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Silver Spring, MD 20993 
www.fda.gov 

  

ANDA 211654 
ANDA APPROVAL 

  
  
  
  
  
MSN Pharmaceuticals Inc. 
U.S. Agent for MSN Laboratories Private Limited 
20 Duke Road 
Piscataway, NJ 08854-3714 
Attention:  Kondal Reddy Bairy 
   Associate Director 
   
Dear Kondal Reddy Bairy: 
  
This letter is in reference to your abbreviated new drug application (ANDA) received for 
review on January 31, 2018, submitted pursuant to section 505(j) of the Federal Food, 
Drug, and Cosmetic Act (FD&C Act) for Tasimelteon Capsules, 20 mg. 
  
Reference is also made to the tentative approval letter issued by this office on  
May 28, 2020, and to any amendments thereafter. 
  
We have completed the review of this ANDA and have concluded that adequate 
information has been presented to demonstrate that the drug meets the requirements 
for approval under the FD&C Act. Accordingly, the ANDA is approved, effective on the 
date of this letter.  We have determined your Tasimelteon Capsules, 20 mg, to be 
bioequivalent and therapeutically equivalent to the reference listed drug (RLD), Hetlioz 
Capsules, 20 mg, of Vanda Pharmaceuticals, Inc. (Vanda). 
  
The RLD upon which you have based your ANDA, Vanda’s Hetlioz Capsules, 20 mg, is 
subject to periods of patent protection.  The following patents and expiration dates are 
currently listed in the Agency’s publication titled Approved Drug Products with 
Therapeutic Equivalence Evaluations (the “Orange Book”): 
  
  

  
U.S. Patent Number 
 
10,149,829 (the ‘829 patent) 

  
Expiration Date 
 
January 25, 2033 

  
  

 
9,060,995 (the '995 patent) 
 
RE46,604 (the '604 patent) 

 

  
January 25, 2033  
 
January 25, 2033 
 

  
  

10,179,119 (the '119 patent)  August 29, 2035 

  10,449,176 (the '176 patent)  January 25, 2033 
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10,829,465 (the '465 patent) 

  
February 12, 2035 

  
  

  
11,141,400 (the '400 patent) 

  
October 10, 2034 

  
  

  
10,071,977 (the '977 patent) 

  
February 12, 2035 

  
  

  
10,376,487 (the '487 patent) 

  
July 27, 2035 

  
  

  
9,730,910 (the '910 patent) 

  
May 17, 2034 

  
  

  
11,266,622 (the '622 patent) 

  
August 29, 2035 

  
  

  
10,610,510 (the '510 patent) 

  
January 25, 2033 

  
  

  
10,610,511 (the '511 patent) 

  
October 10, 2034 

  
  

  
11,285,129 (the '129 patent) 

  
January 25, 2033 

  
  

  
10,980,770 (the '770 patent) 

  
January 25, 2033 

  
  

  
10,945,988 (the '988 patent) 

  
January 25, 2033 

  
  

  
9,549,913 (the '913 patent) 

  
January 25, 2033 

  
  

  
9,855,241 (the '241 patent) 

  
January 25, 2033 

  
  

  
9,539,234 (the '234 patent) 

