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Merchant, Lubna

From: Merchant, Lubna
Sent: Monday, October 31, 2011 1:01 PM
To: Ware, Jacqueline H
Subject: RE: Successfully Processed eCTD: nda202543 in DARRTS

 
DMEPA finds the revised container labels, overwrap, carton and insert labeling submitted 
by the Applicant on 10/27/11 acceptable.

Thanks,
Lubna

Lubna Merchant, M.S., Pharm.D.
Team Leader
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
Food and Drug Administration
Office 301.796.5162
lubna.merchant@fda.hhs.gov

-----Original Message-----
From: Ware, Jacqueline H 
Sent: Friday, October 28, 2011 2:15 PM
To: Hershkowitz, Norman; Rusinowitz, Martin; Kelley, Laurie; Merchant, Lubna; Claffey, 
David; Heimann, Martha R
Cc: Katz, Russell G
Subject: FW: Successfully Processed eCTD: nda202543 in DARRTS

Folks,
Please take a look at the labeling (PI, bag, overwrap, and carton) and let me know if any 
further edits are needed.  Please reply by next Wed., Nov. 2nd.

Thanks,
Jackie 

-----Original Message-----
From: asr-dontreply@fda.hhs.gov [mailto:asr-dontreply@fda.hhs.gov] 
Sent: Thursday, October 27, 2011 2:28 PM
To: Ware, Jacqueline H; CDER-OND-DNP-EDRNOTIFY; CDER-EDR_ASR_Document_Coordinators; CDER-
EDRSTAFF; CDER-EDRADMIN; CDER ESUB; Khalsa, Gurminders J; Livermore, Russell J; Thompson, 
Douglas L. *; CDER-EDRSTAFF
Subject: Successfully Processed eCTD: nda202543 in DARRTS

Successfully Processed eCTD: nda202543 in DARRTS. Details below:

EDR Location: \\CDSESUB1\EVSPROD\NDA202543\202543.enx

For Document Room Staff Use:
  Application Type/Number: nda202543
  Incoming Document Category/Sub Category: Electronic_Gateway
  Supporting Document Number: 9
  eCTD Sequence Number: 0008
  Letter Date: 10/27/2011
  Stamp Date: 10/27/2011

Reference ID: 3037091
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  Receipt Date/Time from Notification: 10-27-2011, 13:53:58
  Origination Date/Time from Notification: 10-27-2011, 13:48:46
  DOCUMENT ID: 4955883

  356H Form: \\CDSESUB1\EVSPROD\NDA202543\0008\m1\us\11-forms\fda-form-356h\form-fda-356h-
sn0008.pdf

  Cover Letter: \\CDSESUB1\EVSPROD\NDA202543\0008\m1\us\12-cover-letters\cover-
lettersn0008.pdf

  3397 Form: NOT FOUND

  3674 Form: NOT FOUND

For EDR Staff Use:
  The submission has already been processed. The following information
  is provided if verification is required. No additional action is
  required on your part

  EDR Location: \\CDSESUB1\EVSPROD\NDA202543\0008
  Submission Size: 2874930
  Gateway Location: \\chdc9681\cderesub\inbound\ectd\ci1319737724148.235942@llnap12_te

Copy to EDR Status:  Good-1

For CDER Project Manager Use:
  The following submission received through the Electronic Submission Gateway
  has been processed using the following information. This information will be
  updated once Document Room personnel have been able to verify the content of the 
submission.

  Application Type/Number: nda202543
  Incoming Document Category/Sub Category: Electronic_Gateway
  Supporting Document Number: 9
  eCTD Sequence Number: 0008
  Letter Date: 10/27/2011

Reference ID: 3037091
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Jackie 

************************************************* 
Jacqueline H. Ware, Pharm.D., RAC 
Captain, United States Public Health Service 
Senior Regulatory Project Manager 
FDA/CDER/OND/ODEI/Division of Neurology Products 
phone:  301-796-1160 

This e-mail message is intended for the exclusive use of the recipient(s) named above.  It
may contain information that is protected, privileged, or confidential, and it should not 
be disseminated, distributed, or copied to persons not authorized to receive such 
information.  If you are not the intended recipient, any dissemination, distribution or 
copying is strictly prohibited.  If you think you have received this e-mail message in 
error, please e-mail the sender immediately at jacqueline.ware@fda.hhs.gov.   

