technivie (ombitasvir,
paritaprevir, and ritonavir) tablets. Please find below two requests for information from the review
team:
 
Clinical
 

Please identify where in the study report these subjects are described or submit a brief
narrative on each:
Bilirubin-related TEAEs of interest were identified in 3 subjects (2 noncirrhotic treated with
2-DAA + RBV; 1 cirrhotic treated with 2-DAA) and were all considered at least possibly
related to DAA for all 3 subjects, and at least possibly related to RBV for the 2 noncirrhotic
subjects.
 

Clinical Virology
 

HCV genotype 4 subtypes were identified based on phylogenetic analysis.  According to the
M13-393 clinical study report, these analyses included NS3, NS5A and NS5B.  According to
the resistance datasets, subtype was based on NS3 or NS5A sequences.  Please clarify if
there were any discordant subtyping results according to different genome targets
evaluated, and if so, which results were considered for subgroup efficacy analyses and
resistance datasets.  If this detailed information is already included in the NDA, please
indicate the study report or eCTD location.

 
Please respond via email to confirm receipt and let me know if you have any questions.
 
Warm Regards,
Katie
 
Katherine Schumann, M.S.
Senior Regulatory Project Manager
FDA/OMPT/CDER/OND/OAP
Division of Antiviral Products
10903 New Hampshire Ave., Bldg. 22, Room 6360
Silver Spring, MD 20993-0002
Phone: (301) 796-1182
Fax: (301) 796-9883
Email: Katherine.Schumann@fda.hhs.gov
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RECORD OF ELECTRONIC MAIL CORRESPONDENCE

Department of Health and Human Services
Public Health Service
Division of Antiviral Products

DATE: April 8, 2015

NDA: 207931

PRODUCT:   ombitasvir, paritaprevir, and ritonavir tablets

TO: Glen W. Spears, PhD, Director, Regulatory Affairs

FROM: Katherine Schumann, MS, Regulatory Project Manager, DAVP

SPONSOR: AbbVie Inc.

SUBJECT:  NDA 207931 – Biostatistics Information Request
---------------------------------------------------------------------------------------------------
Please refer to your New Drug Application (NDA) dated February 25, 2015 submitted under 
section 505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA) for ombitasvir, 
paritaprevir, and ritonavir tablets.

The review team has the following request for information:

The currently submitted dataset for HCV RNA viral load is derived (i.e., ETD.XPT).
Please provide the raw HCV RNA data and the corresponding SAS program to convert 
the raw HCV RNA data to the derived data.  

Please submit the requested information to the NDA by April 20, 2015.

Please respond via email to confirm receipt. We are providing the above information via 
electronic mail for your convenience.  Please contact me at (301) 796-1182 or 
Katherine.Schumann@fda.hhs.gov if you have any questions regarding the contents of this 
transmission.

                       _______________________________
Katherine Schumann, M.S.
Senior Regulatory Project Manager
Division of Antiviral Products
Office of Antimicrobial Products
Center for Drug Evaluation and Research
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From: Schumann, Katherine
To: "Spears, Glen"
Cc: Gandhi, Virajkumar B
Subject: Request for NDA 207931 site/investigator information by GT
Date: Monday, April 06, 2015 10:03:00 AM
Attachments: image001.png

Dear Glen,

I just left you a voice mail with the information below, but thought I would also send the request
via email.

The review team would like AbbVie to provide the site/investigator information for M13-393
broken out by genotype for each site (# of GT4 subjects and # of GT1b subjects listed separately).
The team is requesting this information as soon as possible. If you could email an excel file by COB
today that would be greatly appreciated. If today is not possible, then we’d like the information as
soon as it is available.

Please don’t hesitate to email or call if you have any questions.

Warm Regards,

Katie

From: Spears, Glen [mailto:glen.spears@abbvie.com] 
Sent: Tuesday, February 10, 2015 11:23 AM
To: Schumann, Katherine
Cc: Gandhi, Virajkumar B
Subject: NDA 207931 site/investigator information

Hi Katie!

In support of NDA 207931, the attached excel file contains a listing of all investigators for
Study M13-393.  The excel file contains contact information for each investigator as well as
the number of subjects enrolled and discontinued for each investigator.

