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Item 7.01: Regulation FD Disclosure.

On May 16, 2019, Pieris Pharmaceuticals, Inc.'s abstract related to its phase 2a study of PRS-080 was released for the 24th Congress of the European Hematology Association. The
abstract is furnished as Exhibit 99.1 to this Current Report on Form 8-K and is incorporated herein by reference.

The information set forth under this “Item 7.01. Regulation FD Disclosure,” including Exhibit 99.1 attached hereto, shall not be deemed “filed” for any purpose, and shall not be
deemed incorporated by reference into any filing under the Securities Act of 1933, as amended, or the Securities Exchange Act of 1934, as amended, regardless of any general
incorporation language in any such filing. except as shall be expressly set forth by specific reference in such filing.
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(d) Exhibits.

99.1 Conference Abstract, Dated May 16, 2019.
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Background

Patients suffering with chronic kidney disease (CKD) commonly present with anemia. Current
treatment regimens consist of iron, erythropoietin stimulating agents (ESAs), or both, but a
significant number of patients remain anemic despite these therapies. Hepcidin, a liver-derived
hormone, is a central regulator of iron homeostasis, frequently elevated in CKD patients and
thought to represent a root cause of the hypoferremia. Therefore, hepcidin inhibition has the
potential to ameliorate functional iron deficiency anemia in CKD patients. PRS-080 is a
pegylated Anticalin® hepcidin antagonist that has been shown to induce dose dependent serum
iron mobilization and increased transferrin saturation (TSAT) in single ascending dose phase 1
clinical studies, both in healthy male volunteers and dialysis dependent CKD patients (PLOS-
One, in press).

Aims

To determine the safety and tolerability of 5 repeated intravenous administrations of PRS-080
at doses of 4 and 8 mg/kg body weight (BW) compared to placebo, in anemic, hemodialysis
dependent stage 5 CKD patients, as well as to assess pharmacokinetics, pharmacodynamics and
Immunogenicity.

Methods

Twelve patients were enrolled. Four patients per cohort each received PRS-080 at a dose of 4
or 8 mg/kg, with two patients per cohort receiving placebo. The study included a screening
period of 4 weeks; the mean of 3 hemoglobin (Hb) values during the screening period, each
obtained at least 7 days apart was required to be <10.5 g/dL, with a difference of <1.0 g/dL
between the lowest and highest values. Additional inclusion criteria included Ferritin > 300
ng/mL and TSAT =30%. The ESA dose had to remain stable for at least 4 weeks prior to
screening, as well as through the treatment period, and iron therapy had to be withdrawn 1 week
before randomization. Study medication was administered by infusion over 60 minutes using
an infusion pump on day 0, day 7, day 14, day 21, and day 28. Patients were observed with
regard to safety up until day 112. Safety was monitored continuously by a data safety
monitoring board (DSMB), including prior to dose escalation.









Results

There were no treatment related adverse events (AEs) or serious adverse events (SAEs). Robust
iron mobilization with increases in both serum iron and TSAT were consistently observed
following each weekly dose in both dose cohorts. Peak iron concentrations were higher in the
8mg/kg cohort than in the 4mg/kg cohort.

Whereas there was no clear difference in Hb values between placebo and PRS-080 patients in
the 4mg/kg cohort over the course of treatment, evidence of a Hb response with clear separation
of Hb values between placebo and PRS-080 could be shown in the 8mg/kg cohort during the
treatment period, consisting of an increase of Hg in drug treated patients and a decline in
placebo patients, potentially related to the withdrawal of iron treatment.

Fig 1: Hb Difference to Day 0, pre-dialysis values Day 0 to Day 56
AHb mean Placebo vs. PRS-080 pre-dialysis
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Conclusion

PRS-080 was safe and well tolerated at both dose levels in this exploratory phase 2a multiple
ascending dose clinical study in anemic dialysis-dependent CKD patients. Promising results
were achieved in terms of both iron mobilization and increased TSAT, as well as initial
evidence of an increase in Hb levels in the higher dose group. Further studies to determine the
optimal treatment regimen with PRS-080 are warranted.
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