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DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration 
Silver Spring, MD  20993

NDA 203340 
PROPRIETARY NAME REQUEST  
CONDITIONALLY ACCEPTABLE  

Arbor Pharmaceuticals, Inc. 
980 Hammond Drive, Suite 1250 
Atlanta, GA 30328 

ATTENTION:  Allison Lowry  
   Director, Regulatory Affairs 

Dear Ms. Lowry: 

Please refer to your New Drug Application (NDA) submitted and received November 20, 2012, 
submitted under section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act for Nimodipine 
Oral Solution, 60 mg/20 mL. 

We also refer to your correspondence, submitted and received November 30, 2012, requesting
review of your proposed proprietary name, Nymalize.  We have completed our review of the 
proposed proprietary name, Nymalize and have concluded that it is acceptable.  

The proposed proprietary name, Nymalize, will be re-reviewed 90 days prior to the approval of 
the NDA.  If we find the name unacceptable following the re-review, we will notify you.   

If any of the proposed product characteristics as stated in your November 30, 2012 submission 
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 Laurie Kelley, Safety Regulatory Project Manager in 
the Office of Surveillance and Epidemiology, at (301) 796-5068.  For any other information 
regarding this application contact the Office of New Drugs (OND) Regulatory Project Manager, 
Vanda Kishore, at (301) 796-4193.   

Sincerely,
{See appended electronic signature page}   
Carol Holquist, RPh 
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

Reference ID: 3268181
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NDA 203340 

ACKNOWLEDGE – 
 CLASS 2 RESPONSE 

 
Arbor Pharmaceuticals 
Attention:  Allison Lowry 
Director, Quality and Regulatory Affairs 
980 Hammond Drive, Suite 1250 
Atlanta, GA 30328 
 
 
Dear Ms. Lowry: 
: 
 
We acknowledge receipt on November 20, 2012, of your November 20, 2012, resubmission of 
your new drug application submitted under section 505(b)(2) of the Federal Food, Drug, and 
Cosmetic Act for Nymalize, (nimodipine) 60mg/20ml Oral Solution. 
 
We consider this a complete, class 2 response to our August 16, 2012, action letter.  Therefore, 
the user fee goal date is May 19, 2013. 
 
If you have any questions, call me, Vandna Kishore, R.Ph., Regulatory Project Manager, at (301) 
796-4193. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Vandna Kishore, R.Ph. 
Regulatory Project Manager 
Division of Neurology Products 
Office of Drug Evaluation I 
Center for Drug Evaluation and Research 

 

Reference ID: 3222528
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From: Kishore, Vandna N
Sent: Tuesday, June 26, 2012 10:27 AM
To: 'Allison Lowry'
Subject: RE: NDA 203340 Nimodipine oral solution update

Hi Allison, 
  
The team wants to see a sample of the  oral syringe.  Can you please send me one ASAP? 
  
Thanks, 
Vandna 
  
  
 

From: Allison Lowry [mailto:ALowry@arborpharma.com]  
Sent: Wednesday, June 20, 2012 4:58 PM 
To: Kishore, Vandna N 
Subject: RE: NDA 203340 Nimodipine oral solution update 

Hi Vandna, 
 
I wanted to update you on some information and also ask a few questions.  We’ll be submitting the burkholderia cepacia 
methods, along with their validations this Friday.  They will come from both  
of the labs that are filed  ).  We are also finalizing some method transfers 
between the two labs (from validated methods already submitted).  I will include  
two of these transferred methods from   then follow up next week with two updated methods from 

 
 
For the amber oral syringe that was sent in sequence 0014, we’ve sought information on having these   

 will 
be able to perform this for us and I’ve attached their specification.  I also attached the   syringe for a 
visual photos although the actual syringe will be  . 
Can we get feedback from the FDA on  , we would like to proceed 
with the process.  Also, should I submit the new syringe   formally?  
 
Lastly,  we included a few updates to the container and carton label in 0014.  Can we consider those and the cup lidding 
label final?  If we get started on processing them, we would also need expiry dating  
and I realize you are checking on that.  But, if you are able to get an update on those items, we would be most 
appreciative! 
 
As always, many thanks, 
Allison 
 
 
Allison Lowry 
Director, Regulatory Affairs 
Arbor Pharmaceuticals, Inc. 
678‐334‐2428 

 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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From: Kishore, Vandna N [mailto:Vandna.Kishore@fda.hhs.gov]  
Sent: Wednesday, June 06, 2012 2:51 PM 
To: Allison Lowry 
Subject: RE: NDA 203340 Nimodipine oral solution  question 
 
Thanks Allison. 
  
