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EXCLUSIVITY SUMMARY 

NDA # 206679  

Trade Name   Simvastatin Oral Suspension

Generic Name   simvastatin 

Applicant Name   Rosemont Pharmaceuticals Limited, a Perrigo Company    

Approval Date, If Known   April 21, 2016 

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)(2)

b)  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.   

The clinical basis for the US application is a comparative bioavailability study, 
PRG-NY-14-010, that compared an 80 mg dose of Simvastatin Oral Suspension, 
40 mg/5 mL strength (test article) versus 80 mg of Zocor Tablets (reference 
article) under fasted conditions. Pharmacokinetic measurements were taken for 
simvastatin and the major active form, ß-hydroxyacid simvastatin.

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:             
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NA

c)  Did the applicant request exclusivity?
 YES NO 

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

NA

d) 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?
   
          

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.

                   YES NO 
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If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the 
NDA #(s).

     
NDA# 019766 Zocor (simvastatin)

NDA# 022078 Simcor (simvastatin and Niacin)

NDA# 021687 Vytorin (simvastatin and ezetimibe)

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#           

NDA#           

NDA#           

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:

     
                                                 
(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:                                     
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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:                                         

                                                             

(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:

     

                    
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:

     

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:

     

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"):

     

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 #      YES  !  NO     
!  Explain: 

                               
             

Investigation #2 !
!

IND #      YES   !  NO    
!  Explain: 
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(b) For each investigation not carried out under an IND or for which the applicant was 
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:  

     

=================================================================
                                                      
Name of person completing form:  Richard Whitehead, M.S.                    
Title:  DMEP RPM
Date:  4/14/2016

                                                      
Name of Division Deputy Director signing form:  James Smith, M.D.
Title:  DMEP Deputy Director

Form OGD-011347;  Revised 05/10/2004; formatted 2/15/05; removed hidden data 8/22/12
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RICHARD E WHITEHEAD
04/21/2016

JAMES P SMITH
04/21/2016
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NOTICE: This e-mail message and any attachments are confidential and intended
solely for use of the intended recipient. If you are not the intended recipient, you
should not review, retransmit, convert to hard copy, copy, use or disseminate this e-
mail or any attachments to it. If you have received this e-mail in error, please
immediately notify us by return e-mail and delete this message and any
attachments from your computer system. Please note that if this e-mail message
contains a forwarded message or is a reply to a prior message, some or all of the
contents of this message or any attachments may not have been produced by the
sender. This notice is automatically appended to each e-mail message leaving the
senders e-mail domain. Thank you.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring  MD  20993

NDA 206679
GENERAL ADVICE

Rosemont Pharmaceuticals Limited, a Perrigo Company
Attention: Maureen Rath, RAC
Sr. Manager, Regulatory Affairs
3940 Quebec Avenue North
Minneapolis, MN 55427

Dear Ms. Rath:

Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for simvastatin oral suspension.
 
We also refer to your January 22, 2016, submission, containing updated draft carton and 
container labels.

We recommend the following be implemented prior to approval of this NDA:
A.  Carton labeling

1.   On the side panel combine the usual dosage and administration to state, “Usual 
Dosage and Administration: Read the Package insert before use. For oral 
administration.”

2. Remove the statement “ ” 
as the intent of this statement is not clear.

B.  Container label
1.  See A.1 and revise the container label accordingly.

If you have any questions, call Richard Whitehead, M.S., Regulatory Project Manager, at (301) 
796-4945.

Sincerely,

{See appended electronic signature page}

James P. Smith, M.D., M.S.
Deputy Director
Division of Metabolism and Endocrinology Products
Office of Drug Evaluation II
Center for Drug Evaluation and Research

Reference ID: 3884844

(b) (4)
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From: Maureen Rath
To: Whitehead, Richard
Subject: RE: NDA 206679 simvastatin suspension: Information Request
Date: Friday, October 23, 2015 2:01:29 PM

Good afternoon Richard,
Confirming receipt of this email.
Best regards,
 
Maureen
 
Maureen Rath, RAC
Senior Manager, Regulatory Affairs
Paddock Laboratories LLC, a Perrigo Company

3940 Quebec Ave N
Minneapolis, MN 55427
maureen.rath@perrigo.com
phone: 763-732-0235 (extension 32-0235)
 
Maureen
 

From: Whitehead, Richard [mailto:Richard.Whitehead@fda.hhs.gov] 
Sent: Friday, October 23, 2015 12:59 PM
To: Maureen Rath
Subject: NDA 206679 simvastatin suspension: Information Request
 
Maureen:
 
In reference to NDA206679 simvastatin oral suspension, we have the following request for
information:
 

“Provide the location in NDA 206679 or submit the datasets for adverse events, laboratory
values, demographics,  and treatment for Protocol PRG-NY-14-010 and Protocol PRG-NY-14-011.”
 
