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The information contained in this presentation has been prepared by Oruka Therapeutics, Inc. (the “Company”) and contains information pertaining to the business and operations of the Company. The 

information contained in this presentation: (a) is provided as at the date hereof, is subject to change without notice, and is based on publicly available information, internally developed data as well as third 

party information from other sources; (b) does not purport to contain all the information that may be necessary or desirable to fully and accurately evaluate an investment in the Company; (c) is not to be 

considered as a recommendation by the Company that any person make an investment in the Company; (d) is for information purposes only and shall not constitute an offer to buy, sell, issue or subscribe for, 

or the solicitation of an offer to buy, sell or issue, or subscribe for any securities of the Company in any jurisdiction in which such offer, solicitation or sale would be unlawful. Where any opinion or belief is 

expressed in this presentation, it is based on certain assumptions and limitations and is an expression of present opinion or belief only. This presentation should not be construed as legal, financial or tax 

advice to any individual, as each individual’s circumstances are different. This document is for informational purposes only and should not be considered a solicitation or recommendation to purchase, sell or 

hold a security. 

Forward-Looking Information

Certain information set forth in this presentation contains “forward-looking statements” within the meaning of applicable United States securities legislation. Except for statements of historical fact, certain 

information contained herein constitutes forward-looking statements, which include but are not limited to statements regarding: expectations regarding the efficacy, durability of effect and safety of our product 

candidates; expectations regarding our plans for preclinical studies, clinical trials and research and development programs, including timing of clinical trials and receipt of data readouts; and the time periods 

over which the Company’s capital resources will be sufficient to fund its anticipated operations; the Company’s business strategy objectives and goals; and management’s assessment of future plans and 

operations, which are based on current internal expectations, estimates, projections, assumptions and beliefs, which may prove to be incorrect. Forward-looking statements are neither historical facts nor 

assurances of future performance. Forward-looking statements are based on a number of factors and assumptions made by management and considered reasonable at the time such information is provided, 

and forward-looking statements involve known and unknown risks, uncertainties and other factors that may cause the actual results, performance or achievements to be materially different from those 

expressed or implied by the forward-looking statements including those uncertainties and factors described under the heading “Risk Factors” and “Cautionary Note Regarding Forward-Looking Statements” in 

Oruka’s most recent filings with the SEC, including its S-4 Registration Statement, its Quarterly Reports on Form 10-Q and Current Reports on Form 8-K that the Company has filed or will file with the SEC, as 

well as discussions of potential risks, uncertainties by the Company from time to time, as well as risk factors associated with companies that operate in the biopharma industry, including those associated with 

the uncertainties of drug development. All of the forward-looking statements made in this presentation are qualified by these cautionary statements and other cautionary statements or other factors contained 

herein. Although management believes that the expectations conveyed by forward-looking statements herein are reasonable based on information available on the date such forward-looking statements are 

made, there can be no assurance that forward looking statements will prove to be accurate, as actual results and future events could differ materially from those anticipated in such statements. The Company 

undertakes no obligation to update forward-looking statements if circumstances or management’s estimates or opinions should change except as required by applicable securities laws. The forward-looking 

statements contained herein are presented for the purposes of assisting readers in understanding the Company’s plan, objectives and goals and may not be appropriate for other purposes. The reader is 

cautioned not to place undue reliance on forward-looking statements. 

Industry Information 

This presentation also contains or references certain industry data that is based upon information from independent industry publications, market research, and surveys and other publicly available sources. 

Although the Company believes these sources to be generally reliable, such information is subject to interpretation and cannot be verified with complete certainty due to limits on the availability and reliability of 

data, the voluntary nature of the data gathering process and other inherent limitations and uncertainties. The Company has not independently verified any of the data from third party sources referred to in this 

presentation and accordingly, the Company makes no representation or warranty as to the origin, validity, accuracy, completeness, currency or reliability of the information in this presentation.