The NDA 207931 submission later this month will include a pdf version of the excel file in
Module 1.11.3.

Best regards,

Glen

Glen W. Spears, Ph.D.
Director, Regulatory Affairs
Area and Affiliate Strategy, US/Canada

Reference ID: 3726438



AbbVie Inc.
Bldg. AP-30
1 North Waukegan Road
North Chicago, IL 60064
OFFICE    847-938-7757
FAX          847-937-5852
CELL         
EMAIL  glen.spears@abbvie.com
abbvie.com
 
This communication may contain information that is proprietary, confidential, or exempt from disclosure. If  you are not the intended
recipient, please note that any other dissemination, distribution, use or copying of this communication is strictly prohibited. Anyone
who receives this message in error should notify the sender immediately by telephone or by return e-mail  and delete it from his or her
computer.
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RECORD OF ELECTRONIC MAIL CORRESPONDENCE

Department of Health and Human Services
Public Health Service
Division of Antiviral Products

DATE: April 1, 2015

NDA: 207931

PRODUCT:   ombitasvir, paritaprevir, and ritonavir tablets

TO: Glen W. Spears, PhD, Director, Regulatory Affairs

FROM: Katherine Schumann, MS, Regulatory Project Manager, DAVP

SPONSOR: AbbVie Inc.

SUBJECT:  NDA 207931 – Clinical Pharmacology Information Request
---------------------------------------------------------------------------------------------------
Please refer to your New Drug Application (NDA) dated February 25, 2015 submitted under 
section 505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA) for ombitasvir, 
paritaprevir, and ritonavir tablets.

The clinical pharmacology team has the following request for information:

For each DAA, please summarize the “new” in vitro information and “updated” in vitro 
information.  For the purposes of this information request, “new” in vitro information 
refers to in vitro data that was not previously provided in NDA 206619 for VIEKIRA 
PAK (for example,  in vitro studies conducted to assess the uptake of DAAs by the OCT1 
transporter) and “updated” information refers to additional in vitro work conducted to 
supplement information provided in NDA 206619 for VIEKIRA PAK (for example 
assessment of OCT2 inhibition using pyrimethamine as an inhibitor is “updated” 
information because assessment of OCT2 inhibition using quinidine as an inhibitor was 
provided in NDA206619 for VIEKIRA PAK).

Please submit a response to NDA 207931 by April 17, 2015.

Please respond via email to confirm receipt. We are providing the above information via 
electronic mail for your convenience.  Please contact me at (301) 796-1182 or 
Katherine.Schumann@fda.hhs.gov if you have any questions regarding the contents of this 
transmission.

                       _______________________________
Katherine Schumann, M.S.
Senior Regulatory Project Manager
Division of Antiviral Products
Office of Antimicrobial Products
Center for Drug Evaluation and Research
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DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service
Food and Drug Administration
Silver Spring, MD  20993

IND 120467
NDA 207931            PROPRIETARY NAME REQUEST

CONDITIONALLY ACCEPTABLE
AbbVie, Inc.
1 N. Waukegan Road
Dept. PA77/Bldg. AP30
North Chicago, IL 60064

ATTENTION: Glen W. Spears, Ph.D.
Director, Regulatory Affairs

Dear Dr. Spears:

Please refer to your Investigational New Drug Application (IND) submitted under section 505(i) of the 
Federal Food, Drug, and Cosmetic Act, and your New Drug Application (NDA) dated and received 
February 25, 2015, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for 
Ombitasvir, Paritaprevir, Ritonavir Tablets, 12.5 mg/75 mg/50 mg.

We also refer to:
! Your correspondence to your IND, dated and received January 15, 2015, requesting review of 

your proposed proprietary name, Technivie
! Your correspondence to your NDA, dated and received March 4, 2015, requesting review of your 

proposed proprietary name, Technivie

We have completed our review of the proposed proprietary name Technivie, and have concluded that this 
name is acceptable. 

If any of the proposed product characteristics as stated in your above submissions are altered prior to 
approval of the marketing application, the proprietary name should be resubmitted for review.