Please provide this information by November 6, 2015.  Let me know if you have any questions and
confirm receipt of this email.
 
 

Regards,
Rich
 

___________________________________________________________________________________________________________
Richard Whitehead, MS; Regulatory Project Manager;  FDA/CDER/OND/ODEII/ Division of Metabolism and Endocrinology

Products;
(t) 301.796.4945; (f) 301.796.9712; richard.whitehead@fda.hhs.gov
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NOTICE: This e-mail message and any attachments are confidential and intended
solely for use of the intended recipient. If you are not the intended recipient, you
should not review, retransmit, convert to hard copy, copy, use or disseminate this e-
mail or any attachments to it. If you have received this e-mail in error, please
immediately notify us by return e-mail and delete this message and any
attachments from your computer system. Please note that if this e-mail message
contains a forwarded message or is a reply to a prior message, some or all of the
contents of this message or any attachments may not have been produced by the
sender. This notice is automatically appended to each e-mail message leaving the
senders e-mail domain. Thank you.
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From: Maureen Rath
To: Whitehead, Richard
Subject: RE: NDA206679 simvastatin: Information Request
Date: Wednesday, September 30, 2015 11:59:19 AM

Hello Richard,
Confirming receipt of your email.
 
Thank you,
Maureen
 
Maureen Rath, RAC
Senior Manager, Regulatory Affairs
Paddock Laboratories LLC, a Perrigo Company

3940 Quebec Ave N
Minneapolis, MN 55427
maureen.rath@perrigo.com
phone: 763-732-0235 (extension 32-0235)
 
 

From: Whitehead, Richard [mailto:Richard.Whitehead@fda.hhs.gov] 
Sent: Wednesday, September 30, 2015 9:53 AM
To: Maureen Rath
Subject: NDA206679 simvastatin: Information Request
 
Maureen:
 
In reference to NDA206679 simvastatin oral suspension, we have the following request for
information:
 

“Provide the location in NDA 206679 or submit the programming codes that you used to
assess scaled bioequivalence for simvastatin and b-hydroxyacid simvastatin in the pivotal Study
PRG-NY-14-010.”
 
Please provide this information by October 16, 2015.  Let me know if you have any questions and
please confirm receipt of this email.
 

Regards,
Rich
 

___________________________________________________________________________________________________________
Richard Whitehead, MS; Regulatory Project Manager;  FDA/CDER/OND/ODEII/ Division of Metabolism and Endocrinology

Products;
(t) 301.796.4945; (f) 301.796.9712; richard.whitehead@fda.hhs.gov

 
NOTICE: This e-mail message and any attachments are confidential and intended
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solely for use of the intended recipient. If you are not the intended recipient, you
should not review, retransmit, convert to hard copy, copy, use or disseminate this e-
mail or any attachments to it. If you have received this e-mail in error, please
immediately notify us by return e-mail and delete this message and any
attachments from your computer system. Please note that if this e-mail message
contains a forwarded message or is a reply to a prior message, some or all of the
contents of this message or any attachments may not have been produced by the
sender. This notice is automatically appended to each e-mail message leaving the
senders e-mail domain. Thank you.
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From: Nkah, Shila 
To: Whitehead, Richard 
Subject: Acknowledgment of Receipt of Bioequivalence Audit Request (FRM-CONSULT-09) 
Date: Wednesday, August 05, 2015 4:40:00 PM 
Attachments: NDA206679 OSIS Bioequivalence Audit Request (FRM-CONSULT-09).pdf 

 
Dear Richard, 

 
This email acknowledges receipt of the Bioequivalence Audit Request Consult for NDA 206679 
submitted on August 3, 2015. I am the OSIS PM assigned to this NDA. 
The consult has been sent for assessment.  I will be updating you on the site inspection decision 
as soon as the information is available. 

      
     Feel free to contact me if you have any questions. 

Thanks. 
 

Shila Nkah, M.S. 
Project Manager 
Office of Study Integrity & Surveillance 
Office of Translational Sciences 
Center for Drug Evaluation and Research 
Food & Drug Administration 
White oak Bldg. 51, Rm. 5318 
Phone: (301)- 796- 8347 
Email:  shila.nkah@fda.hhs.gov 
Please consider the environment before printing this e-mail. 