Disclaimers
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Notes: Oruka has an option to acquire exclusive worldwide rights from Paragon Therapeutics, Inc., for all programs, with IL-23 rights for all therapeutic indications 

outside of IBD. Abbreviations: FIH, first-in-human; HV, healthy volunteer; MoA, mechanism of action; PK, pharmacokinetics

On a mission to enable freedom from chronic skin disease

Help patients with chronic 

skin conditions experience the 

greatest possible freedom 

from disease

Our goal

Rights to development candidates acquired from Paragon Therapeutics, 

the source of the technology behind Apogee and Spyre

Our approach

Advance potentially best-in-class, half-life extended monoclonal antibodies 

targeting mechanisms with proven efficacy and safety 

PROGRAM DISCOVERY IND-ENABLING CLINICAL

POTENTIAL 

INDICATIONS

ORKA-003 Undisclosed

IL-23p19
FIH 1H25 

HV PK 2H25ORKA-001 Psoriasis

ORKA-002 IL-17A/F FIH 2H25
Psoriasis, psoriatic 

arthritis, others

Highest possible rates 

of disease clearance

Fewest number of doses
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Large, well-validated market with proven ability for differentiated new entrants to gain share

Best targets established with IL-23p19 and IL-17A/F – unlikely that new mechanisms can 

improve on the standard of care

Physicians want new and better biologics – the field has focused on orals, but they have 

consistently fallen short of biologic efficacy

Extensive clinical precedent exists from prior programs to inform development of an optimal 

biologic

Psoriasis is the ideal indication space for our strategy
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ORKA-001 and ORKA-002 complement each other

Majority of dermatologists prefer 

an anti-IL-23p19

For patients with purely skin disease For patients with joint involvement, including 

PsA, or recalcitrant skin disease

Anti-IL-17 preferred, and IL-17A/F 

emerging as the best approach

ORKA-001 ORKA-002



©2024 Oruka Therapeut ics 6
Notes: Asthma sales represent biologic treatments only

Sources: EvaluatePharma; GlobalData; Barclays; TD Cowen; Oruka analysis

ORKA-001/002 target the dominant mechanisms in the largest I&I market
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2028 PsO sales estimate ($B)Global I&I market

100

127

IL-23 class forecast to 

generate ~$15B in 2028 

sales, representing >40% 

of the market

IL-17 class important for 

patients with PsA 

involvement – forecast to 

generate >$7.5B in 2028 

sales in PsO alone

Other therapies, including 

orals, represent <20% of 

the market. Among TYK2s, 

only Sotyktu breaks into the 

top 10

$50B+ addressable 

for ORKA-001/002

HS

RA

CD

UC

Asthma

AD

PsO

PsA

axSpA

Sales ($B)

Share increasing, 
decreasing, or equal

Our programs target a $50B+ total market opportunity

4



ORKA-001:

potentially best-in-class anti-IL-23p19
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Notes & Sources: FDA Approval Labels and publications of Phase 3 trials supporting approval; W16 PASI 100 not reported for Ilumya (W12 data shown); Otezla 

(W16 data shown from comparator arm in Sotyktu label), or Stelara (W16 data shown from comparator arm in Skyrizi UltIMMa-1/2 trials)
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Best-in-class profile Paradigm-changing

Dosing interval Once per six months
Once per year and/or 

patient-specific

Efficacy
Comparable PASI 100 

to Skyrizi

Better PASI 100

than Skyrizi

Base case is best-in-class, upside could be paradigm changing

Base case scenario Upside scenario
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ORKA-001 could be the last word in IL-23p19 inhibitors

Notes: Oruka holds worldwide rights to all therapeutic indications outside of IBD

Similar epitope to Skyrizi (risankizumab) with equal or better potency

• Validated mechanism of action

• Binds specifically to IL-23p19 (not IL-12/23 p40)

• KD < 20 pM

• Predicted equivalent safety

• Predicted to meet or beat efficacy

Novel IP for composition of matter into 2040s

Effector-null human IgG1 Fc

Half-life extension through validated Fc modification (YTE mutations)

• Higher exposure to increase efficacy

• Longer exposure to reduce dosing frequency
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Notes & Sources: (left) Internal data; NHP datapoints associated with ADA excluded from analysis. (right) Sources on file for other wildtype (WT) and YTE mAbs; 

Skyrizi BLA review notes a ~7.2- to 7.7-day half-life in NHPs, which translated to ~28-day half-life in humans

2.4x longer half-life than Skyrizi 

with precursor mAb in NHPs

Subcutaneous administration

Clinical experience with YTE predicts significant half-life 
extension for ORKA-001

Implies ORKA-001 could have a

significantly longer half-life in humans
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ORKA-001
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Notes & Sources: Oruka modeling based on internal data and published pharmacokinetic model for Skyrizi; steady-state (SS) Cavg and Ctrough projected using the 

dosing interval ending at W160

ORKA-001 (74d half-life): 300 mg W0, 4, Q6M

Skyrizi: 150 mg W0, 4, Q12W (approved regimen)ORKA-001 (50d half-life): 300 mg W0, 4, Q6M