One more question, is it necessary to  as stated in the initial package insert?   
  
Take care, 
Vandna 
 

From: Allison Lowry [mailto:ALowry@arborpharma.com]  
Sent: Wednesday, June 06, 2012 9:43 AM 
To: Kishore, Vandna N 
Subject: RE: NDA 203340 Nimodipine oral solution IR update? 

HI Vandna, 
 
We have received the results from  and they are in the final stages of writing the Validation 
Report for us.  I anticipate getting the final next week.  I am waiting 
to hear back from  but know they are in process of testing which includes additional testing as risk 
assessment of materials.  I’ll let you asap once I am able to reach them. 
 
Thanks 
ALlison 
 
Allison Lowry 
Director, Regulatory Affairs 
Arbor Pharmaceuticals, Inc. 
678-334-2428 
 

From: Kishore, Vandna N [mailto:Vandna.Kishore@fda hhs.gov]  
Sent: Tuesday, June 05, 2012 3:56 PM 
To: Allison Lowry 
Subject: RE: NDA 203340 Nimodipine oral solution IR update? 
 

Hi Allison, 

Seems our Micro folks are waiting for a bit of micro data from you pertaining to an IR that we sent on March 20 
and regarding testing methods and related validation for the presence of Burkholderia cepacia in this 
product. Would you find out when we can expect that data please?  

Thanks, 
Vandna 
  
 

From: Allison Lowry [mailto:ALowry@arborpharma.com]  
Sent: Tuesday, June 05, 2012 10:13 AM 
To: Kishore, Vandna N 
Subject: RE: NDA 203340 Nimodipine oral solution labeling update request 

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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Please find attached comments on the labeling for this application as the review continues.  

As usual, please confirm receipt, and advise acceptability of turn around time frame. 

Thanks, 

Vandna  

From: Allison Lowry [mailto:ALowry@arborpharma.com]  
Sent: Monday, May 21, 2012 1:35 PM 
To: Kishore, Vandna N 
Subject: RE: NDA 20334 - Goal Date Extension 

Hi Vandna, 
 
Actually, there were a few minor changes to the report.  My apologies – I should have pointed that out. They are 

captured here:   
 
1.       In the Administration of Test Materials section of the report (8.7.1), the following sentence was added for 

clarification: 
 

“The first dose on Day 2 for the Group 1 males and Day 1 for the Group 1 females was at 20 mL/kg and the 
second dose that day was at 15 mL/kg.”  
 

2.       There were a few tissues that were not processed to histo slides for various reasons and these were listed out on 
the deviations page (Appendix 1). 

3.       The results in the ophthalmology report for the Group 5 animals near the end of the study stated that there were 
no differences “among the dose groups”; however, only Group 5 was examined that day.  The ophthalmology 
report was amended for this (Appendix 8, Amendment). 

4.       The histo report was amended to correct the QA statement and compliance statement (Appendix 14, Amendment 
1).  They both had some errors. 

 
The only other changes were removing reference to the “draft” report and addition of a person to Responsible personnel. 
Otherwise, only editorial corrections for misspellings. 
 
I’m hoping your August trip is a fun one!  Meanwhile, we’ll see what transpires with the action date – thanks for checking 
around.  I also received your note on changes to the container closure labels and will  
keep an eye out for them. 
 
As always, many thanks -- 
Allison 
 
 
Allison Lowry 
Director, Regulatory Affairs 
Arbor Pharmaceuticals, Inc. 
678-334-2428 
 

From: Kishore, Vandna N [mailto:Vandna.Kishore@fda hhs.gov]  
Sent: Monday, May 21, 2012 12:47 PM 
To: Allison Lowry 
Subject: RE: NDA 20334 - Goal Date Extension 
 
Hi Allison, 
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I will try to get some answers to your questions below, but I do think it's premature on the expiry right now.   
  
Also, regarding the final tox report just submitted, can you confirm the content is the same as the draft version?  If there are changes, 
can you send us specifics on what they are.  As you know, we have been using the draft version to continue the review so we want to 
confirm the contents. 
  
I'd love to take an action earlier than 8/18 as I personally will be out of the country that week. But, I'm just one piece of the pie! I will 
talk to the team and see how things are going soon and will keep you posted if anything should change from the 8/18 time frame. 
  
