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3.2.A.3.1.2. STRUCTURE [ALC-0315]

3.2.A.3.1.2.1. Chemical Structure

The ALC-0315 novel excipient is a cationic lipid containing a tertiary amine and two ester
moieties.  The chemical structure is shown in Figure 3.2.A.3.1.2-1.

Figure 3.2.A.3.1.2-1. Chemical Structure of ALC-0315

Asterisks (*) indicate chiral centers.   

3.2.A.3.1.2.2. Molecular Formula

The molecular formula of ALC-0315 is C48H95NO5.  

3.2.A.3.1.2.3. Molecular Weight

The molecular weight of ALC-0315 is 766.27 Daltons.  

3.2.A.3.1.2.4. Chirality

ALC-0315 has two chiral centers (indicated by the * in Figure 3.2.A.3.1.2-1).  ALC-0315 is a 
1:1 racemic mixture of two diastereomers. As such, ALC-0315 is not optically active.

09
01

77
e1

97
03

61
8e

\A
pp

ro
ve

d\
A

pp
ro

ve
d 

O
n:

 1
2-

M
ay

-2
02

1 
07

:3
5 

(G
M

T
)

FDA-CBER-2021-5683-1149038