-----Original Message-----
From: jeanne squeglia hq [mailto:jsqueglia@hqspecialtypharma.com] 
Sent: Wednesday, October 12, 2011 9:12 AM
To: Ware, Jacqueline H
Cc: Choy, Fannie
Subject: RE: FDA advice: re: NDA 202543 Levetiracetam labeling comments 

Dear Jackie,

Please advise if we are still on target for the below communication.

Thanks and best regards,
Jeanne 

________________________________________
From: Ware, Jacqueline H [Jacqueline.Ware@fda.hhs.gov]
Sent: Thursday, August 18, 2011 9:18 AM
To: jeanne squeglia hq
Cc: Choy, Fannie; Ware, Jacqueline H
Subject: RE: FDA advice: re: NDA 202543 Levetiracetam labeling comments

Dear Jeanne,

As stated in our March 25, 2011 filing communication letter, "we plan to communicate 
proposed labeling and, if necessary, any postmarketing commitment requests by October 14, 
2011."  It is possible that the review team may have comments ready before then.  If that 
happens, I will send them on to you.

Many thanks,
Jackie

*************************************************
Jacqueline H. Ware, Pharm.D., RAC
Captain, United States Public Health Service
Senior Regulatory Project Manager
FDA/CDER/OND/ODEI/Division of Neurology Products
phone:  301-796-1160

This e-mail message is intended for the exclusive use of the recipient(s) named above.  It
may contain information that is protected, privileged, or confidential, and it should not 
be disseminated, distributed, or copied to persons not authorized to receive such 
information.  If you are not the intended recipient, any dissemination, distribution or 
copying is strictly prohibited.  If you think you have received this e-mail message in 
error, please e-mail the sender immediately at jacqueline.ware@fda.hhs.gov.

-----Original Message-----
From: jeanne squeglia hq [mailto:jsqueglia@hqspecialtypharma.com]

Reference ID: 3029010
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Sent: Monday, August 15, 2011 3:54 PM
To: Choy, Fannie
Cc: Ware, Jacqueline H
Subject: RE: FDA advice: re: NDA 202543 Levetiracetam labeling comments

Dear Fannie

Please note we are finalizing the changes and should have the same to you by end of the 
week.

Will we be receiving comments on the package insert?  If so, can you advise when?

Thanks,
Jeanne
________________________________
From: Choy, Fannie [Fannie.Choy@fda.hhs.gov]
Sent: Wednesday, August 10, 2011 1:47 PM
To: jeanne squeglia hq
Cc: Ware, Jacqueline H
Subject: RE: FDA advice: re: NDA 202543 Levetiracetam labeling comments

Dear Jeanne,

In response to the new proposed established name for your pending NDA 202543 
levetiracetam, the Office of New Drug Quality Assessment finds the revised name 
unacceptable. The Agency has discussed extensively on the nomenclature of your product, 

 should not be part of the established name.  We recommend the established name 
as presented previously.

For the 500 mg/100 mL dosage strength: "Levetiracetam in 0.82% Sodium Chloride Injection".

Please let me know if you have any questions.