 
 

From: oasfda@fda.gov [mailto:oasfda@fda.gov] 
Sent: Monday, August 03, 2015 12:29 PM 
To: CDER OSI; Tran, Suong T; ct.viswanathan@fda.hhs.gov; Craig, Eileen; Hampp, Christian; Jain, Ritesh; Elmore, Calvin (Lee); Ou, Mei; 
Whitehead,  Richard; CDER OSIS BEQ; Garrison, Nicole; Chen, Tien Mien; Hamilton-Stokes, Deveonne; ddrdsi@cder.fda.gov; Hanan, Elisabeth 
Subject:  Finalized - NDA-206679  Biopharmaceutical Inspections  Request (FRM-CONSULT-09) 

 
 

 
 
 

Proceed to DARRTS Welcome Screen 
 

Finalized - Biopharmaceutical Inspections Request (FRM- 
CONSULT-09) 

 
 

The following communication  has been signed and finalized. 
 

Functions  
Communication Communication  Group Communication  Name 
FRM-CONSULT-09 CONSULT Biopharmaceutical Inspections Request 

 
Linked 
Supporting 
Documents 
Application 
Type and 

 
 
 
Sponsor  Product Name 

 
 
 
Submission 
Type and 

 
 
 
Group Supporting 

Document 

 
 
 
Category/Subcategory Submit 

 
 
 
Receive 

Number  
ROSEMONT 

(Preferred) 
 
Simvastatin Oral 

Number ID  Number Date Date 

NDA-206679   PHARMACEUTICALS Suspension 20 mg/5  ORIG-1  10  New/NDA  06/22/2015 06/22/2015 
LTD mL and 40 mg/5 mL 

 
Linked Submissions 
Application  Type and Number   Sponsor Preferred Product Name  Submission  Type and Number   Submission  Classification   Group ID 

 

Signers  
Signer Proxy Signer Signed Status Signed Date 
WHITEHEAD,  RICHARD  E.  signed 08/03/2015 

Copyright (c) 2004 - The United States Food and Drug Administration  "Confidential  Information" 
 Reference ID: 3802412
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APPEARS THIS WAY ON ORIGINAL



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

SHILA S NKAH
08/05/2015

Reference ID: 3802412





Regards,
Rich
 

___________________________________________________________________________________________________________
Richard Whitehead, MS; Regulatory Project Manager;  FDA/CDER/OND/ODEII/ Division of Metabolism and Endocrinology

Products;
(t) 301.796.4945; (f) 301.796.9712; richard.whitehead@fda.hhs.gov

 

This communication contains information of ) and/or its affiliates that may be confidential,
proprietary, copyrighted and/or legally privileged, and is intended only for the addressee. Any copying, dissemination or other use of
this information by anyone other than the intended recipient is proh bited. If you have received this communication in error, please
contact the sender and delete it from your system.

Reference ID: 3801747
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From: Maureen Rath on behalf of RegulatoryAffairs USA
To: Whitehead, Richard
Subject: RE: NDA206679 Simvastatin Oral Suspension: request for information
Date: Thursday, July 16, 2015 2:54:20 PM

Dear Richard,
This email is to confirm receipt of the information request. I will look into this and respond within
one week of receipt.
 
Thank you,
Maureen
 

From: Whitehead, Richard [mailto:Richard.Whitehead@fda.hhs.gov] 
Sent: Thursday, July 16, 2015 1:15 PM
To: Maureen Rath
Subject: NDA206679 Simvastatin Oral Suspension: request for information
 
Maureen:
 
In reference to NDA 206679 simvastatin oral suspension, we have questions regarding your 2
Form 3455 financial disclosure forms.  You state that 10 investigators participated in financial
arrangements or hold financial interest but did not provide an explanation on what this
financial arrangement was or what steps were taken to minimize potential bias. Please explain
what the financial disclosure is for these investigators.  Resubmit updated forms with the
requested information within one week of receipt of this information request.  Let me know if
you have any questions and please confirm receipt of this email.
 