Thanks, 
Vannda 
  
  
 

From: Allison Lowry [mailto:ALowry@arborpharma.com]  
Sent: Friday, May 18, 2012 4:40 PM 
To: Kishore, Vandna N 
Subject: RE: NDA 20334 - Goal Date Extension 

Hi Vandna, 
 
I wanted to let you know the Final Report for the 14-day tox study has been dispatched to FDA.  Hopefully, you should 
have it soon. 
 
I have a few questions that I’m hoping you can answer.  We have completed validation batches and would like to get them 
packaged in their finished primary container for the 
purposes of stability (both 16 oz and 20 mL cup).  We would apply the container label (16 oz) to the bottle and seal the 20 
mL cup with its printed foil lidding.  Would you be able to let  
me know if these two labeling pieces are considered final or should we anticipate additional changes?  Also, I realize it 
may be premature, but we would also need to know expiry if that  
has been decided so that we could appropriately stamp the labels.    
 
Also, for planning purposes, do you have a sense of whether review will continue to August 18 per our extension letter or 
is there a chance an action could occur before then?   
 
Thanks in advance for your help.  I also want to thank you again for the many efforts in working with us during the review 
thus far!   
Allison 
 
 
 
Allison Lowry 
Director, Regulatory Affairs 
Arbor Pharmaceuticals, Inc. 
678-334-2428 
 

From: Kishore, Vandna N [mailto:Vandna.Kishore@fda hhs.gov]  
Sent: Monday, May 14, 2012 3:06 PM 
To: Allison Lowry 
Subject: RE: NDA 20334 - Goal Date Extension 
 
  
Thanks Allison.  I meant the final signed report as that is what is needed.... 
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Thanks, 
Vandna 
 

From: Allison Lowry [mailto:ALowry@arborpharma.com]  
Sent: Monday, May 14, 2012 3:03 PM 
To: Kishore, Vandna N 
Subject: RE: NDA 20334 - Goal Date Extension 

Hi Vandna, 
 
Thank you for the update and the review work done thus far in moving the application along.  I realize we were working 
with a tight schedule. 
 
The signed pathology report was included with the audited draft sent last week and we will have the final signed study 
report this week as promised.   
It will be dispatched to the FDA on Friday, the 18th. 
 
Again, thanks for the update and we’ll look forward to next steps. 
 
Kind regards, 
Allison 
 
Allison Lowry 
Director, Regulatory Affairs 
Arbor Pharmaceuticals, Inc. 
678-334-2428 
 

From: Kishore, Vandna N [mailto:Vandna.Kishore@fda hhs.gov]  
Sent: Monday, May 14, 2012 10:28 AM 
To: Allison Lowry 
Subject: RE: NDA 20334 - Goal Date Extension 
 
Hi Allison, 
  
Please find attached the Goal Date Extension letter for Nymalize as we felt this is the best path forward to continue our review with 
such a short time left.   
  
We would still like to get the signed path report this week as planned below. 
  
Thanks, 
Vandna 
 

From: Allison Lowry [mailto:ALowry@arborpharma.com]  
Sent: Thursday, May 10, 2012 2:15 PM 
To: Kishore, Vandna N 
Subject: RE: NDA 20334 - Request for Information 

Hi Vandna, 
 
Can you accept the final mid-next week since there will not be any changes?   can get a signed report by the 
16th (and we’ll still try to get it sooner) and we should 
be able to get it over without major publishing the same day.  Will that work? 
 
Thanks, 
Allison 

(b) (4)
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Allison Lowry 
Director, Regulatory Affairs 
Arbor Pharmaceuticals, Inc. 
678-334-2428 
 

From: Kishore, Vandna N [mailto:Vandna.Kishore@fda hhs.gov]  
Sent: Thursday, May 10, 2012 2:09 PM 
To: Allison Lowry 
Subject: RE: NDA 20334 - Request for Information 
 
Hi Allison, 
  
Yes, we need the final signed report for action.  Normally, we don't accept the draft versions, but are trying to 
keep reviewing in this case.  End of the week, meaning tomorrow still, correct?  If that is not possible, please 
advise ASAP. 
  
Thanks, 
Vandna 
 

From: Allison Lowry [mailto:ALowry@arborpharma.com]  
Sent: Thursday, May 10, 2012 1:51 PM 
To: Kishore, Vandna N 
Subject: RE: NDA 20334 - Request for Information 

Hi Vandna, 
 
The submission last night was the audited draft with a signed pathology report.  Our intent for last night’s submission was 
to get you the signed pathology report with 
the audited draft.  Are you going to need the final signed report in order to potentially grant an approval or can this be a 
commitment?   is checking to  
see if they can get the final to me within the week (and we do not anticipate any changes).   
 
