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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. NDA 210850 Resubmission #1 (SDN 0016) 

Applicant Name MAIA Pharmaceuticals, Inc. 

Drug Product Name Sincalide for Injection, 5 mcg/vial 

Dosage Form.   Powder for reconstitution 

Proposed Strength(s)   5 mcg 

Route of 
Administration 

  Intravenous 

Maximum Daily Dose 0.12 mcg per kg 

Rx/OTC Dispensed   Rx 

Proposed Indication 
(1) to stimulate gallbladder contraction, (2) to stimulate 
pancreatic secretion, and (3) to accelerate the transit of a 
barium meal through the small bowel 

Drug Product 
Description 

Each single-dose vial of sincalide provides a sterile 
nonpyrogenic lyophilized white to off-white cake or 
powder consisting of 5 mcg sincalide with 30 mg arginine 
hydrochloride, 15 mg lysine hydrochloride,170 mg 
mannitol, 4 mg methionine, 2 mg pentetic acid, and 0.04 
mg sodium metabisulfite 

Co-packaged product 
information 

N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions 

Store at 20°C to 25°C (68°F to 77°F); excursions 
permitted to 15°C to 30°C (59°F to 86°F) [See USP 
Controlled Room Temperature] 

Review Team 

Discipline  Primary  Secondary 

Drug Substance Sam Bain Lawrence Perez 

Drug Product/ 
Labeling 

Zhengfang Ge Nina Ni 
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Manufacturing Yan Xu 
Tianhong Tim 
Zhou 

Biopharmaceutics N/A N/A 

Microbiology Dustin Thomas Jesse Wells 

Other (specify): 
 
 

N/A N/A 

RBPM Melinda Bauerlien  

ATL Nina Ni 

Consults N/A 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: 24 months 

 

b. Additional Comments for Action: N/A 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

 

The NDA was tentatively approved in the previous review cycle, dated 

02/23/2018. In the current resubmission, the applicant requested a final 

approval with updated 24 months stability data for 3 registration batches. 

There are no other CMC changes included in the resubmission. 

 

OPQ recommends APPROVAL of NDA 210850 for commercialization of 

Sincalide for Injection, 5 mcg/vial. Based on our evaluation of the available 

information, the applicant provided sufficient information to support an 

approval recommendation from the product quality perspective. The 

applicant provided adequate chemistry, manufacturing, and controls (CMC) 

information to ensure the identity, strength, purity, and quality of the 
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proposed drug product. The overall manufacturing inspection 

recommendation is approval for all the facilities associated with this 

application. The proposed labeling and labels include adequate information 

to meet the regulatory requirements. 

 

b. Is the overall recommendation in agreement with the individual 

discipline recommendations?    Yes 

 

Recommendation by Subdiscipline: 

   Drug Substance      - Adequate 

   Drug Product  - Adequate 

   Quality Labeling  - Adequate 

   Manufacturing  - Adequate 

   Biopharmaceutics - N/A 

   Microbiology  - Adequate 
 

 Environmental Assessment:    Categorical Exclusion - Adequate 

 QPA for EA(s):     Yes 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: N/A 

 

Comparability Protocols (PACMP):  No 
Comments: N/A 

 
 Additional Lifecycle Comments:  

In the resubmission SDN 0016, dated 09/26/2022, the applicant originally also 

proposed addition of the alternate USP glass vial with

for the packaging of the drug product; however, release and stability data 

for drug product batch manufactured using the alternate vials were not included 

in the submission. Thus, per Agency’s recommendation, in the amendment SDN 

0017, dated 10/07/2022, the applicant submitted a comparability protocol for the 

proposed alternate vials as a post-approval change. However, the process 

assessment team, Drs. Yan Xu and Tim Zhou found inadequate manufacturing 

process information of using the alternate vials was provided in the comparability 

protocol. Thus, in the amendment SDN 0018, dated 10/25/2022, the applicant 

removed the comparability protocol per Agency’s recommendation
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Memorandum   DEPARTMENT OF HEALTH AND HUMAN SERVICES 

    PUBLIC HEALTH SERVICE 

    FOOD AND DRUG ADMINISTRATION 

    CENTER FOR DRUG EVALUATION AND RESEARCH 

 

Date:   Nov. 14, 2022 

 

From:   Zhengfang Ge, Ph.D. 

  ONDP/Division II/Branch V 

 

Through:  Nina Ni, Ph.D. 

