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• Idiopathic pulmonary fibrosis (IPF) is a chronic, 
progressive interstitial lung disease with a median 
survival of only 3-5 years.

• RC-0315 is a cell free secretome derived from 
mesenchymal stem cells by chemotherapy-
induced controlled cellular stress and developed 
as a potential advanced therapy for IPF.

• Delivery of the consistent, robust, and scalable 
cell-free GMP-compliant secretome offers 
significant safety advantages over live cell 
transplantation, including repeatable dosing 
without the risk of cellular maldifferentiation.

Introduction

• To evaluate the safety and tolerability of RC-0315 
following repeated intratracheal instillation in 
immunocompetent ICR and immunodeficient 
SCID mice in a GLP-compliant multi-dose 
toxicity study.

Objective

• Animal Models: Immunocompetent ICR (CD-1) 
and immunodeficient SCID mice were utilized.

• Dosing Regimen: Animals received two cycles 
of three repeated intratracheal instillations of 
RC-0315 performed within a 7-day period and 
separated by a two-week interval.

• Treatment Groups: Mice were assigned to 
saline, vehicle, low-dose (27.2 µg/kg), or 
high-dose (54.4 µg/kg) groups.

• Monitoring Phase: Subjects were monitored for 
3 days (main phase) or 13 weeks (recovery phase) 
post last administration.

Study Design & Methods

Results

• The toxicological evaluation of RC-0315 showed favorable 
safety profile of RC-0315 when administered via the clinically 
intended route.

• The combined use of immunocompetent and immunodeficient 
mice provided a comprehensive safety assessment and favorable 
outcome in mice.

• The results support the continued clinical development of RC-
0315 as a viable therapeutic option.

Impact Statement & Conclusions
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Figure 1: GLP repeated toxicity study design showing the instillation cycles and scheduled 
termination points. 

Clinical Observations & Tolerability
• No test article-related mortality or toxic clinical signs were observed in either strain.
• Mean body weights and weight gain were comparable among all groups within each strain.
• Food consumption and ophthalmologic findings remained within normal limits, with no 

dose-dependent alterations.

Clinical Pathology
• Clinical pathology parameters remained within normal limits, with no dose-

dependent alterations.
• Hematologic, biochemistry, and coagulation parameters remained unaffected 

by repeated administration of RC-0315 across the main and recovery groups.

Figure 4: Representative lung sections from ICR and SCID mice show minimal 
alveolar macrophage aggregates (arrows). These minimal alveolar macrophage 
aggregates were interpreted as spontaneous background findings and were not 
test article-related.

Histopathology & Local Toxicity
• Histopathological examination revealed no RC-0315 related adverse 

findings in the lungs or other organs.
• No local toxicity was evident at the site of administration.
• Minimal alveolar macrophage aggregates observed in lung sections 

were interpreted as spontaneous background findings and were not 
test article-related.

ICR MICE

SCID MICE

Figure 3: Heatmaps demonstrating hematologic, biochemistry, and 
coagulation parameters remaining unaffected by repeated administration. 

Figure 2: RC-0315 repeated administration did not cause a substantial change in body weight 
of ICR and SCID mice. 
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