Thanks 
Allison 
 
Allison Lowry 
Director, Regulatory Affairs 
Arbor Pharmaceuticals, Inc. 
678-334-2428 
 

From: Kishore, Vandna N [mailto:Vandna.Kishore@fda hhs.gov]  
Sent: Thursday, May 10, 2012 1:32 PM 
To: Allison Lowry 
Subject: RE: NDA 20334 - Request for Information 
 
  
Hi Allison, 
  
We got a submission last night, but it wasn't the final signed version. Is this coming soon? 
  
Thanks, 
Vandna 
 

(b) (4)



8

From: Allison Lowry [mailto:ALowry@arborpharma.com]  
Sent: Monday, May 07, 2012 4:58 PM 
To: Kishore, Vandna N 
Subject: RE: NDA 20334 - Request for Information 

Hi Vanda, 
 

 was able to furnish the audited draft and it was dispatched this afternoon.  Hopefully you’ll have it soon. 
 
Note that it did not go through full publishing before submission, but the same audited draft report (with signed pathology 
report) will get published tomorrow and should get transmitted 
to FDA on Wednesday.   
 
I hope this helps! 
 
Thanks 
Allison 
 
 
Allison Lowry 
Director, Regulatory Affairs 
Arbor Pharmaceuticals, Inc. 
678-334-2428 
 

From: Kishore, Vandna N [mailto:Vandna.Kishore@fda hhs.gov]  
Sent: Friday, May 04, 2012 1:16 PM 
To: Allison Lowry 
Subject: RE: NDA 20334 - Request for Information 
 
Sounds like a plan. 
  
Thanks, 
Vandna 
 

From: Allison Lowry [mailto:ALowry@arborpharma.com]  
Sent: Friday, May 04, 2012 9:49 AM 
To: Kishore, Vandna N 
Subject: RE: NDA 20334 - Request for Information 

Hi Vandna, 
 
We had pushed  from the 14th to the 9th and they’ve indicated it would be hard for them to move it any 
earlier.  Would the unaudited draft be helpful in the interim? 
I could probably get it to you Monday, the 7th if the reviewer would like.  The audited draft with signed histo would 
follow on the 10th. 
 
We also have a summary of the study and results coming to you today. 
 
Thanks 
allison 
 
 
Allison Lowry 
Director, Regulatory Affairs 
Arbor Pharmaceuticals, Inc. 
678-334-2428 

(b) (4)

(b) (4)
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From: Kishore, Vandna N [mailto:Vandna.Kishore@fda hhs.gov]  
Sent: Thursday, May 03, 2012 3:44 PM 
To: Allison Lowry 
Subject: RE: NDA 20334 - Request for Information 
 
Thanks Allison. 
  
  
 

From: Allison Lowry [mailto:ALowry@arborpharma.com]  
Sent: Thursday, May 03, 2012 3:40 PM 
To: Kishore, Vandna N 
Subject: RE: NDA 20334 - Request for Information 

Hi Vandna, 
 
I’ll do my best and will let you know what I find out.  I may be able to get it but without the signed histo which can follow 
a few days later. 
 
We have a summary coming to you tomorrow and I’ll let you know about the audited draft. 
 
Thanks 
Allison 
 
Allison Lowry 
Director, Regulatory Affairs 
Arbor Pharmaceuticals, Inc. 
678-334-2428 
 

From: Kishore, Vandna N [mailto:Vandna.Kishore@fda hhs.gov]  
Sent: Thursday, May 03, 2012 3:27 PM 
To: Allison Lowry 
Subject: RE: NDA 20334 - Request for Information 
 
Hi Allison, 
  
The sooner you can get this in, the better.  If possible to get it in earlier than May 10, it would be helpful.  Is that possible? 
  
Thanks, 
Vandna 
 

From: Allison Lowry [mailto:ALowry@arborpharma.com]  
Sent: Tuesday, May 01, 2012 3:35 PM 
To: Kishore, Vandna N 
Subject: RE: NDA 20334 - Request for Information 

Hi Vandna, 
 
Apologies for the delay in getting back.  We have an unaudited draft report just in that we are summarizing.  We were 
hoping to submit a summary of the report this week, then  
follow up with the Audited Draft Report which we’ve arranged to get by May 9.  We are awaiting confirmation that the 
Audited draft report will include a signed Histopathology 
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which we will know soon (the signed histo would be there a few days after the 9th if not then). I would then need to get it 
through publishing quickly and could have it to you late  
May 10.  Will that be acceptable?   
 