Regards,
Fannie

-----Original Message-----
From: jeanne squeglia hq [mailto:jsqueglia@hqspecialtypharma.com]
Sent: Friday, August 05, 2011 11:25 AM
To: Choy, Fannie
Cc: Ware, Jacqueline H
Subject: RE: FDA advice: re: NDA 202543 Levetiracetam labeling comments

Dear Fannie

Thank you for your comments below.  We will formally submit the changes as requested 
shortly through the electronic gateway.  However we would like to propose the following 
established name:

"Levetiracetam  in 0.82 % sodium chloride injection" for 500 mg/100 mL
"Levetiracetam  in 0.75 % sodium chloride injection" for 1000 mg/100 mL
"Levetiracetam  in 0.54% sodium chloride injection" for 1500 mg/100 mL

We note other approved products use this terminology.

We look forward to your response.

Best regards,
Jeanne

________________________________________
From: Choy, Fannie [Fannie.Choy@fda.hhs.gov]
Sent: Wednesday, August 03, 2011 6:06 PM
To: jeanne squeglia hq
Cc: Ware, Jacqueline H; Choy, Fannie

Reference ID: 3029010
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Subject: FDA advice: re: NDA 202543 Levetiracetam labeling comments

Dear Ms. Squeglia:

I am responding to your inquiry regarding our review of the proposed established name for 
your pending NDA 202543.  We have finished the initial review of your proposed established
name, and proposed container/carton labeling.  The Agency is providing the following 
recommendations and comments.

Established Name

The Agency finds your proposed established name, Levetiracetam Injection  
, unacceptable. Delete the statement  from all labels and 

labeling. We recommend the established name for each strength include the concentration of
sodium chloride present, e.g. for the 500 mg/100 ml dosage strength - revise the 
established name to read "Levetiracetam in 0.82% Sodium Chloride Injection".

Please ensure that the established name is ½ the size of the proprietary name, and has 
prominence commensurate with the proprietary name taking into account all pertinent 
factors, including typography, layout, contrast, and other printing features in accordance
with 21 CFR 201.10(g)(2).

Proposed Container Label, Overwrap and Carton Labeling (All sizes and strengths)

1.  Revise the route of administration from "I.V. Use Only" to read "For Intravenous 
Infusion Only."

1.  The strength presentation is not prominently displayed. Increase the prominence of the
strength presentation by increasing the font and using other means such as boxing or 
highlighting so that it is displayed prominently on the label.

1.  The three strengths are not well differentiated from each other. The proposed labels 
employ the different color in the strength presentation; however, since the format and 
content of other information on the label is the same between the strengths, this is not 
adequate to differentiate the strengths. To avoid selection errors, revise the labels so 
that the strengths are adequately differentiated from each other. This can be achieved by 
increasing the prominence of the strength presentation and utilizing the strength 
presentation color in the presentation of the established names.

1.  The container label is cluttered with unnecessary information. The clutter decreases 
the readability of the information on the labels. We request you make the following 
revisions to improve readability and prominence of information on the proposed labels:

1.  Delete the statement 
2.  Delete the statement 'See USP controlled temperature'
3.  Delete the statement 
4.  Revise the Usual dosage statement to read: Usual Dosage: See package insert.
5.  Revise the "TO OPEN" statement to read as follows:

TO OPEN: TEAR AT NOTCH: Do not use if overwrap has been previously opened or damaged. Use 
unit promptly once overwrap is removed.

1.  Move the statement  to appear after the storage statement.

We ask that you respond to these issues promptly in order to continue our evaluation of 
your NDA.  If you have any questions, please feel free to contact Jackie or me.

Sincerely,

Reference ID: 3029010
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Fannie

Fannie Choy, RPh.
Regulatory Project Manager
Division of Neurology Products
Center for Drug Evaluation and Research
Food and Drug Administration

10903 New Hampshire Avenue, WO22 Rm. 4389
Silver Spring, MD 20993-0002
301-796-2899 phone
301-796-9842 fax
fannie.choy@fda.hhs.gov<mailto:fannie.choy@fda.hhs.gov>

This electronic message is intended to be for the use only of the named recipient, and may
contain information that is confidential or privileged. If you are not the intended 
recipient, you are hereby notified that any disclosure, copying, distribution or use of 
the contents of this message is strictly prohibited. If you have received this message in 
error or are not the named recipient, please notify us immediately by contacting the 
sender at the electronic mail address noted above, and delete and destroy all copies of 
this message.

