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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number 218771 

Applicant Name Almaject Inc. 

Drug Product Name Teriparatide Injection 

Dosage Form  Injection 

Proposed Strength(s)  600 mcg/2.4 mL (250mcg/mL) 

NDA Classification  Type 5 – New Formulation or New Manufacturer 

Route of Administration  Subcutaneous 

Maximum Daily Dose 20 mcg  

Rx/OTC Dispensed  Rx 

Proposed Indication 
Treatment of postmenopausal women with 
osteoporosis at high risk for fracture 

Drug Product Description 

The drug product is a sterile, clear, colorless solution 
filled in a multi-dose, single patient use, prefilled pen 
intended for administering subcutaneously, a daily 
dose of 20mcg for 28 days. Each milliliter of drug 
product contains 250 mcg teriparatide. 

Co-packaged product 
information 

NA 

Device information N/A 

Storage Temperature/ 
Conditions 

Review Team 

Discipline Primary Secondary 

Drug Substance Zhengfu Wang - 

Drug Product/ 
Labeling 

Charudharshini 
Srinivasan 

Muthukumar 
Ramaswamy 

Manufacturing Xueli Zhu Erin Kim 
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Biopharmaceutics - - 

Microbiology Jianli Xue 
Nandini 
Bhattacharya 

Other (specify) - - 

RBPM Oluwafunmike (Funke) Ajomale 

ATL Muthukumar Ramaswamy 

Consults CDRH:  Bingjie Liang/Shruti Mistry 

 
2. Final Overall Recommendation  - Approval 
3. Action Letter Information 

a. Expiration Dating: Storage condition and shelf-life for the proposed product is the 
same as that recommended for the previously approved product, Bonsity (teriparatide) 
injection, which is 24 months from the date of manufacture, when stored at 2°C to 8°C. 
 
b. Additional Comments for Action- none 

 
4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

The Office of Pharmaceutical Quality Review team has assessed the Chemistry, 
Manufacturing, and Controls (CMC) information for NDA 218771 and determined 
that the NDA meets all applicable standards to support the quality and purity of 
the drug product. As such, OPQ recommends approval of this NDA from a quality 
perspective. 

 
Teriparatide is a 34 amino acid peptide. The amino acid sequence of teriparatide is identical to 
N terminal (1-34) portion of the human parathyroid hormone. The proposed product, 
teriparatide injection, 600mcg/2.4 mL (250mcg/mL) is a sterile solution filled in a multi-dose 
single patient use prefilled pen and intended for delivering a daily dose of 20mcg 
subcutaneously. For the proposed drug product, the applicant, Almaject Inc is seeking 
therapeutic equivalence designation to the listed drug, Forteo (teriparatide) injection, 
600mcg/2.4 mL (250mcg/mL). 
 
The applicant, Almaject Inc. has referenced Alvogen’s approved NDA 211939, Bonsity 
(teriparatide) injection, for all CMC information. Thus, the proposed drug substance, drug 
product formulation, manufacturing process and control, and container closure system used for 
the proposed product are the same as the approved NDA 211939. Almaject Inc. is a subsidiary 
of Alvogen Inc. (the owner of the approved NDA 211939) and share resources and quality 
system documentation.  
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The results from the purity profile comparison study indicated that major impurities observed 
in both Forteo, and the proposed drug product are 

 . 
These impurities are present in both drug products at % to % level.   

The USP monograph for teriparatide injection specifies limits for teriparatide succinimide (30), 
and rhPTH (1-30) and all the remaining impurities present in the product are considered as 
unspecified impurities, controlled with a limit of NMT %. Based on the impurity profile 
comparison, it is concluded that the individual impurity levels and total impurity levels present 
in the Alvogen drug product and Forteo drug product are comparable or within limits specified 
in USP drug product monograph. 

Like, Forteo, the proposed pen is intended for delivering subcutaneously a daily dose of 20 mcg 
for 28 days with labeling instruction to discard any unused portion 28 days after first use. The 
applicant provided dose accuracy comparison between Almaject (Alvogen) drug product and 
Forteo® injection. The mean delivered dose data results are close to the label claim dose of 
20mcg and statistically equivalent to 20mcg using an equivalence test with % error margin and 

% confidence interval.  
 
CDRH reviewed the essential performance requirements testing of the finished drug device 
combination product. CDRH review concluded that it is adequate to support the NDA. Refer to 
CDRH review dated April 29, 2024, in DARRTS. 
 
The storage conditions and shelf-life for the proposed product is the same as that 
recommended for Alvogen’s teriparatide injection.  The recommendation from process/facility, 
microbiology, drug product, labeling and drug substance reviewers for this NDA is adequate. All 
manufacturing facilities associated with the application are acceptable.  The overall 
manufacturing inspection recommendation in Panorama for NDA 218771 is approve (See 
below, for a Panorama screen shot of the facility recommendation for NDA 218771 recorded on 
May 13th, 2024). 
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Overall, the NDA218771 is recommended for APPROVAL from OPQ perspective. 