Thanks 
Allison 
 
 
 
Allison Lowry 
Director, Regulatory Affairs 
Arbor Pharmaceuticals, Inc. 
678-334-2428 
 

From: Kishore, Vandna N [mailto:Vandna.Kishore@fda hhs.gov]  
Sent: Tuesday, May 01, 2012 10:36 AM 
To: Allison Lowry 
Subject: RE: NDA 20334 - Request for Information 
 
  
Hi Allison, 
  
In regards to the toxicology report, can you be more specific as to when we will see this report as the goal date is approaching near, 
and the team needs to review this ASAP. 
  
Thanks, 
Vandna 
 

From: Allison Lowry [mailto:ALowry@arborpharma.com]  
Sent: Monday, April 30, 2012 5:27 PM 
To: Bouie, Teshara; Kishore, Vandna N 
Subject: RE: NDA 20334 - Request for Information 

Good afternoon, 
 
I wanted to let you know that an amendment has been dispatched this afternoon.  As mentioned below, the unaudited draft 
of the toxicology report 
was received today and will be summarized for a submission this week.  Although stability was provided in the 
amendment today, we’ll supplement the report  
later this week with a summary report of the stability and proposed expiry. 
 
Thanks! 
Allison 
 
 
 
 
Allison Lowry 
Director, Regulatory Affairs 
Arbor Pharmaceuticals, Inc. 
678-334-2428 
 

From: Allison Lowry  
Sent: Friday, April 20, 2012 3:14 PM 
To: 'Bouie, Teshara'; Kishore, Vandna N 
Subject: RE: NDA 20334 - Request for Information 
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Hi Vandna and Teshara, 
 
I have another question for you - 
 
In our recent response (March 30) we updated the finished specifications for the  cup to full testing.  We noticed 
today that we inadvertently included 
the proposed stability specs for the  cup rather than finished product specs.   
 
In addition to correcting these, we have some other quicker updates to the application.  Would you rather us send these in 
earlier next week in advance of the 
stability update that will come in April 30 and the tox summary?  If not, we can include most information at one time. 
 
Also, the request for Burkeholderia Cepacia validation and test method (received on the 28th) are underway at both 

   
 
Thanks 
Allison 
 
Allison Lowry 
Director, Regulatory Affairs 
Arbor Pharmaceuticals, Inc. 
678-334-2428 
 

From: Allison Lowry  
Sent: Tuesday, April 03, 2012 5:40 PM 
To: 'Bouie, Teshara'; Kishore, Vandna N 
Subject: RE: NDA 20334 - Request for Information 
 
Dear Teshara, 
 
I wanted to touch base with you on the recent Information Request letters for Nymalize.  You should have received an 
amendment this last Friday (March 30) in response to the  
March 16 letter.  We received the March 22 letter (by mail) on March 28 and are beginning work on the requested item #2 
and can provide answers to 1 and 3 soon since they have 
recently been completed.   
 
In the response of March 30 (Sequence 0007), item 8 provides a side-by-side comparison of stability data and details on 
additional testing.  In the additional testing, we are including  
more unit cup analyses in the testing  in addition to what is listed and anticipate this testing can be competed, reviewed 
and published to the FDA by April 30.  Testing will be conducted  
at both    Any other updates mentioned will be provided in the interim prior to April 30. 
 
Vandna,  
 
We anticipate an unaudited report from the tox study by April 30 and can provide a  summary of these results to you a few 
days after.  We can then follow up with an audited report. 
 
Many thanks, 
Allison 
 
Allison Lowry 
Director, Regulatory Affairs 
Arbor Pharmaceuticals, Inc. 
678-334-2428 
 

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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From: Allison Lowry  
Sent: Thursday, March 22, 2012 8:13 PM 
To: 'Bouie, Teshara' 
Subject: RE: NDA 20334 - Request for Information 
 
Hi Teshara, 
 
I wanted to update you on timing of the requested information.  We will have a submission leaving the publisher next 
Friday, the 30th,which will address most of the items 
in the letter.   We may have some follow-up information in early April on some testing that is finishing up and will speak 
to it in the submission next Friday. 
 