Reference ID: 3029010

61 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately following this page
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Choy, Fannie

From: Choy, Fannie
Sent: Friday, September 30, 2011 10:58 AM
To: 'jeanne squeglia hq'; 'mscrofani@hqspecialtypharma.com'
Cc: Ware, Jacqueline H; Choy, Fannie
Subject: FDA Information Request: re: NDA 202543 Regulatory 

Dear Jeanne:

Please refer to your pending NDA 202543 for Levetiracetam in Sodium Chloride Injection.  In 
reviewing the Patent Certification for your application, we noted that the Paragraph II patent 
certification submitted cited an Abbreviated New Drug Application regulation.  We ask that you 
promptly submit an amended patent certification citing the appropriate NDA patent certification 
regulation under 21 CFR 314.50(i)(1).

If you have any questions, please do not hesitate to contact Jackie or me.

Regards,

Fannie 

Fannie Choy, RPh.
Regulatory Project Manager 
Division of Neurology Products 
Center for Drug Evaluation and Research 
Food and Drug Administration 
10903 New Hampshire Avenue, WO22 Rm. 4389 
Silver Spring, MD 20993-0002 
301-796-2899 phone 
301-796-9842 fax 
fannie.choy@fda.hhs.gov 
This electronic message is intended to be for the use only of the named recipient, and may contain information that is confidential or 
privileged. If you are not the intended recipient, you are hereby notified that any disclosure, copying, distribution or use of the 
contents of this message is strictly prohibited. If you have received this message in error or are not the named recipient, please notify 
us immediately by contacting the sender at the electronic mail address noted above, and delete and destroy all copies of this message.

Reference ID: 3023102
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  
 

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 
 

 

 
NDA 202543 INFORMATION REQUEST 
 
CERTIFIED MAIL 
RETURN RECEIPT REQUESTED 
 
H Q Specialty Pharma Corporation 
Attention: Joseph M. Pizza 
                 President 
120 Route 17 North, Suite 130 
Paramus, NJ 07653 
 
 
Dear Mr. Pizza: 
 
Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for: 
 

• Levetiracetam in 0.82 % sodium chloride injection (500 mg/100 mL)  
• Levetiracetam in 0.75 % sodium chloride injection (1000 mg/100 mL)  
• Levetiracetam in 0.54% sodium chloride injection (1500 mg/100 mL) 

 
FDA investigators have identified significant violations to the bioavailability and bioequivalence 
requirements of Title 21, Code of Federal Regulation, Part 320 in bioanalytical studies conducted 
by Cetero Research in Houston, Texas (Cetero).1 The pervasiveness and egregious nature of the 
violative practices by Cetero has led FDA to have significant concerns that the bioanalytical data 
generated at Cetero from April 1, 2005 to June 15, 2010, as part of studies submitted to FDA in 
New Drug Applications (NDA) and Supplemental New Drug Applications (sNDA) are 
unreliable. FDA has reached this conclusion for three reasons: (1) the widespread falsification of 
dates and times in laboratory records for subject sample extractions, (2) the apparent 
manipulation of equilibration or “prep” run samples to meet pre-determined acceptance criteria, 
and (3) lack of documentation regarding equilibration or “prep” runs that prevented Cetero and 
the Agency from determining the extent and impact of these violations.   
 
Serious questions remain about the validity of any data generated in studies by Cetero Research 
in Houston, Texas during this time period. In view of these findings, FDA is informing holders 
of approved and pending NDAs of these issues. 
 
The impact of the data from these studies (which may include bioequivalence, bioavailability, 

                                                           
1 These violations include studies conducted by Bioassay Laboratories and BA Research International specific to the 
Houston, Texas facility.  