If you have any questions regarding the contents of this letter or any other aspects of the proprietary name 
review process, contact Danyal Chaudhry, Safety Regulatory Project Manager in the Office of 
Surveillance and Epidemiology, at (301) 796-3813.  For any other information regarding this application,
contact the Office of New Drugs (OND) Regulatory Project Manager Katherine Schumann, at (301) 796-
1182.  

Sincerely,

{See appended electronic signature page}

Todd Bridges, RPh
Deputy Director
Division of Medication Error Prevention and Analysis
Office of Medication Error Prevention and Risk Management
Office of Surveillance and Epidemiology
Center for Drug Evaluation and Research
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NDA 206619 S-004

Please clarify whether any amendments are planned to the CBE-0 supplement submitted 
on February 12, 2015. 

Please respond via email to confirm receipt. We are providing the above information via 
electronic mail for your convenience.  Please contact me at (301) 796-1182 or 
Katherine.Schumann@fda.hhs.gov if you have any questions regarding the contents of this 
transmission.

                       _______________________________
Katherine Schumann, M.S.
Senior Regulatory Project Manager
Division of Antiviral Products
Office of Antimicrobial Products
Center for Drug Evaluation and Research
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RECORD OF ELECTRONIC MAIL CORRESPONDENCE

Department of Health and Human Services
Public Health Service
Division of Antiviral Products

DATE: March 16, 2015

NDA: 207931

PRODUCT:   ombitasvir, paritaprevir, and ritonavir tablets

TO: Glen W. Spears, PhD, Director, Regulatory Affairs

FROM: Katherine Schumann, MS, Regulatory Project Manager, DAVP

SPONSOR: AbbVie Inc.

SUBJECT:  NDA 207931 – Information Request Regarding Proposed Packaging Change
---------------------------------------------------------------------------------------------------
Please refer to your New Drug Application (NDA) dated February 25, 2015 submitted under 
section 505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA) for ombitasvir, 
paritaprevir, and ritonavir (OPR) tablets. Also refer to your email dated March 11, 2015
containing a proposal to submit an amendment to NDA 207931 to change the proposed 
packaging from  to a blister pack configuration.

We understand your proposal to be:

1. Revised plans for packaging of ombitasvir, paritaprevir and ritonavir (OPR) tablets 
such that the US product would be in blistercards constructed from the same materials 
as the OPR plus dasabuvir (D) packaging approved under NDA 206619. 

To help us evaluate this proposal, please provide the following information by email. 

1. A summary of the scientific reasons that leads AbbVie to conclude that the OPR 
blister package will provide equivalent or better protection relative to the OPR+D 
blister copackage. In the absence of stability data at this time on the OPR blister 
package, what other information supports this conclusion?

2. A timeline for submission of supportive stability data (early timepoints) on OPR 
tablets in the newly-proposed commercial packaging and/or other data to verify 
equivalent protection. Please also clarify when you anticipate launch supplies of the 

Reference ID: 3716662
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OPR blister packs would be manufactured.

Please provide a response as soon as possible, no later than Thursday, March 19, 2015. 

Please respond via email to confirm receipt. We are providing the above information via 
electronic mail for your convenience.  Please contact me at (301) 796-1182 or 
Katherine.Schumann@fda.hhs.gov if you have any questions regarding the contents of this 
transmission.

                       _______________________________
Katherine Schumann, M.S.
Senior Regulatory Project Manager
Division of Antiviral Products
Office of Antimicrobial Products
Center for Drug Evaluation and Research
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Food and Drug Administration
Center for Drug Evaluation and Research
Division of Antiviral Products
5901-B Ammendale Road
Beltsville, MD 20705-1266

Secure email between CDER and applicants is useful for informal communications when 
confidential information may be included in the message (for example, trade secrets or patient 
information).  If you have not already established secure email with the FDA and would like to 
set it up, send an email request to SecureEmail@fda.hhs.gov.  Please note that secure email may 
not be used for formal regulatory submissions to applications.

If you have any questions, call me at (301) 796-1182 or the Division’s main number at (301) 
796-1500.

Sincerely,

{See appended electronic signature page}

Katherine Schumann, M.S.
Senior Regulatory Project Manager
Division of Antiviral Products
Office of Antimicrobial Products
Center for Drug Evaluation and Research
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