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[ T Leveraging MS to reduce risk
SAMPLE INFORMATION
Sample Name: DSPC1 0.45mgmi Acquired By: System
Sample Ty pe: Unknown Date Acquired 71812022 5:43:02 PM EDT,
Vial: 1A,6 Acg. Method Set:  12min 100 gain cn 10 150t0840
Injection #: 1 Date Processed 8/11/2022 4:30:40 PM EDT,
Injection Volume: 4.00, 3.00ul Processing Method marketing RM mix library,
Run Time: 120 Minutes Channel Name: ELSD Signal
Sample Set Name: lipid lib1 Proc. Chnl. Descr.. ELSD Signal. Smoothed by 5
raw material screening compositional analysis
] {’Ef 200.00 §
20004 3 Z ] =] 8 o
|z 2 | ZElE &
1= o 200.00 = o
3 1% = 2 | @8]g °
- 1000 = = 1 o = A
12 o 100.00- 2| Q9 =
1o ] 1 ™ m o
;  : Wk
0004 s . 0.00] . e ;
G B T 0 L I R T T T O T g .
4.00 5.00 6.00 7.00 8.00 200 4.50 a.bo 8.00
Minutes Minutes
LNP:Raw Material Screening Results
RT Name Component Type Area |% Ama ngspp:rlgE Ttﬂ'zc s:old
1|4.241 | Methyl stearate | Degradation Product | 2338 | 035 0.348 | Above Qualification Threshold
2 [5.529 | RM impurity Unidentified Impurity 7| o007 0.073 | Above Reporting Threshold
3 |€.087 | DSPC Main Component 956268 | 9958
LNP: Composifion Analyss Results
Area Base Ftak
RT Component Type Name v ) % Area pu{:‘bhl;neﬂ
1|2.875 | Main Component | SM102 244709 | 1510 710.88
2| 2.567 | Relsted Substance | DOTMA 240046 | 14.81 624.68
3|2.976 | Msin Component | Cholesterol 8923512 | 5512 369.33
4 | 4.559 | Main Component | DMG-PEG2000 82| on 741.84
5 |5.649 | Main Component | DSPC 24100 1487 79074
Page:10of1 3:54:52 PM US/Eastern
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BET 2 EMOEMMES L UNDMEOREZRMLTUVWEY, CORBTIE. 72 7I/LIEHEFHERD ACQUITY QDa &
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1. Schoenmaker, L. et al, mMRNA-Lipid Nanoparticle COVID-19 Vaccines: Structure and Stability./nternational
Journal of Pharmaceutics 601 (2021): 120586.

2. Evers, M. et al, State - of - the - Art Design and Rapid - Mixing Production Techniques of Lipid Nanoparticles
for Nucleic Acid Delivery.Small Methods 2, n0.9 (2018): 1700375.

3. Packer, M. et al, A Novel Mechanism for the Loss of mMRNA Activity in Lipid Nanoparticle Delivery Systems.

Nature communications 12, no.1 (2021): 1-11.
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ACQUITY Premier & X 7 Ly <https://www.waters.com/waters/nav.htm?cid=135077739>

ACQUITY UPLC PDA %28 <https://www.waters.com/514225>
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