  
January 25, 2033 

  
With respect to: 1) the '119 and '622 patents; 2) the portion(s) of the '234 patent 
pertaining to the use code U-3004: treatment of nighttime sleep disturbances in 
Smith-Magenis Syndrome by avoiding the use of Tasimelteon in combination with a 
strong CYP1A2 inhibitor; 3) the portion(s) of the '910 patent pertaining to the use code 
U-3005: treatment of nighttime sleep disturbances in Smith-Magenis Syndrome by 
avoiding the use of Tasimelteon with rifampin; 4) the portion(s) of the '829 patent 
pertaining to the use code U-3006: treatment of nighttime sleep disturbances in Smith-
Magenis Syndrome non-24 hour sleep-wake disorder by avoiding the use of 
Tasimelteon in combination with CYP1A2 strong inhibitors; 5) the portions of the '487, 
'511, and '400 patents pertaining to the use code U-3007: treatment of nighttime sleep 
disturbances in Smith-Magenis Syndrome by avoiding the administration of Tasimelteon 
with food; 6) the portion(s) of the '510 patent pertaining to the use code U-3009: 
treatment of nighttime sleep disturbances in Smith-Magenis Syndrome by administering 
Tasimelteon to patients with a smoking history; 7) the portion(s) of the '770 patent 
pertaining to the use code U-3106:treatment of nighttime sleep disturbances in Smith-
Magenis Syndrome by avoiding the administration of Tasimelteon to smokers or to 
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patients being treated with a CYP1A2 inhibitor); and 8) the portion(s) of the '129 patent 
pertaining to use code U-3342: treatment of nighttime sleep disturbances in Smith-
Magenis Syndrome by avoiding the administration of Tasimelteon beta-adrenergic 
receptor antagonists, your ANDA contains statements under section 505(j)(2)(A)(viii) of 
the FD&C Act that these are method-of-use patents that do not claim any indication or 
other conditions of use for which you are seeking approval under your ANDA. 
 
With respect to the: 1) the '995, '913, '241, '977, '176, '465, '988, and '604 patents;  
2) the '234 patent (excluding those portions pertaining to the use code U-3004); 3) the 
'910 patent (excluding those portions pertaining to the use code U-3005; 4) the '829 
patent (excluding those portions pertaining to the use code U-3006); 5) the '487, '511, 
and '400 patents (excluding those portions pertaining to the use code U-3007); 6) the 
'510 patent (excluding those portions pertaining to the use code U-3009); 7) the '770 
patent (excluding those portions pertaining to the use code U-3106); and 8) the '129 
patent (excluding those portions pertaining to use code U-3342)1, your ANDA contains 
paragraph IV certifications under section 505(j)(2)(A)(vii)(IV) of the FD&C Act stating 
that the patents are invalid, unenforceable, or will not be infringed by your manufacture, 
use, or sale of Tasimelteon Capsules, 20 mg, under this ANDA. You have notified the 
Agency that MSN Laboratories Private Limited (MSN) complied with the requirements of 
section 505(j)(2)(B) of the FD&C Act. Litigation was initiated within the statutory 45-day 
period against MSN for infringement of the '995, '234, '913, '910, '241, and '604 patents 
in the United States District Court for the District of Delaware [Vanda Pharmaceuticals 
Inc. v. MSN Pharmaceuticals Inc. and MSN Laboratories Private Limited., Civil Action 
No. 18-00690]. You have also notified the Agency that this case was dismissed. 
 
With respect to 180-day generic drug exclusivity, we note that MSN was one of the first 
ANDA applicants to submit a substantially complete ANDA with a paragraph IV 
certification for Tasimelteon Capsules, 20 mg.  Therefore, with this approval, MSN is 
eligible for 180 days of shared generic drug exclusivity for Tasimelteon Capsules,  
20 mg.  FDA notes that after issuance of this approval letter, eligibility for 180-day 
exclusivity is subject to future events that may result in forfeiture of exclusivity under 
section 505(j)(5)(D) of the FD&C Act.  This exclusivity, which is provided for under 
section 505(j)(5)(B)(iv) of the FD&C Act, begins to run from the date of the commercial 
marketing by any first applicant, as identified in section 505(j)(5)(B)(iv).  Please submit 
correspondence to this ANDA notifying the Agency within 30 days of the date of the first 
commercial marketing of this drug product or the RLD.  If you do not notify the Agency 
within 30 days, the date of first commercial marketing will be deemed to be the date of 
the drug product’s approval. See 21 CFR 314.107(c)(2). 
  
Under section 506A of the FD&C Act, certain changes in the conditions described in this 
ANDA require an approved supplemental application before the change may be made. 
  
