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About Datamonitor Healthcare 
Bringing you a clearer, richer and more responsive view of the pharma & healthcare market.

Complete market coverage 
Our independent research and analysis provides extensive coverage of major disease areas, companies and strategic issues,
giving you the perspective to identify opportunities and threats arising from shifting market dynamics and the insights to
respond with faster, more effective decision-making.

Unique expert capabilities 
With teams located across developed and emerging pharma markets, we are uniquely placed to understand local
healthcare trends and provide accurate and reliable recommendations. By working closely with our partners at MedTrack,
Citeline, SCRIP Intelligence and Informa Healthcare, our experts are able to share data and resources to produce the most
authoritative and robust market intelligence. With over 700 clients across the pharma and biotech industries, we are relied
upon to provide strategic guidance, not only through published analysis, but also tailored support solutions.

Cutting-edge delivery 
Available through single reports or via subscription to our state-of-the art online intelligence service that features
intuitive design and interactive capabilities, our analysis offers the definitive platform to enhance your product
management, market assessment and strategic planning.

Contact Us 
For more information about our products or to arrange a demo of the our online service, please contact:
getcloser@datamonitorhealthcare.com

Disclaimer 
All Rights Reserved. 
No part of this publication may be reproduced, stored in a retrieval system or transmitted in any form by any means,
electronic, mechanical, photocopying, recording or otherwise, without the prior permission of the publisher, Datamonitor
Healthcare. The facts of this report are believed to be correct at the time of publication but cannot be guaranteed. Please
note that the findings, conclusions and recommendations that Datamonitor Healthcare delivers will be based on
information gathered in good faith from both primary and secondary sources, whose accuracy we are not always in a
position to guarantee. As such, Datamonitor Healthcare can accept no liability whatsoever for actions taken based on any
information that may subsequently prove to be incorrect. 
For more information about our products or to arrange a demonstration of the our online service, please contact:
getcloser@datamonitorhealthcare.com
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PRODUCT PROFILES  
PRM-151 : Idiopathic pulmonary fibrosis
 
PRODUCT PROFILE 
Analyst Outlook
 
Although Promedior’s lead product PRM-151 demonstrated the ability to improve forced vital capacity
(FVC)  in  its  small  Phase I  study,  overall  results  of  the trial  were somewhat mixed and open to
interpretation. Nonetheless, the results were positive enough for the company to progress it to a
Phase II trial. Depending on the results of this study, Bristol-Myers Squibb may choose to exercise its
option to acquire Promedior and add PRM-151 to its growing portfolio of anti-fibrosis therapies. This
would  largely  improve  PRM-151’s  commercial  prospects  and  would  be  likely  to  expedite  its
development.
  
Drug Overview
 
PRM-151 is an intravenous formulation of recombinant human pentraxin-2 in development for
idiopathic pulmonary fibrosis (IPF) and myelofibrosis. Pentraxin-2, also referred to as serum amyloid P,
has been found to inhibit apoptosis, airway inflammation, pulmonary fibrocyte accumulation, and
collagen deposition driven by transforming growth factor beta-1 (Murray et al., 2011). Pentraxin-2
also promotes macrophages associated with increased expression of interleukin-10 and interferon
gamma-induced protein-10,  which  both  possess  anti-fibrotic  properties  (Duffield  et  al.,  2013;
Promedior  press  release,  2011).
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DEVELOPMENT OVERVIEW
 
The tables below summarize the design of PRM-151’s Phase I and Phase II studies.
 

Table 1: PRM-151 drug profile

Molecule n/a

Phase of development Phase II

Mechanism of action Recombinant human pentraxin-2 protein

Originator Promedior

Marketing company Promedior/Bristol-Myers Squibb*

Targeted indication First-line or previously treated mild to moderate IPF

Formulation Intravenous

Pricing strategy 10% premium to average cost of Esbriet and Ofev

Dosing frequency 10mg/kg every four weeks

Estimated approval date Q3 2021 (US), Q4 2021 (5EU), Q2 2022 (Japan)

Alternative names n/a

*Bristol-Myers Squibb has the exclusive option to acquire Promedior.