Thanks 
Allison 
 
Allison Lowry 
Director, Regulatory Affairs 
Arbor Pharmaceuticals, Inc. 
678-334-2428 
 

From: Bouie, Teshara [mailto:Teshara.Bouie@fda hhs.gov]  
Sent: Friday, March 16, 2012 3:58 PM 
To: Allison Lowry 
Subject: NDA 20334 - Request for Information 
 
Hi Allison, 
  
Please see the attached request for information. 
Thanks, 
  
Teshara G. Bouie, MSA, OTR/L 
CDR, United States Public Health Service 
Regulatory Health Project Manager 
FDA/CDER/OPS/ONDQA 
Division of New Drug Quality Assessment I 
Phone (301) 796-1649 
Fax (301) 796-9749 
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Silver Spring  MD  20993 

 

 

 
NDA 203340  

REVIEW EXTENSION –  
MAJOR AMENDMENT 

Arbor Pharmaceuticals 
Attention:  Allison Lowry 
Director, Quality and Regulatory Affairs 
980 Hammond Drive, Suite 1250 
Atlanta, GA 30328 
 
 
Dear Ms. Lowry: 
 
Please refer to your New Drug Application (NDA) dated November 18, 2011, received 
November 18, 2011, submitted under section 505(b)(2) of the Federal Food, Drug, and Cosmetic 
Act, for Nimodipine 60 mg/ml Oral Solution. 
 
On May 9, 2012, we received your May 9, 2012, solicited major amendment to this application.  
The receipt date is within three months of the user fee goal date.  Therefore, we are extending the 
goal date by three months to provide time for a full review of the submission.  The extended user 
fee goal date is August 18, 2012. 
 
In addition, we are establishing a new timeline for communicating labeling changes and/or 
postmarketing requirements/commitments in accordance with “PDUFA REAUTHORIZATION 
PERFORMANCE GOALS AND PROCEDURES – FISCAL YEARS 2008 THROUGH 2012.”  
If major deficiencies are not identified during our review, we plan to communicate proposed 
labeling and, if necessary, any postmarketing requirement/commitment requests by July 18, 
2012. 
 
If you have any questions, call Vandna Kishore, R.Ph., Regulatory Project Manager, at (301) 
796-4193. 
 
 

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

Reference ID: 3129410
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Silver Spring  MD  20993 

 
 

 

 
NDA 203340 INFORMATION REQUEST 

 
Arbor Pharmaceuticals, Inc. 
Attention: Allison Lowry, Director, Quality & Regulatory Affairs 
980 Hammond Drive, Building Two, Suite 1250 
Atlanta, GA  30328 
 
 
Dear Ms. Lowry: 
 
Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for Nimodipine Oral Solution. 
 
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. Section 3.2.P.2.5, Microbiological Attributes, states that an antimicrobial effectiveness 
testing report for the proposed formulation is provided in the application, but the report is 
not present. Please provide the report. Additionally, the sponsor should validate 
antimicrobial effectiveness on a batch containing at or below the lowest specified 
methylparaben concentration and provide the data for review. 

 
2. The application should provide test methods and acceptance criteria to demonstrate the 

product is free of the objectionable microorganism Burkholderia cepacia. We 
recommend that potential sources are examined and sampled as process controls, and 
these may include raw materials and the manufacturing environment. A risk assessment 
for this species in the product and raw materials is recommended to develop sampling 
procedures and acceptance criteria. Your test method should be validated and a 
discussion of those methods should beprovided. Test methods validation should address 
multiple strains of the species and cells that are acclimated to the environments (e.g., 
warm or cold water) that may be tested. 

 
3. The application should include specifications for the  ml cup presentation of the drug 

product. Please provide these specifications. 
 
If you have any questions, contact Teshara G. Bouie, Regulatory Project Manager, at (301) 796-
1649. 
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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 
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NDA 203340 INFORMATION REQUEST 

 
Arbor Pharmaceuticals, Inc. 
Attention: Allison Lowry, Director, Quality & Regulatory Affairs 
980 Hammond Drive, Building Two, Suite 1250 
Atlanta, GA  30328 
 
 
Dear Ms. Lowry: 
 
Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for Nimodipine Oral Solution. 
 
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. The proposed drug substance specification includes an acceptance criterion of not more than 

(NMT) % for ‘any other impurity’.  This limit is inconsistent with ICH identification 
threshold for identification of impurities, which is 0.10%.  Revise the limit to NMT 0.10% to 
be consistent with the ICH threshold.  If there are known impurities which may exceed the 
identification threshold they should be listed individually in the specification by name or 
other suitable identifier such as relative retention time (RRT). 

 
2. Provide a detailed description of the packaging process and process controls for the drug 

product. 
 
3. Revise the proposed specification for Nimodipine Oral Solution packaged in mL cups 

(Table 2, Module 3.2.P.5.1) to include all test parameters and acceptance criteria (e.g., assay, 
pH, identification, impurities, etc.) to which the product should conform. 