Please note that if FDA requires a Risk Evaluation and Mitigation Strategy (REMS) for a 
listed drug, an ANDA citing that listed drug also will be required to have a REMS.  See 
section 505-1(i) of the FD&C Act. 
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REPORTING REQUIREMENTS 
  
Postmarketing reporting requirements for this ANDA are set forth in 21 CFR 314.80-81 
and 314.98 and at section 506I of the FD&C Act.  The Agency should be advised of any 
change in the marketing status of this drug or if this drug will not be available for sale 
after approval.  In particular, under section 506I(b) of the FD&C Act, you are required to 
notify the Agency in writing within 180 days from the date of this letter if this drug will not 
be available for sale within 180 days from the date of approval.  As part of such written 
notification, you must include (1) the identity of the drug by established name and 
proprietary name (if any); (2) the ANDA number; (3) the strength of the drug; (4) the 
date on which the drug will be available for sale, if known; and (5) the reason for not 
marketing the drug after approval. 
  
PROMOTIONAL MATERIALS 
 
You may request advisory comments on proposed introductory advertising and 
promotional labeling materials prior to publication or dissemination.  Please note that 
these submissions are voluntary.  To do so, submit, in triplicate, a cover letter 
requesting advisory comments, the proposed materials in draft or mock-up form with 
annotated references, and the package insert (PI), Medication Guide, and patient PI (as 
applicable) to: 
  

OPDP Regulatory Project Manager 
Food and Drug Administration 
Center for Drug Evaluation and Research 
Office of Prescription Drug Promotion 
5901-B Ammendale Road 
Beltsville, MD 20705 

  
Alternatively, you may submit a request for advisory comments electronically in eCTD 
format. For more information about submitting promotional materials in eCTD format, 
see the draft Guidance for Industry (available at: 
https://www.fda.gov/media/128163/download). 
  
You must also submit final promotional materials and package insert(s), accompanied 
by a Form FDA 2253, at the time of initial dissemination or publication [21 CFR 
314.81(b)(3)(i)].  Form FDA 2253 is available at 
https://www.fda.gov/media/73013/download.  Information and Instructions for 
completing the form can be found at https://www.fda.gov/media/132152/download.  For 
more information about submission of promotional materials to the Office of Prescription 
Drug Promotion (OPDP), see https://www.fda.gov/about-fda/center-drug-evaluation-
and-research-cder/opdp-ectd. 
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ANNUAL FACILITY FEES 
  
The Generic Drug User Fee Amendments of 2012 (GDUFA) (Public Law 112-144,  
Title III) established certain provisions2 with respect to self-identification of facilities and 
payment of annual facility fees.  ANDAs that identify at least one facility that is 
referenced in an approved ANDA are subject to the self-identification requirement and 
payment of an annual facility fee.  Self-identification must occur by June 1st of each year 
for the next fiscal year.  Facility fees must be paid each year by the date specified in the 
Federal Register notice announcing facility fee amounts. 
  
All finished dosage forms or active pharmaceutical ingredients manufactured in a facility 
that has not met its obligations to self-identify or to pay fees when they are due will be 
deemed misbranded.  This means that it will be a violation of federal law to ship these 
products in interstate commerce or to import them into the United States.  Such 
violations can result in prosecution of those responsible, injunctions, or seizures of 
misbranded products.  Products misbranded because of failure to self-identify or pay 
facility fees are subject to being denied entry into the United States.   
  
In addition, we note that GDUFA requires that certain non-manufacturing sites and 
organizations listed in generic drug submissions comply with the self-identification 
requirement. The failure of any facility, site, or organization to comply with its obligation 
to self-identify and/or to pay fees when due may raise significant concerns about that 
site or organization and is a factor that may increase the likelihood of a site inspection 
prior to approval.  
FDA does not expect to give priority to completion of inspections that are required 
simply because facilities, sites, or organizations fail to comply with the law requiring self-
identification or fee payment. 
  
CONTENT OF LABELING 
  
As soon as possible, but no later than 14 days from the date of this letter, submit, using 
the FDA automated drug registration and listing system (eLIST), the content of labeling 
[21 CFR 314.50(l)] in structured product labeling (SPL) format, as described at 
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm, 
that is identical in content to the approved labeling (including the package insert, and 
any patient package insert and/or Medication Guide that may be required).  Information 
on submitting SPL files using eLIST may be found in the guidance for industry titled 
“SPL Standard for Content of Labeling Technical Qs and As” at 
https://www.fda.gov/media/71211/download.  The SPL will be accessible via publicly 
available labeling repositories. 
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We remind you that you must continually monitor available labeling resources such as 
DRUGS@FDA for changes to your reference listed drug’s labels and labeling and make 
any necessary revisions to your labels and labeling.  More information on post-approval 
labeling changes may be found in the guidance for industry titled “Changes to an 
Approved NDA or ANDA” at https://www.fda.gov/media/71846/download. 