5EU = five major EU markets (France, Germany, Italy, Spain, and the UK); IPF = idiopathic pulmonary fibrosis

Source: Datamonitor Healthcare; BioMedTracker, Copyright 2015, reprinted with permission;
Bristol-Myers Squibb press release, 2015; Medtrack, October 2015, Copyright Informa UK;
Pharmaprojects ®, 2015; Citeline; Promedior press release, 2015
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Table 2: PRM-151 Phase I data in idiopathic pulmonary fibrosis

Trial Sample size Target patients Study design Dosing tested and

duration

Results Reference

NCT01254409

(Phase I)

20 Diagnosed IPF patients Randomized, double-blind,

parallel-assignment, multiple-

dose, safety study

Arm 1: PRM-151 1mg/kg

Arm 2: PRM-151 5mg/kg

Arm 3: PRM-151 10mg/kg

Arm 4: placebo

Duration: 57 days

Mean change from baseline in

absolute FVC:

Arm 1: 58ml

Arm 2: 60ml

Arm 3: 78ml

Arm 4: -63ml;

Mean change from baseline in

predicted DLCO:

Arm 1: 0.2%

Arm 2: -4.0%

Arm 3: -1.5%

Arm 4: -2.3%;

Mean change from baseline in

predicted FEV1:

Van Den Blink et al., 2013
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Table 2: PRM-151 Phase I data in idiopathic pulmonary fibrosis

Trial Sample size Target patients Study design Dosing tested and

duration

Results Reference

Arm 1: 2.6%

Arm 2: 2.4%

Arm 3: 0.3%

Arm 4: -1.7%;

Mean change from baseline in

6MWT distance:

Arm 1: -11.2m

Arm 2: 5.8m

Arm 3: 34.8m

Arm 4: -10.5m

6MWT = six-minute walk test; DLCO = diffusion capacity of the lung for carbon monoxide; FEV1 = forced expiratory volume in one second; FVC = forced vital capacity; IPF = idiopathic pulmonary fibrosis

Source: see above
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Table 3: PRM-151 Phase II trial in idiopathic pulmonary fibrosis

Trial Sample size Target patients Study design Treatment arms Primary endpoints Start date/primary

completion date

NCT02550873

(Phase II)

117 Mild to moderate IPF patients (predicted FVC ≥50%

and ≤90%; predicted DLCO ≥25% and ≤90%;

minimum 6MWT distance of 150m; FEV1/FVC ratio

>0.7)

Randomized, double-blind,

parallel-assignment,

safety/efficacy study

Arm 1: PRM-151 10mg/kg

days 1, 3, and 5, then once

every four weeks

Arm 2: placebo

Duration: 28 weeks

Change from baseline in

predicted FVC

August 2015/March 2017

6MWT = six-minute walk test; DLCO = diffusion capacity of the lung for carbon monoxide; FEV1 = forced expiratory volume in one second; FVC = forced vital capacity; IPF = idiopathic pulmonary fibrosis

Source: ClinicalTrials.gov
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SWOT ANALYSIS

Figure 1: PRM-151 for idiopathic pulmonary fibrosis – SWOT analysis

Source: Datamonitor Healthcare; Bristol-Myers Squibb press release, 2015; Van Den Blink et
al., 2013
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CLINICAL AND COMMERCIAL ATTRACTIVENESS
 
The figure below depicts Datamonitor Healthcare’s drug assessment summary for PRM-151 in IPF.
 

 
The figure below provides a breakdown of how Datamonitor Healthcare scored PRM-151’s clinical and
commercial attractiveness. The weighting given to each attribute is also shown.
 