 
4. Provide a copy of the revised method NPLC-1266 (i.e. detection of impurities at nm) and 

the validation report for the impurity test section of the method, as committed in the January 
10, 2012, amendment (002). 

 
5. The version of method NPLC-1266 submitted in the original application does not include use 

of the relative response factors (RRFs) to correct the results for known impurities.  Use of 
RRFs should be included in the calculation of known impurities other than  

 for which an authentic reference is used. 
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Branch Chief 
Division of New Drug Quality Assessment I 
Office of New Drug Quality Assessment 
Center for Drug Evaluation and Research 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

Food and Drug Administration
Silver Spring  MD  20993

NDA 203340 
PROPRIETARY NAME REQUEST  

 CONDITIONALLY ACCEPTABLE  

Arbor Pharmaceuticals, Inc. 
980 Hammond Drive 
Suite 1250 
Atlanta, Georgia 30328 

ATTENTION:  Allison Lowry 
    Director, Quality & Regulatory Affairs 

Dear Ms. Lowry: 

Please refer to your New Drug Application (NDA) dated and received November 18, 2011, 
submitted under section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act for Nimodipine 
Oral Solution, 60 mg/20 mL. 

We also refer to your correspondence, dated and received November 21, 2011, requesting review 
of your proposed proprietary name, Nymalize.  We have completed our review of the proposed 
proprietary name and have concluded that it is acceptable.  

The proposed proprietary name, Nymalize, will be re-reviewed 90 days prior to the approval of 
the NDA.  If we find the name unacceptable following the re-review, we will notify you. 

If any of the proposed product characteristics as stated in your November 18, 2011, submission 
are altered prior to approval of the marketing application, the proprietary name should be 
resubmitted for review.  
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If you have any questions regarding the contents of this letter or any other aspects of the 
proprietary name review process, contact Laurie Kelley, Safety Regulatory Project Manager in 
the Office of Surveillance and Epidemiology, at (301) 796-5068.  For any other information 
regarding this application contact the Office of New Drugs (OND) Regulatory Project Manager, 
Vandna Kishore at (301) 796-4193.   

Sincerely,

{See appended electronic signature page}
      
Carol Holquist, RPh  
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 203340 
 FILING COMMUNICATION 
 
Arbor Pharmaceuticals 
Attention:  Allison Lowry 
Director, Quality and Regulatory Affairs 
980 Hammond Drive, Suite 1250 
Atlanta, GA 30328 
 
 
Dear Ms. Lowry: 
 
Please refer to your New Drug Application (NDA) dated November 18, 2011, received 
November 18, 2011, submitted under section 505(b)(2) of the Federal Food, Drug, and Cosmetic 
Act, for Nimodipine 60 mg/ml Oral Solution. 
 
We also refer to your amendment dated January 10, 2012. 
 
We have completed our filing review and have determined that your application is sufficiently 
complete to permit a substantive review.  Therefore, this application is considered filed 60 days 
after the date we received your application in accordance with 21 CFR 314.101(a).  The review 
classification for this application is Priority.  Therefore, the user fee goal date is May 18, 2012. 
 
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 April 27, 
2012. 
 
During our filing review of your application, we identified the following potential review issues: 
 
CMC Issues: 
 

1. With respect to , methylparaben, you propose limits of %- % of 
label claim. You should provide data to support the proposed target level of 
methylparaben and the lower specification limit. 
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matter of review. However, you have provided no data to qualify the other two 
impurities. 

 
We are providing the above comments to give you preliminary notice of potential review issues.  
Our filing review is only a preliminary evaluation of the application and is not indicative of 
deficiencies that may be identified during our review.  Issues may be added, deleted, expanded 
upon, or modified as we review the application.  If you respond to these issues during this review 
cycle, we may not consider your response before we take an action on your application. 
 
During our preliminary review of your submitted labeling, we have identified the following 
labeling format issues and you should address the following issues in your proposed nimodipine 
oral solution label: 
 
Highlights 
 

1. Consider removing the trademark symbols throughout the label. 
2. Bold the entire product title line and use lowercase for the dosage form. 
3. Include the correct pharmacologic class for nimodipine. 
4. Do not repeat the indication under the Dosage and Administration heading. 
5. Remove the word  under the Contraindications heading. 
6. Consider including “edema” and “headaches” in the Adverse Reactions list. 
7. Only include clinically significant Drug Interactions. 

 
Table of Contents 
 

8. Remove subsections 1.1, 2.1, and 14.1 because there are no subsections 1.2, 2.2, or 14.2. 
 
Full Prescribing Information 
 

9. Revise the Dosage and Administration subsection to include subsections and avoid 
bolding and use of uppercase. 

10. Use appropriate cross-referencing (see Implementation Guidance at 
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guid
ances/ucm075082.pdf). 