  
  
  
Sincerely yours, 
  
{See appended electronic signature page} 
  
For Edward M. Sherwood 
Director 
Office of Regulatory Operations 
Office of Generic Drugs 
Center for Drug Evaluation and Research 

  
  
 
 
 
 
 
 
 
  
 

1 The Agency notes that the '977, '829, '119, '487, '176, '465, '988, '770, '510, '511, '400, '622, and '129 
patents were submitted to the Agency after submission of your ANDA.  Litigation, if any, with respect to 
these patents would not create a statutory stay of approval. 

 
2 Some of these provisions were amended by the Generic Drug User Fee Amendments of 2017 

  (GDUFA II) (Public Law 115-52, Title III). 
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*** This document contains proprietary information that cannot be released to the public.***V.25 
 

Labeling Review  

Division of Labeling Review 

Office of Regulatory Operations 

Office of Generic Drugs (OGD) 

Center for Drug Evaluation and Research (CDER) 

  

Date of This Review 11/15/2022 

ANDA Number(s)  211654  

Review Number 4 

Applicant Name MSN Laboratories Private Limited 

Established Name & Strength(s)  
[Add "(OTC)" after strength if 

applicable]  

Tasimelteon Capsules, 20 mg 

Proposed Proprietary Name  N/A 

Submission Received Date 
October 20, 2022 (Patent amendment) 

January 21, 2021 

Primary Labeling Reviewer Michael Evans 

Secondary Labeling Reviewer Marshall Florence  

Review Conclusion  

☐ Acceptable - No Comments  

☒ Acceptable - Include Post Approval Comments  

☐ Minor Deficiency* - Refer to Labeling Deficiencies and Comments for Letter to Applicant  

☐ Major Deficiency** - Refer to Labeling Deficiencies and Comments for Letter to Applicant  

On Policy Alert List       

Acceptable For Filing  

Combined Insert/Outsert  

☐ Yes      ☒ No 

☒ Yes      ☐ No 

☐ Yes      ☒ No 
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    1           LABELING COMMENTS 

 
   1.1             LABELING DEFICIENCIES AND COMMENTS FOR LETTER TO APPLICANT  
   1.2             COMMENTS FOR LETTER TO APPLICANT WHEN LABELING IS ACCEPTABLE  
   1.3             POST-APPROVAL REVISIONS 

 

    2           INSTRUCTIONS FOR ASSESSMENT 
    3           OVERALL ASSESSMENT OF MATERIALS REVIEWED  
    4           LABELING REVIEW INFORMATION  
 

 
   4.1             REGULATORY INFORMATION  
   4.2             MODEL PRESCRIBING INFORMATION  
   4.3             PATENTS AND EXCLUSIVITIES  
   4.4             UNITED STATES PHARMACOPEIA (USP)  
   4.5             MODEL CONTAINER LABELS 
 

5           ASSESSMENT OF ANDA LABELING AND LABELS 

5.1             QUALITY INFORMATION (DRUG PRODUCT MOU & 
BIOPHARMACEUTICS)  

 
   5.1.1           DRUG PRODUCT REVIEW  

   5.1.2           DESCRIPTION  

   5.1.3           HOW SUPPLIED/STORAGE AND HANDLING  

   5.1.4           MANUFACTURER, DISTRIBUTOR, AND/OR PACKER  

 

5.2              CONTAINER LABEL (FOR BLISTERS GO TO UNIT-DOSE BLISTERS)  

   5.3              PRESCRIBING INFORMATION  

6           COMMENTS/CONSULTS FOR OTHER DISCIPLINES 

  
  







Page 5 

Yes  No   

 

 

For the Record, following is taken from previous review cycle #1: 
 

-         RLD Hetlioz has the proprietary name and the strength statement in braille. Inclusion of 

the 

braille was proposed by the NDA applicant upon submission of the original NDA to 

accommodate the 

needs of the population using the product. Hetlioz is indicated for treatment of Non-24 Hour 

Sleep – 

Wake Disorder (Non-24). 

