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TENTATIVE APPROVAL 

 
MAIA Pharmaceuticals, Inc. 
Attention: Srikanth Sundaram, Ph.D. 
Chief Scientific Officer 
707 State Road, Suite 104 
Princeton, NJ 08540 
 
 
Dear Dr. Sundaram: 
 
Please refer to your New Drug Application (NDA) dated and received on August 25, 2017 
(eCTD SN0000), and your amendments, submitted pursuant to section 505(b)(2) of the Federal 
Food, Drug, and Cosmetic Act (FDCA or ‘the Act’), for Sincalide for Injection, 5 mcg/vial. 
 
This NDA provides for the use of Sincalide for Injection in adults to: 
 

 stimulate gallbladder contraction, as may be assessed by various methods of 
diagnostic imaging, or to obtain by duodenal aspiration a sample of concentrated bile 
for analysis of cholesterol, bile salts, phospholipids, and crystals; 

 stimulate pancreatic secretion in combination with secretin prior to obtaining a 
duodenal aspirate for analysis of enzyme activity, composition, and cytology; 

 accelerate the transit of a barium meal through the small bowel, thereby decreasing 
the time and extent of radiation associated with fluoroscopy and x-ray examination of 
the intestinal tract. 

 
We have completed our review of this application, as amended.  It is tentatively approved under 
21 CFR 314.105 for use as recommended in the agreed-upon enclosed labeling (text for the 
package insert along with carton and immediate container labels).  This determination is based 
upon information available to the Agency at this time [i.e., information in your application and 
the status of current good manufacturing practices (cGMPs) of the facilities used in the 
manufacture and testing of the drug product].  This determination is subject to change on the 
basis of any new information that may come to our attention. 
 
The listed drug upon which your application relies is subject to a period of patent protection and 
therefore final approval of your application under section 505(c)(3) of the Act [21 U.S.C. 
355(c)(3)] may not be made effective until the period has expired. 
 
Your application contains certifications to each of the patents under section 505(b)(2)(A)(iv) of 
the Act stating that the patents are invalid, unenforceable, or will not be infringed by your 
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manufacture, use, or sale of, this drug product under this application (“Paragraph IV 
certifications”). 
 
Section 505(c)(3)(C) of the Act provides that approval of a new drug application submitted 
pursuant to section 505(b)(2) of the Act shall be made effective immediately, unless an action is 
brought for infringement of one or more of the patents that were the subject of the paragraph IV 
certifications.  This action must be taken prior to the expiration of forty-five days from the date 
the notice provided under section 505(b)(3) is received by the patent owner/approved application 
holder.  You notified us that you complied with the requirements of section 505(b)(3) of the Act. 
 
In addition, you have notified the Agency that the patent owner and/or approved application 
holder has initiated a patent infringement suit against you with respect to patent 6,803,046 in the 
United States District Court for the District of New Jersey (Docket no. 3:17-cv-13151).  
Therefore, final approval cannot be granted until: 

1.    a.  expiration of the 30-month period provided for in Section 505(c)(3)(C) beginning 
on the date of receipt of the 45-day notice required under Section 505(b)(3), 
unless the court has extended or reduced the period because of the failure of either 
party to reasonably cooperate in expediting the action, or 

b.  the date the court decides that the patent is invalid or not infringed as described in 
section 505(c)(3)(C)(i), (ii), (iii,) or (iv) of the Act, or,  

c.  the listed patent has expired, and 
2.   we are assured there is no new information that would affect whether final 

approval should be granted. 
 
To obtain final approval of this application, submit an amendment two or six months prior to the: 
1.) expiration of the patent or 2.) date you believe that your NDA will be eligible for final 
approval, as appropriate.  In your cover letter, clearly identify your amendment as “REQUEST 
FOR FINAL APPROVAL”.  This amendment should provide the legal/regulatory basis for 
your request for final approval and should include a copy of any relevant court order or judgment 
settlement, or licensing agreement, as appropriate.  In addition to a safety update, the amendment 
should also identify changes, if any, in the conditions under which your product was tentatively 
approved, i.e., updated labeling; chemistry, manufacturing, and controls data; and risk evaluation 
and mitigation strategy (REMS), if applicable.  If there are no changes, clearly state so in your 
cover letter.  Any changes require our review before final approval and the goal date for our 
review will be set accordingly. 
 
Until we issue a final approval letter, this NDA is not deemed approved.  Please note that this 
drug product may not be marketed in the United States without final agency approval under 
Section 505 of the Act.  The introduction or delivery for introduction into interstate commerce of 
this drug product before the final approval date is prohibited under Section 501 of the Act and 21 
U.S.C. 331(d). 
 
PROPRIETARY NAME 
 
If you intend to have a proprietary name for this product, the name and its use in the labels must 
conform to the specifications under 21 CFR 201.10 and 201.15.  We recommend that you submit 
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