Reference ID: 3014255
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drug-drug interaction, specific population, and others) cannot be assessed without knowing the 
details regarding the study and how the data in question were considered in the overall 
development and approval of your drug product. At this time, the Office of New Drugs is 
searching available documentation to determine which NDAs are impacted by the above 
findings. 
 
To further expedite this process, we ask that you inform us if you have submitted any studies 
conducted by Cetero Research in Houston, Texas during the time period of concern (April 1, 
2005 to June 15, 2010). Please submit information on each of the studies, including supplement 
number (if appropriate), study name/protocol number, and date of submission. With respect to 
those studies, you will need to do one of the following: (a) re-assay samples if available and 
supported by stability data, (b) repeat the studies, or (c) provide a rationale if you feel that no 
further action is warranted.  
 
Please respond to this query within 30 days from the date of this letter. 
 
This information should be submitted as correspondence to your NDA. In addition, please 
provide a desk copy to: 
 

Office of New Drugs 
Center for Drug Evaluation and Research 
10903 New Hampshire Avenue 
Bldg. 22, Room 6300 
Silver Spring, MD 20993-0002 
 

 
If you have questions, contact your designated Regulatory Project Manager, at (301) 796-2250. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Russell G. Katz, MD 
Director 
Division of Neurology Products 
Office of Drug Evaluation I 
Center for Drug Evaluation and Research 

Reference ID: 3014255
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Choy, Fannie

From: Choy, Fannie
Sent: Wednesday, August 03, 2011 6:07 PM
To: 'jsqueglia@hqspecialtypharma.com'
Cc: Ware, Jacqueline H; Choy, Fannie
Subject: FDA advice: re: NDA 202543 Levetiracetam labeling comments 

Dear Ms. Squeglia:

I am responding to your inquiry regarding our review of the proposed established name for your pending NDA 
202543.  We have finished the initial review of your proposed established name, and proposed container/carton 
labeling.  The Agency is providing the following recommendations and comments.

Established Name

The Agency finds your proposed established name, Levetiracetam Injection  
unacceptable. Delete the statement  from all labels and labeling. We recommend the 
established name for each strength include the concentration of sodium chloride present, e.g. for the 500 
mg/100 ml dosage strength - revise the established name to read "Levetiracetam in 0.82% Sodium Chloride 
Injection".

Please ensure that the established name is ½ the size of the proprietary name, and has prominence 
commensurate with the proprietary name taking into account all pertinent factors, including typography, layout, 
contrast, and other printing features in accordance with 21 CFR 201.10(g)(2).

Proposed Container Label, Overwrap and Carton Labeling (All sizes and strengths)

1. Revise the route of administration from “I.V. Use Only” to read “For Intravenous Infusion Only.”

2. The strength presentation is not prominently displayed. Increase the prominence of the strength presentation 
by increasing the font and using other means such as boxing or highlighting so that it is displayed 
prominently on the label.

3. The three strengths are not well differentiated from each other. The proposed labels employ the different 
color in the strength presentation; however, since the format and content of other information on the label is 
the same between the strengths, this is not adequate to differentiate the strengths. To avoid selection errors, 
revise the labels so that the strengths are adequately differentiated from each other. This can be achieved by 
increasing the prominence of the strength presentation and utilizing the strength presentation color in the 
presentation of the established names.

4. The container label is cluttered with unnecessary information. The clutter decreases the readability of the 
information on the labels. We request you make the following revisions to improve readability and 
prominence of information on the proposed labels:

i) Delete the statement 
ii) Delete the statement ‘See USP controlled temperature’

iii) Delete the statement 
iv) Revise the Usual dosage statement to read: Usual Dosage: See package insert.

v) Revise the “TO OPEN” statement to read as follows:
TO OPEN: TEAR AT NOTCH: Do not use if overwrap has been previously opened or damaged. 
Use unit promptly once overwrap is removed.

vi) Move the statement  to appear after the storage statement.