-         Braille is not required for the generics of Hetlioz. 

 

DLR inquired OND, DMEPA/OSE and OGD Policy group to find out if braille would be 

required 

for the generics of Hetlioz. Based on the response gathered by each Offices (see attached 

below) we 

find that inclusion of braille language is not a requirement for the generic products on the basis 

that 

inclusion of braille language was not condition of approval for the RLD product. We note that 

braille 

was proposed by the RLD applicant as “nice to have” information. Subsequently DMEPA had 

asked 

(b) (5)
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LABELING REVIEW 

Division of Labeling Review 

Office of Regulatory Operations 

Office of Generic Drugs (OGD) 

Center for Drug Evaluation and Research (CDER) 

 

Date of This Review April 1, 2020 

ANDA Number(s) 211654 

Review Number 3 

Applicant Name MSN Laboratories Private Limited  

Established Name & Strength(s) 
[Add “(OTC)” after strength if applicable] 

Tasimelteon Capsules, 20 mg  

Proposed Proprietary Name  None 

 Submission Received Date October 16, 2019 

Primary Labeling Reviewer Michael Evans 

Secondary Labeling Reviewer Refer to signature page 

Review Conclusion  

  ACCEPTABLE – No Comments 

  ACCEPTABLE – Include Post Approval Comments  

  Minor Deficiency* – Refer to Labeling Deficiencies and Comments for Letter to Applicant  

  Major Deficiency† – Refer to Labeling Deficiencies and Comments for Letter to Applicant  

†Theme - Choose an item.  

  Justification for Major Deficiency -   Choose an item. 

*Please Note:  The Regulatory Project Manager (RPM) may change the recommendation from Minor Deficiency to 

Discipline Review Letter/Information Request (DRL/IR) if all other OGD reviews are acceptable.  Otherwise, the labeling 

minor and major deficiencies will be included in the Complete Response Letter (CRL) letter to the applicant. 

On Policy Alert List       

Combined Insert/Outsert  

 Yes       No 

 Yes       No  (If yes, indicate ANDA number) 
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1. LABELING COMMENTS 

1.1 LABELING DEFICIENCIES AND COMMENTS FOR LETTER TO APPLICANT 

 

Labeling Deficiencies determined on (add date) based on your submission(s) received (add 
date):  

 

Submit your revised labeling electronically.  The prescribing information and any patient labeling 
should reflect the full content of the labeling as well as the planned ordering of the content of the 
labeling.  The container label and any outer packaging should reflect the content as well as an 
accurate representation of the layout, color, text size, and style. 

To facilitate review of your next submission, please provide a side-by-side comparison of your 
proposed labeling with your last submitted labeling with all differences annotated and explained. We 
also advise that you only address the deficiencies noted in this communication.  

Additionally, we remind you that it is it your responsibility to continually monitor available labeling 
resources such as DRUGS@FDA, the Electronic Orange Book, and the United States Pharmacopeia 
– National Formulary (USP-NF) online for recent updates and make any necessary revisions to your 
labels and labeling.  
 
It is also your responsibility to ensure your ANDA addresses all listed exclusivities that claim the 
approved drug product.  Please ensure that all exclusivities and patents listed in the electronic OB are 
addressed and updated in your application. Ensure your labeling aligns with your patent and 
exclusivity statements. 
 

1.2 COMMENTS FOR LETTER TO APPLICANT WHEN LABELING IS ACCEPTABLE 

The Division of Labeling has no further questions/comments at this time based on your labeling 

submission received October 16, 2019. 

Additionally, we remind you that it is your responsibility to continually monitor available labeling 
resources such as DRUGS@FDA, the Electronic Orange Book, and the United States Pharmacopeia 
– National Formulary (USP-NF) online for recent updates and make any necessary revisions to your 
labels and labeling.  
 