 

Regards,
Rich
 

___________________________________________________________________________________________________________
Richard Whitehead, MS; Regulatory Project Manager;  FDA/CDER/OND/ODEII/ Division of Metabolism and Endocrinology

Products;
(t) 301.796.4945; (f) 301.796.9712; richard.whitehead@fda.hhs.gov

 
 
NOTICE: This e-mail message and any attachments are confidential and intended
solely for use of the intended recipient. If you are not the intended recipient, you
should not review, retransmit, convert to hard copy, copy, use or disseminate this e-
mail or any attachments to it. If you have received this e-mail in error, please
immediately notify us by return e-mail and delete this message and any
attachments from your computer system. Please note that if this e-mail message
contains a forwarded message or is a reply to a prior message, some or all of the
contents of this message or any attachments may not have been produced by the
sender. This notice is automatically appended to each e-mail message leaving the
senders e-mail domain. Thank you.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration
Silver Spring MD  20993

NDA 206679
NDA ACKNOWLEDGMENT

Rosemont Pharmaceuticals Limited, a Perrigo Company
Attention:  Maureen L. Rath, RAC
Senior Manager, Regulatory Affairs
3940 Quebec Avenue North
Minneapolis, MN 55427

Dear Ms. Rath:

We have received your New Drug Application (NDA) submitted pursuant to section 505(b)(2) of 
the Federal Food, Drug, and Cosmetic Act (FDCA) for the following:

Name of Drug Product: simvastatin 20 mg/5 mL and 40 mg/5 mL oral suspension 

Date of Application: June 22, 2015

Date of Receipt: June 22, 2015

Our Reference Number: NDA 206679

Unless we notify you within 60 days of the receipt date that the application is not sufficiently 
complete to permit a substantive review, we will file the application on Friday, August 21, 
2015, in accordance with 21 CFR 314.101(a).

If you have not already done so, promptly submit the content of labeling [21 CFR 314.50(l)(1)(i)
in structured product labeling (SPL) format as described at
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm. Failure 
to submit the content of labeling in SPL format may result in a refusal-to-file action under 21 
CFR 314.101(d)(3).  The content of labeling must conform to the content and format 
requirements of revised 21 CFR 201.56-57.

You are also responsible for complying with the applicable provisions of sections 402(i) and 
402(j) of the Public Health Service Act (PHS Act) [42 USC §§ 282 (i) and (j)], which was 
amended by Title VIII of the Food and Drug Administration Amendments Act of 2007 
(FDAAA) (Public Law No, 110-85, 121 Stat. 904).

The NDA number provided above should be cited at the top of the first page of all submissions 
to this application.  Send all submissions, electronic or paper, including those sent by overnight 
mail or courier, to the following address:

Reference ID: 3791988



NDA 206679
Page 2

Food and Drug Administration
Center for Drug Evaluation and Research
Division of Metabolism and Endocrinology 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) 796-4945.

Sincerely,

{See appended electronic signature page}

Richard Whitehead, M.S.
Senior Regulatory Project Manager
Division of Metabolism and Endocrinology Products
Office of Drug Evaluation II
Center for Drug Evaluation and Research

Reference ID: 3791988
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring  MD  20993

NDA 206679
GENERAL ADVICE

Rosemont Pharmaceuticals Limited, a Perrigo Company
Attention: Maureen L. Rath, RAC
Senior Manager, Regulatory Affairs
3940 Quebec Avenue North
Minneapolis, MN 55427

Dear Ms. Rath:

Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for simvastatin oral suspension. 
 
We also refer to your June 22, 2015, submission, containing proposed labeling for your original 
NDA application.

We have reviewed the referenced material and recommend the following be implemented prior 
to approval of this NDA:

A.  Container labels (20 mg/5 mL and 40 mg/5 mL)

1.  Provide adequate space between the numerical dose and the unit of measure for 
increased readability.

2. Remove the statement “ ” from the principle display panel (PDP) since the 
importance of this information is not communicated in the insert labeling.

3. Relocate the statement “Shake the bottle well before use” to the principle display 
panel under the strength to increase the prominence of this statement as this is 
important administration information.

4. Please indicate where the required lot number and expiration date will appear as 
required per 21 CFR 201.17 and 21 CFR 201.10(i)(1).

5. Increase the prominence of the statement “Use within 1 month of opening” by using 
bold font as this important information needed for safe administration of the product.

6. Add “Usual Dosage” statement to the side panel in accordance with 21 CFR 201.55.
7. Consider providing additional differentiation between the two product strengths using 

color, boxing, or other means to prevent selection errors.

B.  Carton labeling

1.  See A.1 through A.5 and revise carton labeling accordingly.
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If you have any questions, call Richard Whitehead, M.S., Regulatory Project Manager, at (301) 
796-4945.

Sincerely,

{See appended electronic signature page}

James P. Smith, M.D., M.S.
Deputy Director
Division of Metabolism and Endocrinology Products
Office of Drug Evaluation II
Center for Drug Evaluation and Research

Reference ID: 3854142



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

JAMES P SMITH
12/01/2015
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