Reference ID: 2985105
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We ask that you respond to these issues promptly in order to continue our evaluation of your NDA.  If you have 
any questions, please feel free to contact Jackie or me.

Sincerely,

Fannie

Fannie Choy, RPh.
Regulatory Project Manager
Division of Neurology Products
Center for Drug Evaluation and Research
Food and Drug Administration

10903 New Hampshire Avenue, WO22 Rm. 4389
Silver Spring, MD 20993-0002
301-796-2899 phone
301-796-9842 fax
fannie.choy@fda.hhs.gov

This electronic message is intended to be for the use only of the named recipient, and may contain information that is confidential or 
privileged. If you are not the intended recipient, you are hereby notified that any disclosure, copying, distribution or use of the 
contents of this message is strictly prohibited. If you have received this message in error or are not the named recipient, please notify 
us immediately by contacting the sender at the electronic mail address noted above, and delete and destroy all copies of this message.

Reference ID: 2985105
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  
 

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 
 

 

 
NDA 202-543 INFORMATION REQUEST 

 
H Q Specialty Pharma Corporation 
Attention: Joseph Pizza, President 
120 Route 17 North 
Suite 130 
Paramus, NJ  07652 
 
 
Dear Mr. Pizza: 
 
Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for Levetiracetam Injection. 
 
We are reviewing the Chemistry, Manufacturing, and Controls section of your submission and 
have the following comments and information requests.  We request a prompt written response 
in order to continue our evaluation of your NDA. 

 
1. Revise the drug product specification to include a single regulatory acceptance criterion for 

each test.  A separate acceptance criterion at drug product release can be retained as an 
internal rather than regulatory limit. 

 
2. Provide updated drug product stability data to include a minimum of 12-month long-term 

stability data.  
 

3. Revise the drug product post-approval stability commitment to include annual testing of one 
lot of each strength.   

 
4. Provide data to demonstrate the chemical compatibility of levetiracetam (assay, related 

substances etc) with the other antiepileptic drugs listed in 3.2.P.8 (lorazepam, diazepam, 
valproate sodium).  Similarly, provide data to demonstrate that these drugs do not degrade in 
the presence of levetiracetam.   
 

5. Humidity was not controlled during drug product stability studies as you have claimed that 
the drug product contains an “impermeable aluminum overwrap”.  Provide evidence of the 
moisture impermeability of the aluminum overwrap seal (e.g. USP <671>).  

 
6. Remove the term  from all labels and labeling.  We recognize that none of the 

drug product components are manufactured from  however no demonstration was 
provided nor was any monitoring proposed to ensure that the drug product does not contain 

  Similarly, remove the term  from 
labels and labeling.   

Reference ID: 2971898
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If you have any questions, contact Teshara G. Bouie, Regulatory Project Manager, at (301) 796-
1649. 
 

Sincerely, 
 
{See appended electronic signature page} 

 
Ramesh Sood, Ph.D. 
Branch Chief 
Division of New Drug Quality Assessment I 
Office of New Drug Quality Assessment 
Center for Drug Evaluation and Research 

 

Reference ID: 2971898
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 
 
NDA 202543 
 FILING COMMUNICATION 
 
H Q Specialty Pharma Corporation 
Attention:  Joseph M. Pizza 

 President 
120 Route 17 North, Suite 130 
Paramus, NJ 07653 
 
Dear Mr. Pizza: 
 
Please refer to your New Drug Application (NDA) dated January 13, 2011, received January 13, 
2011, pursuant to section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act, for 
Levetiracetam Injection,  500 mg/100 mL (5 mg/mL). 
 
We also refer to your additional submission dated March 10, 2011. 
 
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 Standard.  Therefore, the user fee goal date is November 13, 
2011. 
 
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, 
midcycle, 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 commitment requests by October 14, 2011. 
 