 
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):     No 
 

5.  Life-Cycle Considerations 
Established Conditions per ICH Q12:  No 
Comments: 

 
Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments:   

None 
 
 
 
Muthukumar Ramaswamy 05-13-2024 
 
Application Technical Lead Name and Date: 
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maintain the stability 
of the reconstituted 
or diluted product) 

Important 
administration 
instructions 
supported by product 
quality information 
(e.g., do not crush or 
chew extended-
release tablets, 
instructions for 
mixing with food) 

 Adequate 
 

For parenteral 
products: include 
statement: 
“Parenteral drug 
products must be 
inspected visually for 
particulate matter 
and discoloration 
prior to 
administration, 
whenever solution 
and container permit”  

Provided Adequate  

If there is a USP 
monograph for the 
drug product and it 
contains a labeling 
requirement, ensure 
the labeling 
requirement is 
fulfilled. Note the 
labeling requirement 
may be applicable to 

USP monograph for TERIPARATIDE 
injection Labeling requirement: 

“Label it to indicate that the material has 
been produced by methods based on 

recombinant DNA technology”  

Adequate The following changes are made in 
the Prescribing Information (PI) draft 
labeling: 
Teriparatide Injection
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Assess if the tablet is 
scored. If product meets 
guidelines and criteria for 
a scored tablet, state 
“functionally scored” 

 N/A  

For injectable drug 
products for parental 
administration, use 
appropriate package type 
term (e.g., single-dose, 
multiple-dose, single-
patient-use). Other 
package type terms 
include pharmacy bulk 
package and imaging 
bulk package. 

single-patient-use 
prefilled pen  

 

Adequate  

Section 11 (DESCRIPTION)  
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List names of all inactive 
ingredients. Use USP/NF 
names in alphabetical order. 
Avoid brand names. 

Adequate The following changes are made in the 
Prescribing Information (PI) draft 
labeling: 
“Each pen is filled to deliver 2.4 mL. 
Each mL contains 250 mcg teriparatide 
(as a free base), 0.41 mg glacial acetic 
acid, 0.10 mg sodium acetate 
(provided as 0.16 mg sodium acetate 
trihydrate), 45.4 mg mannitol, 3 mg 
metacresol, and water for injection. 
The drug product is a pH 4.0 solution”. 
“To the Applicant: Updated the pen 
volume”. “Added additional qualitative 
and quantitative information for the 
inactive ingredient sodium acetate”. 

For parenteral injectable 
dosage forms, include the name 
and quantities of all inactive 
ingredients. For ingredients 
added to adjust the pH or make 
isotonic, include the name and 
statement of effect. 

The drug product is a pH 4.0 
solution. 

Adequate  
 

If alcohol is present, must 
provide the amount of alcohol in 
terms of percent volume of 
absolute alcohol 

 N/A  

Sterility statement (if applicable) Yes Adequate  

Pharmacological/Therapeutic 
class  

Teriparatide Injection
is a recombinant human 
parathyroid hormone analog 
(PTH 1-34). 

Adequate See above comment. 
Teriparatide Injection  is a 
recombinant human 
parathyroid hormone analog (PTH 1-
34). 
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If there is a USP monograph for the 
drug product and it contains a labeling 
requirement, ensure the labeling 
requirement is fulfilled. Note the 
labeling requirement may be 
applicable to another section of the PI 
(e.g., Section 2). 

 Adequate  

The following changes are made in the 
Prescribing Information (PI) draft labeling: 
Teriparatide Injection,
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1.2.4 Section 16 (HOW SUPPLIED/STORAGE AND HANDLING) 
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Name and location of business (street 
address, city, state, and zip code) of 
manufacturer, distributor, and/or 
packer 

Distributed by: 
Almaject, Inc. 
Morristown, NJ 
07960 USA 
PL752-XX 

Adequate  

 
Any deficiencies should be listed at the end in the “ITEMS FOR ADDITIONAL ASSESSMENT.” NA 
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3.1 Carton and Container Labels  
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For parenteral injectable dosage forms, 
include the name and quantities of all 
active and inactive ingredients in 
alphabetical order. For ingredients 
added to adjust the pH or make 
isotonic, include the name and 
statement of effect. 

Adequate 
Container Carton Labeling IRs 
communicated to the Applicant: 

 

If alcohol is present, must provide the 
amount of alcohol in terms of percent 
volume of absolute alcohol 

N/A  

Linear Bar code Adequate  
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nonclinical studies, but it would be approved with different conditions of use (i.e., 

therapeutically equivalent to Forteo®). The only differences between the referenced 

NDA 211939 and this NDA are in labeling and additional immunogenicity and 

analytical bridging studies to support a TE rating to the listed drug, Forteo®. The 

reviewer notes the same maximum dose (20 mcg once a day) is proposed for Almaject’s 

NDA 218771 as in NDA 211939

(adequate) dated 7/2/2019). 

A LoA dated 7/27/2023 was provided for referencing NDA 211939. It is noted an 

Only the manufacturing site at

is proposed for NDA 218771 as indicated in 356h.  

Note: The referenced NDA 211939 is approved by the Agency in 2019. Product quality 

microbiology information was reviewed in N211939MR01.pdf (adequate) dated 

7/2/2019 and deemed adequate.
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