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distribution, monomer ratio, and end group . . . . analytical methods to characterize PLGA polymers and PLGA
HHSF223201 Analytical method for structural characterization of J. Control. Release 204 (2019) 75-89 ACE-DCM -
7101230 glucose-cored, star-shaped PLGA (GIu-PLGA)  J. Control. Release 320 (2020) 484- polymer-based drug products. These tools are helping
9 .... industry and FDA to better understand the critical quality
HHSF223201 A method to separate mixed PLGA based on lactideto  J. Control. Release 300 (2019) 174- BEADCM : : .
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ggggomgm %’:: ;e analysis of sequential semi-solvent vapor é‘éantf ol. Release 350 (2022) 600- different formulations in the dry state and after semi-solvent vapor exposure of each semi-solvent. drug development, regulatory assessment, and approval.
Mol. Pharmaceutics (2022), 19, 4286- The surface morphological changes of PLGA microparticles could be described using parameters,
4298 such as Sa (arithmetical mean height), Sz (maximum height), Ssk (Skewness), Sku (kurtosis), Sal
75F40119C1  FIB-SEM (or XRM) combined with Al-based image J. Control. Release 349 (2022) 580- (auto-correlation height), Vmc (core material volume), Sk (core roughness depth) and Hm
0157 analytics to characterize microstructural attributes of 591 (maximum height from glass threshold). (J. Control. Release 350 (2022) 600-612)
microspheres J. Control. Release 358 (2023) 626-
635
FIB-SEM: Focused ion beam scanning electron microscopy; XRM: X-ray microscopy; FIB-SEM (Or XRM) combined with Al-based image analvtics:
Al: Artificial intelligence
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Figure 2. 3C NMR of purified PLGA from microparticles made of acid end cap PLGA (A)
and ester end capped PLGA (B). The presence or absence of methyl unit at 14 ppm can be
used as a means to determine PLGA endcap. (Int. J. Pharm. 495 (2015) 87-92) Figure 6. Full corrective XRM and FIB-SEM workflow (J. Control. Release 358 (2023) 626-
635).
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