
RESULTS
4. Linear regression of release characteristics (phase transition 
point, duration) against polymer properties (Mw, L/G ratio, Rc)

METHODS
1. Characterization of Raw PLGA Polymers 2. Evaluation of Critical Quality Attributes 3. In Vitro Release Testing (USP IV)

CONCLUSIONS
 The PLGAs from different sources had different blockiness. A strong

linear correlation was observed between drug release and PLGA
blockiness. On the other hand, linear correlation was not observed
between drug release and PLGA Mw and/or L/G ratio.

 Minor variations such as blockiness should be taken into consideration
in PLGA selection for drug product formulation. This work will aid in the
establishing additional specifications for PLGA properties that impact
drug release.

RESULTS
1. Characterization of Raw PLGA Polymers 3. In Vitro Release Profile

2. Physicochemical Properties of Prepared Formulations
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PURPOSE
 Determining the qualitative sameness of poly (lactic-co-glycolic acid) (PLGA) has been challenging due to its inherent heterogeneity. Accordingly, performance variation of PLGA-based microsphere drug products (due to altered PLGA

characteristics) has been recognized as a critical limiting factor for product development.
 The objective of the present study was to: investigate the impact of PLGA source variations on critical quality attributes and release characteristics of microsphere formulations.

Physicochemical 
Properties Method of Determination

Inherent viscosity Viscometer
Molecular weight Gel permeation chromatography
Monomer ratio (L/G)

Nuclear magnetic resonance
Blockiness  (Rc)

Critical Quality 
Attributes Method of Determination

Drug loading High performance liquid chromatography

Mean particle size Accusizer auto dilution particle sizing 
system

Mean pore size Mercury porosimetry

Method of Determination
Medium 10 mM, HEPES buffer with 

0.02 % (w/v) sodium azide, 
pH 7.4

Temperature 37 °C
Flow Rate 8mL/min

* The experiments were performed in triplicate and the results are expressed as mean ± SD (n=3).

X

✔

X


	Slide Number 1

