
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

208325Orig1s000 
 

 

CHEMISTRY REVIEW(S)  
 
 







Su (Suong)
Tran

Digitally signed by Su (Suong) Tran

Date: 1/04/2017 11:08:34AM

GUID: 508da71f00029ec8b75e233f12b15339









Su (Suong)
Tran

Digitally signed by Su (Suong) Tran

Date: 8/04/2016 10:28:45AM

GUID: 508da71f00029ec8b75e233f12b15339





2

Quality Review Data Sheet

1. RELATED/SUPPORTING DOCUMENTS: 

A. DMFs:

DMF # TYPE HOLDER
ITEM 

REFERENCED
STATUS

DATE 
REVIEW 

COMPLETED
COMMENTS

I Adequate 4/20/16 by P. Kriger

III Adequate information provided in the NDA.
by J. Amartey/D. ChristodoulouIII

III

B. Other Documents: IND, RLD, or sister applications

DOCUMENT APPLICATION NUMBER DESCRIPTION
IND 109773

2. CONSULTS: n/a

(b) (4) (b) (4)
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B. Drug Product 

The product is 5 mg/mL of etelcalcetide free-base (equivalent to 5.77 mg/mL
etelcalcetide hydrochloride), a sterile, preservative-free, ready-to-use solution for 
intravenous injection. It is packaged in a single-dose vial available in 3 fill sizes: 
0.5 mL (to deliver 2.5 mg etelcalcetide, 1 mL (to deliver 5 mg etelcalcetide), and 
2 mL (to deliver 10 mg etelcalcetide).

Excipients are 8.5 mg/mL (or 0.85% w/v) sodium chloride, 1.2 mg/mL (or 10 
mM) succinic acid, , and adjusted to pH 3.3 with sodium 
hydroxide and/or hydrochloric acid. 

The manufacturing process is standard for this type of dosage form and includes: 

The specification includes attributes standard for this type of dosage form 
(injectable solution). The 3 specified degradants are the same as in the drug 
substance specification, with qualified limits. 

Container closure system: USP type 1 glass vial with an elastomeric stopper and 
aluminum outer seal.

Expiration Date & Storage Conditions: 24 months at 2-8 °C

C. Summary of Drug Product Intended Use

Proprietary Name [not finalized by GRMP goal; see CDTL’s memo]
Non Proprietary Name of the Drug Product etelcalcetide

Non Proprietary Name of the Drug Substance etelcalcetide
Proposed Indication(s) [not finalized by GRMP goal; see CDTL’s memo]
Duration of Treatment chronic
Maximum Daily Dose [not finalized by GRMP goal; see CDTL’s memo]

Alternative Methods of Administration not applicable

D. Biopharmaceutics Considerations
The commercial formulation is an injectable solution product that is titrated to the 
correct dose. The formulation was used in the open-labeled extension phase 3 
studies, which also included an earlier formulation  

A biowaiver request was submitted for the 

(b) (4)

(b) (4)

(b) (4)
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------
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