
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

                         210607Orig1s000 
 
 

ADMINISTRATIVE and CORRESPONDENCE  
DOCUMENTS 





























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

KEVIN A PROHASKA
05/29/2018

Reference ID: 4269403



DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring  MD  20993

NDA 210607
REFUSAL TO FILE

60 Degrees Pharmaceuticals, LLC
c/o Clinical Network Services (USA) Inc.
Attention:   Fedora Daye, M.P.H.

Senior Consultant
8403 Colesville Road, Suite 630
Silver Spring, MD  20910

Dear Ms. Daye:

Please refer to your New Drug Application (NDA) dated August 21, 2017, received August 21, 
2017, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA), for 

(tafenoquine) Tablets, 100 mg.

After a preliminary review, we find your application is not sufficiently complete to permit a 
substantive review.  Therefore, we are refusing to file this application under 21 CFR 314.101(d) 
for the following reasons:

Chemistry, Manufacturing, and Controls (CMC):

 In order to assure a suitable baseline retest date for the drug substance and expiration date 
for the drug product, the Agency generally expects that applicants meet the provisions of 
ICH Q1A (R2) and provide at least 12 months of long-term stability data for at least three 
primary stability batches for both the drug substance and the drug product at the time of 
NDA submission. The FDA may make exceptions to this minimum stability data package 
in the case of certain applications. Such exceptions, per the tenets of the PDUFA 
“commitment letter”, are agreed upon at a pre-NDA meeting. We note that the Agency 
recommended that you request a CMC-dedicated pre-NDA meeting (see the preliminary 
comments dated July 10, 2017 for your multidisciplinary pre-NDA meeting, which was 
subsequently cancelled at your request upon receipt of the comments). Given that you did 
not avail yourself of the opportunity to request this meeting or discuss this as part of your 
multidisciplinary pre-NDA meeting, there was no opportunity to come to an agreement 
regarding your final proposed stability package. Furthermore, per the PDUFA 
“commitment letter”, if no agreement exists between the FDA and the applicant on the 
contents of a complete application or delayed submission of certain components of the 
application, the applicant’s submission is expected to be complete at the time of original 
submission. The “commitment letter” further notes that incomplete applications, 
including applications with components that are not received within 30 calendar days 
after receipt of the original submission, will be subject to a Refuse-to-File decision. 
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we acknowledge having received Table 3 summarizing the list of pharmacokinetic and other 
studies and related data.  

 If the NDA is resubmitted, please provide the PK datasets electronically in an 
analyzable ready format for the following clinical pharmacology studies to facilitate 
our review: Study 022, Study 050, Study 051, Study 040, Study 015, and Study 
006. 

 In addition, we request for the location of the PK data, PK parameter estimates and 
other relevant requested information to be hyperlinked in Table 3 you have provided.

5. We acknowledge that Table 2 in Section 2.7.2 of the NDA summarizes the Clinical 
Pharmacology Studies along with available bioanalytical and method validation reports in the 
NDA.  It is however unclear why the bioanalytical reports for Studies 006, 040, 015, and 022 
and the validation report for Study 051 were not provided. 

 Please provide both, the bioanalytical reports and the method validation report for 
these clinical pharmacology studies, or an explanation why you are unable to provide 
either of these reports for the study identified. Provide the location and the hyperlink 
for the requested bioanalytical/method validation reports if they have already been 
submitted in the NDA.

6. We also acknowledge that for Study 050, although the individual subject plasma 
concentration – time data are provided in the CSR (Tables GA01 – GA15), you indicate that 
no PK datasets or associated documents are available, and no details of the bioanalytical 
method are provided in the CSR.  However, we view Study 050 to be important for our 
review and request that you make every effort to provide all of this information/data that is 
currently lacking, especially the bioanalytical method report, if you intend to resubmit the 
NDA, or provide an explanation why this information for Study 050 cannot be provided.  

Please note that this filing review represents a preliminary review of the application and is not 
indicative of deficiencies that would be identified if we performed a complete review.

We will refund 75% of the total user fee submitted with the application.

Within 30 days of the date of this letter, you may request in writing a Type A meeting about our 
refusal to file the application.  A meeting package should be submitted with this Type A meeting 
request.  To file this application over FDA's protest, you must avail yourself of this meeting.

If, after the meeting, you still do not agree with our conclusions, you may request that the 
application be filed over protest.  In that case, the filing date will be 60 days after the date you 
requested the meeting.  The application will be considered a new original application for user fee 
purposes, and you must remit the appropriate fee.  If you choose to file over protest, FDA will 
generally not review any amendments to the application and will generally not issue information 
requests during the review cycle.  Resubmission goals will not apply to any resubmission of this 
application.
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PROPOSED PROPRIETARY NAME

If you intend to have a proprietary name for the above-referenced product, submit a new request 
for review of a proposed proprietary name when you resubmit the application. For questions 
regarding proprietary name review requests, please contact the OSE Project Management Staff 
via telephone at (301) 796-3414 or via email at OSECONSULTS@cder.fda.gov.' 

If you have any questions, call Mr. Gregory DiBernardo, Regulatory Project Manager, at 
(301) 796-4063.

Sincerely yours,

{See appended electronic signature page}

Sumathi Nambiar, M.D., M.P.H.
Director
Division of Anti-Infective Products
Office of Antimicrobial Products
Center for Drug Evaluation and Research
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