Figure 2: Datamonitor Healthcare’s drug assessment of PRM-151 for idiopathic pulmonary fibrosis

Source: Datamonitor Healthcare
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Despite mixed results, early studies show PRM-151’s potential to improve FVC
 
Although results of PRM-151’s initial Phase I trial were somewhat mixed, the drug did show the
potential to improve lung function in IPF patients, and therefore warrants further testing in larger
Phase II studies. The Phase I trial enrolled 20 IPF patients who were treated with one of three different
doses of PRM-151 or placebo. Results showed that PRM-151 improved both FVC and six-minute walk
test distance in a dose-dependent fashion. Patients receiving PRM-151 also saw marginal increases in
percent-predicted forced expiratory volume in one second; however, patients receiving smaller doses
saw larger improvements, decreasing confidence in this endpoint’s outcome. Changes in percent-
predicted diffusion capacity of the lung for carbon monoxide also varied, with two treatment cohorts
performing better than placebo, and the other performing worse. Nonetheless, overall results of these
lung function tests trended in favor of PRM-151, especially when data for all treatment cohorts are
pooled (Promedior press release, 2013; Van Den Blink et al., 2013). Although imbalanced baseline
characteristics could have skewed results, the unmet needs within IPF make these results positive
enough to proceed to Phase II trials, which initiated in August 2015 (ClinicalTrials.gov identifier:
NCT02550873).
  
The design of Phase II studies will gauge PRM-151’s efficacy in multiple settings
 
Due to the broad enrollment criteria of its Phase II trial, PRM-151 will be tested in multiple lines of
therapy and in multiple combinations, broadening the drug’s potential range of clinical applications,
which can then be explored further in Phase III studies. The Phase II trial will enroll treatment-naïve
patients,  as  well  as  patients  who  have  received  Esbriet  (pirfenidone;  Roche/Shionogi)  or  Ofev
(nintedanib; Boehringer Ingelheim) and have stopped treatment at least four weeks prior to initiating

Figure 3: Datamonitor Healthcare’s drug assessment of PRM-151 for idiopathic pulmonary fibrosis

Source: Datamonitor Healthcare
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the study. Therefore, PRM-151 will technically be tested in the first, second, and potentially third lines
of therapy. Furthermore, the trial will also include patients currently being treated with Esbriet or
Ofev who have been on a stable dose for at least three months without an increase in predicted FVC
on two consecutive pulmonary function tests. This will test PRM-151’s viability as an add-on therapy
for IPF patients who are not responding particularly well to Esbriet or Ofev alone (ClinicalTrials.gov
identifier: NCT02550873).
 
 
Although patients in all of these different settings will be included in the study, it remains to be seen
whether Promedior will stratify patients according to all of these segmentations. Furthermore, the size
of the study (current estimated enrollment of 117 patients) may not be powered to detect significant
differences in such narrowly defined patient segments (ClinicalTrials.gov identifier: NCT02550873).
Nonetheless, if results are positive, this broad approach will be useful in guiding the design of PRM-
151’s Phase III program.
  
Bristol-Myers Squibb may add PRM-151 to its growing portfolio of anti-fibrosis drugs
 
Bristol-Myers Squibb may choose to acquire Promedior in order to add PRM-151 to its growing
portfolio of early-stage drugs addressing fibrotic diseases. In August 2015, the two companies reached
an agreement in which Bristol-Myers Squibb paid $150m upfront in exchange for exclusive rights to
acquire Promedior. This payment will help Promedior fund Phase II trials in both IPF and myelofibrosis,
after which Bristol-Myers Squibb can exercise its option with an additional fee (Bristol-Myers Squibb
press release, 2015). Bristol-Myers Squibb already has a similar agreement with Galecto Biotech AB in
order to gain exclusive rights to its lead product TD139, an inhalable galectin-3 inhibitor in Phase I/II
development for IPF (Bristol-Myers Squibb press release, 2014). Along with Bristol-Myers Squibb’s
own lysophosphatidic acid 1 receptor antagonist, BMS-986020, these three products may allow the
company to become a key player in the future IPF market.
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