  SPQA, ONDP/Division II/Branch IV 

 

To:   Labeling Review of NDA 210850 

 

Subject:  Final Recommendation for Labeling/Labels  

 

The Labeling of the original submission was found acceptable during the original review 

cycle.  In the amendment of the resubmission dated 14 -Nov-2022, the applicant further 

accepted the Agency’s recommendation to revise the storage condition to “Store at 20°C 

to 25°C (68°F to 77°F), excursions permitted between 15°C to 30°C (59° to 86°F) [See 

USP Controlled Room Temperature]” throughout the labeling.   
 

Recommendation:  
This NDA is now recommended for approval from the labeling perspective.  
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Attachment: Final container/carton labels 
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Item Information Provided in 
NDA

Reviewer’s Assessment

(Refer to Labeling Review Tool and 21 CFR 201.57(c)(4))
Available dosage forms For injection as a single 

dose vial
Adequate

Strengths: in metric system 5 mcg sincalide per vial Adequate
Active moiety expression of 
strength with equivalence 
statement (if applicable)

N/A

A description of the identifying 
characteristics of the dosage 
forms, including shape, color, 
coating, scoring, and imprinting, 
when applicable.

None Not Adequate
Add “a lyophilized white 
powder” 

 

4. Section 11 Description
(b) (4)



Item Information Provided in 
NDA

Reviewer’s Assessment

(Refer to Labeling Review Tool and 21 CFR 
201.57(c)(12), 21 CFR 201.100(b)(5)(iii), 21 CFR 
314.94(a)(9)(iii), and 21 CFR 314.94(a)(9)(iv))
Proprietary name and 
established name

Sincalide for Injection Adequate

Dosage form and route of 
administration

For injection Adequate

Active moiety expression of 
strength with equivalence 
statement (if applicable)

N/A

For parenteral, otic, and 
ophthalmic dosage forms, 
include the quantities of all 
inactive ingredients [see 21 CFR 
201.100(b)(5)(iii), 21 CFR 
314.94(a)(9)(iii), and 21 CFR 
314.94(a)(9)(iv)], listed by 
USP/NF names (if any) in 
alphabetical order (USP 
<1091>)

 All inactive ingredients are 
listed, but not in alphabetic order

Not Adequate
The inactive ingredients will 
need to be listed in 
alphabetic order

Statement of being sterile (if 
applicable)

stated Adequate

Pharmacological/ therapeutic 
class 

A cholecystopancreatic-
gastrointestinal hormone 
peptide 

Adequate

Chemical name, structural 
formula, molecular weight 

Provided Adequate

If radioactive, statement of 
important nuclear 
characteristics.

N/A

Other important chemical or 
physical properties (such as pKa 
or pH)

…a sterile nonpyrogenic 
lyophillized white 
powder… 

The pH is adjusted to 6.5 to 
7.5 with hydrochloric acid 
and/or sodium hydroxide 
prior to lyophilization

Adequate

5. Section 16 How Supplied/Storage and Handling 



  

Item Information Provided in 
NDA

Reviewer’s Assessment

(Refer to Labeling Review Tool and 21 CFR 201.57(c)(17))
Strength of dosage form 5 mcg sincalide per vial Adequate
Available units (e.g., bottles of 100 
tablets)

Packages of 10 vials containing 
5 mcg of sincalide per vial 

Adequate

Identification of dosage forms, e.g., 
shape, color, coating, scoring, 
imprinting, NDC number

For injection,
NDC number included

Adequate

Special handling (e.g., Dispense in 
tight and light resistant container as 
defined in USP) 

N/A Adequate 

Storage conditions Store at 25°C (77°F), 
excursions permitted from 
15°C to 30°C (59°F-86°F) [see 
USP Controlled Room 
Temperature]

Adequate

Manufacturer/distributor name (21 
CFR 201.1(h)(5))

Not included Inadequate

Manufacturer/distributor 
name and contact 
information should be 
included

Deficiency:

 The Highlight section should include all the approved Administration route, add 
in the Title 

 The section 3 should include a description of “lyophilized white powder”  
 The section 11 will need to be rearranged for the inactive ingredients in an alphabetic 

order

(b) (4)

(b) (4)





Item Information Provided in NDA Reviewer’s 
Assessment

Proprietary name, 
established name (font 
size and prominence (21 
CFR 201.10(g)(2))

Sincalide for injection Adequate

Dosage strength
Active moiety 
expression of strength 
with equivalence 
statement (if 
applicable), if space is 
available

5 mcg Adequate

Net contents single dose vial, 5 mcg Adequate
“Rx only” displayed 
prominently on the main 
panel

Provided Adequate

NDC number (21 CFR 
207.35(b)(3)(i))

Provided Adequate

Lot number and 
expiration date (21 CFR 
201.17)

it is indicated that “batch details (to be printed 
online)

Adequate
Clarify that the 
batch detail 
includes Lot 
Number and 
Expiration Date

Storage conditions
Special handling, e.g., 
“Dispense in tight and 
light resistant container 
as defined in USP”.

