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In Minipigs, LIQ865A was Well-Tolerated with No Effect on
Wound Healing

In Rats, LIQ865A was Well-Tolerated with No Adverse
Findings

INTRODUCTION and OBJECTIVE PRINT® Fabrication Process

LIQ865A is a bupivacaine (Bup) formulation developed by Liquidia
Technologies, Inc. for the management of local post-operative pain
using a proprietary process technology called PRINT® (Particle
Replication In Non-wetting Templates). LIQ865A is 25 um hexagonal
particles comprised of approximately 55% bupivacaine and 45%
poly(lactic-co-glycolic) acid (PLGA). Particles are suspended in a
custom vehicle for subcutaneous (SC) administration. LIQ865A is

During PRINT manufacturing, formulation components are
formed into the desired shape and size using a molding process
that produces a bulk powder consisting of particles of uniform
size, shape, and composition. Several variables can be
leveraged to produce a wide range of shapes, sizes, and
composition.

In both Rats and Minipigs, tissue response to LIQ865A was a continuum progressing from the initial injury and an acute cellular response through a
granulomatous inflammatory response to resolution.
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» LIQ865A: 0.5, 1.25, 2.5, 4, 6, 8, 24, 30, 48, 72, 96 hrs following administration
o0 Bioanalytical Method: Validated LC-MS/MS assay (AIT Bioscience)
o PK Analysis: Phoenix WinNonlin, Ver. 6.3 (Pharsight Corporation)

per pig)
o Blood Collection Time Points:
* Necropsy Day 3 Cohort: predose, 0.25, 48 hrs following administration
* Necropsy Day 14 Cohort: 1, 8, 72 hrs following administration
* Necropsy Day 28 Cohort: 2, 4, 24, 96 hrs following administration
o0 Bioanalytical Method: Validated LC-MS/MS assay (AIT Bioscience)
o PK Analysis: Phoenix WinNonlin, Ver. 7.0 (Pharsight Corporation)

Time (hr) 3Females only; Terminal rate constant could not be adequately estimated for males.

CONCLUSION

In both rats and minipigs, the local changes associated with LIQ865A were consistent with a degradable foreign body response and what is
reported for Bupivacaine. No novel findings or safety concerns were identified. The high dose level was considered the NOAEL in both studies.
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