It is also your responsibility to ensure your ANDA addresses all listed exclusivities that claim the 

approved drug product.  Please ensure that all exclusivities and patents listed in the electronic OB are 

addressed and updated in your application. Ensure your labeling aligns with your patent and 

exclusivity statements. 

1.3 POST APPROVAL REVISIONS 

These comments will be addressed post approval (in the first labeling supplement review).  
1. PRESCRIBING INFORMATION 

Revise the bar code to a vertical orientation to ensure accurate scanning to minimize 
medication error. Refer to Guidance for Industry - Safety Considerations for Container 
Labels and Carton Labeling Design to Minimize Medication Errors,  
http://www.fda.gov/ucm/groups/fdagov-public/@fdagov-drugs-
gen/documents/document/ucm349009.pdf 

 













8 | P a g e  

 

 
 

Above entry in SharePoint is background reference information on the braille language included on 

the PDP of the RLD labeling for Hetlioz. Refer to section 2.2 Additional Background Information for 

considerations that are specific to the generic Hetlioz products related to the use of braille. 

 

Is the drug product listed in the Policy Alert Tracker on OGD’s SharePoint? NO  

If Yes, please explain. 

Is the drug product listed on the Susceptibility Test Interpretive Criteria web page? NO 
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1. LABELING COMMENTS 

1.1 LABELING DEFICIENCIES AND COMMENTS FOR LETTER TO APPLICANT 

 

Labeling Deficiencies determined on (add date) based on your submission(s) received (add 
date):  

 

1.2 COMMENTS FOR LETTER TO APPLICANT WHEN LABELING IS ACCEPTABLE 

The Division of Labeling has no further questions/comments at this time based on your labeling 

submission dated July 26, 2018.  

Additionally, we remind you that it is it your responsibility to continually monitor available labeling 
resources such as DRUGS@FDA, the Electronic Orange Book, and the United States Pharmacopeia 
– National Formulary (USP-NF) online for recent updates, and make any necessary revisions to your 

labels and labeling.  
 
It is also your responsibility to ensure your ANDA addresses all listed exclusivities that claim the 

approved drug product.  Please ensure that all exclusivities and patents listed in the electronic OB are 

addressed and updated in your application. Ensure your labeling aligns with your patent and 

exclusivity statements. 

 

1.3 POST APPROVAL REVISIONS 

These comments will be addressed post approval (in the first labeling supplement review).  
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2. PREVIOUS LABELING REVIEW, DEFICIENCIES, FIRM’S RESPONSE, AND REVIEWER’S 

ASSESSMENT 

In this section, we include any previous labeling review deficiencies, the firm’s response and reviewer’s 
assessment to firm’s response as well as any new deficiencies found in this cycle. Include the previous review 

cycle and the review’s submission date(s) [e.g. “The below comments are from the labeling review C3 based on 
the submission dated 7/4/15”].  
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1. LABELING COMMENTS 

1.1 LABELING DEFICIENCIES AND COMMENTS FOR LETTER TO APPLICANT 

Labeling Deficiencies determined on July 5, 2018, based on your submission dated January 31, 
2018:  

 
GENERAL COMMENTS/ CONTAINER LABEL 

 

Please comment on your inclusion of braille on the container label.  We inform you that 
Certificate of Translation is required to support your proposed braille.   

 
  

Submit your revised labeling electronically.  The prescribing information and any patient labeling 

should reflect the full content of the labeling as well as the planned ordering of the content of the 
labeling.  The container label and any outer packaging should reflect the content as well as an 

accurate representation of the layout, color, text size, and style. 

To facilitate review of your next submission, please provide a side-by-side comparison of your 

proposed labeling with your last submitted labeling with all differences annotated and explained.  We 

also advise that you only address the deficiencies noted in this communication. 

Additionally, we remind you that it is it your responsibility to continually monitor available labeling 

resources such as DRUGS@FDA, the Electronic Orange Book, and the United States Pharmacopeia 
– National Formulary (USP-NF) online for recent updates, and make any necessary revisions to your 

labels and labeling.  
 