11. Make sure that all Warnings and Precautions regarding dihydropyridine calcium channel 
blockers are included (e.g., edema) in the Warnings and Precautions section. 

12. Do not capitalize verbiage and minimize the use of bold. 
13. The title of Warnings and Precautions should be specific to the adverse reactions; it 

should not be “General.” 
14. Include the following statement in Section 6.1:  “Because clinical trials are conducted 

under widely varying conditions, adverse reaction rates observed in the clinical trials of a 
drug cannot be directly compared to rates in the clinical trials of another drug and may 
not reflect the rates observed in clinical practice.” 

15. All tables should include a title. 
16. Nimotop (nimodipine) capsules have been marketed for over 20 years; spontaneous 

adverse reactions associated with Nimotop could be included in a Postmarketing 
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Experience subsection. 
17. Only clinically significant Drug Interactions should be included. 
18. For the Patient Counseling Information section, use command language and include all 

important information that a prescriber should tell a patient. 
 
We will request that you resubmit labeling that addresses these issues in a timely manner. The 
resubmitted labeling will be used for further labeling discussions. 
 
Please respond only to the above requests for information.  While we anticipate that any response 
submitted in a timely manner will be reviewed during this review cycle, such review decisions 
will be made on a case-by-case basis at the time of receipt of the submission. 
 
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 the drug product for this indication has orphan drug designation, you are exempt from 
this requirement. 
 
If you have any questions, call Vandna Kishore, R.Ph., Regulatory Project Manager, at (301) 
796-4193. 
 

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

 

Reference ID: 3079719



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

RUSSELL G KATZ
01/30/2012

Reference ID: 3079719



Reference ID: 3329042



Reference ID: 3329042



Reference ID: 3329042



Reference ID: 3329042



Reference ID: 3329042



Reference ID: 3329042



Reference ID: 3329042



Reference ID: 3329042



Reference ID: 3329042



Reference ID: 3329042



 
 
DEPARTMENT OF HEALTH AND HUMAN SERVICES  

 

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 

 

NDA 203340 
 PRIORITY REVIEW DESIGNATION 
 
Arbor Pharmaceuticals 
Attention:  Allison Lowry 
Director, Quality and Regulatory Affairs 
980 Hammond Drive, Suite 1250 
Atlanta, GA 30328 
 
 
Dear Ms. Lowry: 
 
Please refer to your New Drug Application (NDA) dated November 18, 2011, received 
November 18, 2011, submitted under section section 505(b)(2) of the Federal Food, Drug, and 
Cosmetic Act, for Nimodipine 60 mg/ml Oral Solution. 
 
We have completed our filing review and have determined that your application is sufficiently 
complete to permit a substantive review.  Therefore, this application is considered filed 60 days 
after the date we received your application in accordance with 21 CFR 314.101(a).  The review 
classification for this application is Priority.  Therefore, the user fee goal date is May 18, 2012. 
 
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 April 27, 
2012. 
 
While conducting our filing review, we identified potential review issues and will communicate 
them to you on or before January 31, 2012. 
 
If you have any questions, call Vandna Kishore, R.Ph., Regulatory Project Manager, at (301) 
796-4193. 
 

Sincerely, 
 
{See appended electronic signature page} 
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Russell Katz, MD 
Director 
Division of Neurology Products 
Office of Drug Evaluation I 
Center for Drug Evaluation and Research 
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NDA 203340  

NDA ACKNOWLEDGMENT 
 
Arbor Pharmaceuticals 
Attention:  Allison Lowry 
Director, Quality and Regulatory Affairs 
980 Hammond Drive, Suite 1250 
Atlanta, GA 30328 
 
 
Dear Ms. Lowry: 
 
We have received your New Drug Application (NDA) submitted under section 505(b)(2) of the 
Federal Food, Drug, and Cosmetic Act (FDCA) for the following: 
 
Name of Drug Product: Nimodipine Oral Solution 
 
Date of Application: November 18, 2011 
 
Date of Receipt: November 18, 2011 
 
Our Reference Number:  NDA 203340 
 
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 January 17, 2012, 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: 
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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, call Vandna Kishore, R.Ph., Regulatory Project Manager, at (301) 
796-4193. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Vandna Kishore, R.Ph. 
Regulatory Project Manager 
Division of Neurology Products 
Office of Drug Evaluation I 
Center for Drug Evaluation and Research 
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