 
Adequate
Due to the 
congested space in a 
small vial, use of 
“see insert” is 
acceptable in the 
place of excursion 
storage condition

Bar code (21CFR 
201.25)

Provided Adequate

Name of 
manufacturer/distributor 

Provided Adequate

And others, if space is 
available

Adequate
Due to the 
congested space in a 
small vial, use of 
“see insert” is 
acceptable for the 
inactive ingredients

2. Carton Label

1 Page(s) of Draft Labeling has been Withheld in Full as b4 (CCI/TS) immediately 
following this page



Item Information Provided in NDA Reviewer’s 
Assessment

Proprietary name, 
established name (font 
size, prominence)

Sincalide for Injection Adequate
No proprietary 
name is proposed

Dosage strength
Active moiety expression 
of strength with 
equivalence statement (if 
applicable) in the side 
panel.

5 mcg/vial Adequate

Net quantity of dosage 
form

10 vial, 5 mcg/vial Adequate

“Rx only” displayed 
prominently on the main 
panel

provided Adequate

Lot number and 
expiration date

Space provided as shown below Adequate
Clarify that the 
batch detail 
includes Lot 
Number and 
Expiration Date

Storage conditions 
Special handling, e.g., 
“Dispense in tight and 
light resistant container 
as defined in USP”.

Provided as shown below

 

Inadequate
Include 
“excursions 
permitted from 
15°C to 30°C 
(59°F-86°F) [see 
USP Controlled 
Room 
Temperature]”

Bar code (21CFR 201.25) Space for 2D barcode is provided Adequate
NDC number (21 CFR 
207.35(b)(3)(i))

Provided Adequate

Manufacturer/distributor's 
name

Provided Adequate

Quantitative ingredient 
information (injectables)

Adequate

Statement of being sterile 
(if applicable)

Each vial contains a sterile, lyophilized powder… Adequate

“See package insert for 
dosage information”

 Adequate

 “Keep out of reach of 
children” (Required for 
OTC in CFR. Optional 
for Rx drugs)

 Not provided Acceptable for 
the Rx drugs

(b) (4)



Deficiencies:
1. Clarify that batch details to be printed on the container and carton labels include Lot 

No and expiration date.
2. Include “excursions permitted from 15°C to 30°C (59°F-86°F) [see USP Controlled 

Room Temperature]” for the storage condition in the carton label
3. List inactive ingredients in an alphabetic order

List of Deficiencies:

For the Labeling insert

1. The Highlight section should include  including 
in the Title 

2. The section 3 should include a description of “lyophilized white powder”  
3. The section 11 should be rearranged for the inactive ingredients in an alphabetic order. 
4. The section 16 should include Manufacturer/distributor name and contact information. 

For the Carton and Container Labels:

1. Clarify that “batch details” to be printed on the container and carton labels includes Lot 
No and expiration date.

2. Include “excursions permitted from 15°C to 30°C (59°F-86°F) [see USP Controlled 
Room Temperature]” for the storage condition in the carton label

3. List the inactive ingredients in alphabetic order on the carton label 

Overall Assessment and Recommendation:

The labels and labeling are not acceptable until the above deficiencies are adequately addressed.     

Primary Labeling Reviewer Name and Date:

Zhengfang Ge, Ph. D.
Reviewer, BRANCH V/DIVISION II
OFFICE OF NEW DRUG PRODUCT 

Secondary Reviewer Name and Date (and Secondary Summary, as needed):

I agree with Dr. Ge’s assessment on the labeling and labels that they are not ready for approval as they 
are until the deficiencies delineated in the List of Deficiencies are satisfactorily resolved. 

Moo-Jhong Rhee, Ph. D.
Branch Chief, BRANCH V/DIVISION II
OFFICE OF NEW DRUG PRODUCT 

(b) (4)
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