It is also your responsibility to ensure your ANDA addresses all listed exclusivities that claim the 

approved drug product.  Please ensure that all exclusivities and patents listed in the electronic OB are 
addressed and updated in your application. Ensure your labeling aligns with your patent and 

exclusivity statements. 
 

1.2 COMMENTS FOR LETTER TO APPLICANT WHEN LABELING IS ACCEPTABLE 

The Division of Labeling has no further questions/comments at this time based on your labeling 

submission(s) dated (add date). 

Additionally, we remind you that it is it your responsibility to continually monitor available labeling 

resources such as DRUGS@FDA, the Electronic Orange Book, and the United States Pharmacopeia 
– National Formulary (USP-NF) online for recent updates, and make any necessary revisions to your 
labels and labeling.  

 
It is also your responsibility to ensure your ANDA addresses all listed exclusivities that claim the 

approved drug product.  Please ensure that all exclusivities and patents listed in the electronic OB are 

addressed and updated in your application. Ensure your labeling aligns with your patent and 

exclusivity statements. 

1.3 POST APPROVAL REVISIONS 

These comments will be addressed post approval (in the first labeling supplement review).  

  



4 | P a g e  

 

 

2. LABELING REVIEW INFORMATION 

2.1 REGULATORY INFORMATION 

Are there any pending issues in DLR's SharePoint Drug Facts? YES 

If Yes, please explain. 

Are there any pending issues in DLR's SharePoint Drug Facts? YES 

If Yes, please explain. 

 

Above entry in SharePoint is background reference information on the braille language included on 

the PDP of the RLD labeling for Hetlioz.  Refer to section 5 Special Considerations for considerations 

that are specific to the generic Hetlioz products related to the use of braille. 

Is the drug product listed in the Policy Alert Tracker on OGD’s SharePoint? YES 

If Yes, please explain. 

 

 

 

 

Is the drug product listed in the Susceptibility Test Interpretive Criteria web page? NO 

Is there a mid-review cycle meeting (MRCM) task in Platform? Or, if filing review is not complete, 

was there a Product Development or Pre-ANDA Submission Project under the ANDA Program? NO 

If YES is answered, there is a potential for holding MRCM.  What is the proposed agenda from DLR for 

MRCM? 

NA 

2.2 MODEL LABELING 

2.2.1 MODEL PRESCRIBING INFORMATION  

(b) (4)
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5. SPECIAL CONSIDERATIONS 

 RLD Hetlioz has the proprietary name and the strength statement in braille.  Inclusion of the 

braille was proposed by the NDA applicant upon submission of the original NDA to accommodate the 
needs of the population using the product.  Hetlioz is indicated for treatment of Non-24 Hour Sleep –

Wake Disorder (Non-24).      
 

 Braill is not required for the generics of Hetlioz.  

 

DLR inquired OND, DMEPA/OSE and OGD Policy group to find out if braille would be required 

for the generics of Hetlioz.  Based on the response gathered by each Offices (see attached below) we 

find that inclusion of braille language is not a requirement for the generic products on the basis that 
inclusion of  braille language was not condition of approval for the RLD product.  We note that braille 

was proposed by the RLD applicant as “nice to have” information.  Subsequently DMEPA had asked the 
RLD applicant to perform a braille label comprehension study of braille labeling on the container label 
and found the study and the proposed braille on the label acceptable.   In addition, we note from 

discussion with DMEPA and with OGDP that if ANDA applicant voluntarily proposes braille on their 
label, Certificate of Translation should be required to support the proposed braille.  

 
 Discussion with OND via email 
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 Discussion with DMEPA via email 

 

   

 
 
 DLR Consult to OGD Policy group and response.  

 
DLR Consult to OGDP on 5/9/2018 

 
 
 OGDP Response via email on 6/25/2018:  
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 Further back ground information on the braille used on the container label can be located in DMEPA 

review in DARRTS with following dates. 

   

     

           
           

 “Dispense in original container” statement on the container label:  

o Following is taken from entry in SharePoint for the RLD Hetlioz: 
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