During our filing review of your application, we have identified the following potential review 
issues: 
 

1. We remain concerned about the need for high infusion rates with high dosages (300 ml 
over 15 minutes).  The references provided will be used in our review of the issues of 
local infiltration as well as potential fluid overload, particularly in hemodynamically 
compromised patients. 

 

Reference ID: 2923577
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Highlights Limitation Statement (required statement)  
Drug names, dosage form, route of administration, and 
controlled substance symbol, if applicable (required information)  
Initial U.S. Approval (required information)  
Boxed Warning (if applicable) 
Recent Major Changes (for a supplement) 
Indications and Usage (required information) 
Dosage and Administration (required information) 
Dosage Forms and Strengths (required information) 
Contraindications (required heading – if no contraindications are 
known, it must state “None”) 
Warnings and Precautions (required information) 
Adverse Reactions (required AR contact reporting statement)  
Drug Interactions (optional heading) 
Use in Specific Populations (optional heading) 
Patient Counseling Information Statement (required statement)  
Revision Date (required information)  

 
2. Highlights Limitation Statement  - Must be placed at the beginning of HL, bolded, and 

read as follows: “These highlights do not include all the information needed to use 
(insert name of drug product in UPPER CASE) safely and effectively. See full 
prescribing information for (insert name of drug product in UPPER CASE).”  

 
3. Product Title - Must be bolded and note the proprietary and established drug names, 

followed by the dosage form, route of administration (ROA), and, if applicable, 
controlled substance symbol.  

 
4. Initial U.S. Approval - The verbatim statement “Initial U.S. Approval” followed by the 

4-digit year in which the FDA initially approved the new molecular entity (NME), new 
biological product, or new combination of active ingredients, must be placed immediately 
beneath the product title line.  

 
We request that you resubmit, by April 30, 2011, labeling (as pdf and WORD files) that 
addresses these issues.  The resubmitted labeling will be used for further labeling discussions. 
 
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.  
 
Because none of these criteria apply to your application, you are exempt from this requirement.  
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If you have any questions, call or email Jacqueline H. Ware, PharmD, Senior Regulatory Project 
Manager, at (301) 796-1160 or Jacqueline.Ware@fda.hhs.gov. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Russell G. Katz, MD 
Director 
Division of Neurology Products 
Office of Drug Evaluation I 
Center for Drug Evaluation and Research 
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NDA ACKNOWLEDGMENT 
 
H Q Specialty Pharma Corporation 
Attention:  Joseph M. Pizza 

 President 
120 Route 17 North, Suite 130 
Paramus, NJ 07653 
 
Dear Mr. Pizza: 
 
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: Levetiracetam Injection, Ready-to-Infuse Solution,  

500 mg/100 mL (5 mg/mL) 
 
Date of Application: January 13, 2011 
 
Date of Receipt: January 13, 2011 
 
Our Reference Number:  NDA 202543 
 
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 March 14, 2011, 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). 
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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: 
 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Neurology Products 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
 

All regulatory documents submitted in paper should be three-hole punched on the left side of the 
page and bound.  The left margin should be at least three-fourths of an inch to assure text is not 
obscured in the fastened area.  Standard paper size (8-1/2 by 11 inches) should be used; however, 
it may occasionally be necessary to use individual pages larger than standard paper size.  
Non-standard, large pages should be folded and mounted to allow the page to be opened for 
review without disassembling the jacket and refolded without damage when the volume is 
shelved.  Shipping unbound documents may result in the loss of portions of the submission or an 
unnecessary delay in processing which could have an adverse impact on the review of the 
submission.  For additional information, please see 
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/Drug
MasterFilesDMFs/ucm073080.htm. 
 
If you have any questions, please call me at 301-796-1160 or email me at 
Jacqueline.Ware@fda.hhs.gov.  
 

Sincerely, 
 
{See appended electronic signature page} 
 
Jacqueline H. Ware, PharmD 
Senior Regulatory Project Manager 
Division of Neurology Products 
Office of Drug Evaluation I 
Center for Drug Evaluation and Research 
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