1.7x

2.9x

Cavg (0-16W) Cavg (SS) Ctrough (SS)

1.2x

Even at a 50-day 

half-life, Q6M dosing 

with ORKA-001 is 

projected to give a 

significantly higher 

Cavg and Ctrough than 

Skyrizi

Base case is achievable even at lower end of predicted half-life
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ORKA-001 exposure could exceed SKYRIZI under a variety of half-life scenarios
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ORKA-001: 600 mg W0 (SC)

Skyrizi: 1200 mg W0, 4, 8 (IV) then 360 mg Q8W (SC)

13

ORKA-001 benefits from a large body of clinical evidence with 
IL-23 inhibition

Notes & Sources: Oruka modeling based on internal data and published pharmacokinetic model for Skyrizi; modeled Skyrizi exposure reflects approved regimen 

in ulcerative colitis; 2019 Khatri (Clin Pharmacol Ther); 2022 Thrake (Rheumatol Ther); 2022 Suleiman (Clin Pharmacol Ther); 2024 Thrake (Clin Pharmacol Ther)

Skyrizi regimen in UC establishes the safety of very high exposures 

>5x higher Cmax in 

ulcerative colitis regimen

Very uncommon to have clinical precedent in 

large numbers of patients for the safety of 

higher exposures

• Peak and average exposures of ORKA-001 dosed 

at 600 mg are multiples lower than those with 

approved Skyrizi regimens in IBD

• No correlations observed at the patient level 

between exposure and safety signals across 

>4,000 patients dosed with Skyrizi in 

clinical trials

All five IL-23p19 inhibitors with published data in 

psoriasis have performed as expected based on 

their biophysical properties

Base
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Sources: Weighted average of multiple independent surveys; N=32 practicing dermatologists for question on new patients; N=90 practicing dermatologists for 

question on current patients. Abbreviations: wAMD, wet age-related macular degeneration

In the “base case,” dermatologists would put half of new patients on

ORKA-001 even when accounting for entry of new oral medicines
Multiple examples support dosing as a 

major commercial differentiator: 

Increasing excitement about drugs with 

long dosing intervals:

• Positive Phase 3 results for depemokimab (GSK), 

ocrelizumab (Roche), lenacapavir (Gilead), all 

given twice-yearly 

• GSK acquired Aiolos for a long-acting YTE mAb 

targeting TSLP

Dermatologists view the “base case” as highly attractive
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Superior efficacy 1-year dosing interval Disease modification

Enabled by half-life 

extension

Higher exposure could 

drive higher PASI 100

Patient-specific dosing to allow 

for treatment-free remissions

Three potential upside scenarios for ORKA-001

Upside
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Notes: Cross-trial comparisons. Not placebo controlled. VOYAGE 1/2 Phase 3 trials tested Tremfya at 100 mg SC (W0, 4, Q8W) (FDA labeled dose)

Sources: 2017 Blauvelt (JAAD); 2017 Reich (JAAD); 2018 Gordon (Lancet); 2023 Blauvelt (WCD presentation)

KNOCKOUT evaluated 2-4x the approved Skyrizi dose… …and resulted in the highest PASI 100 rates observed to date
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Higher exposures drove higher efficacy in KNOCKOUT study

Upside
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Notes & Sources: Adapted from 2019 Khatri (Clin Pharmacol Ther) and Skyrizi BLA Multi-disciplinary Review (Fig. 20); KNOCKOUT pooled PASI 100 from 2023 

Blauvelt (WCD presentation); gray dots represent observed PASI 100 rates within each Cavg decile for Skyrizi; gray lines represent model-estimated probabilities 

for PASI 100 for Skyrizi derived from Khatri; for induction phase (0-16 weeks), model-estimated probabilities reflect all patients, and do not exclude Asian ethnicity
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ORKA-001 could drive higher efficacy based on KNOCKOUT and 
a consistent exposure-response trend across trials

Upside



©2024 Oruka Therapeut ics

4 16 28 40 52
0

20

40

60

Weeks

[A
b

] 
(μ

g
/m

L
)

18

KNOCKOUT-like exposures are possible with one dose per year

Notes & Sources: KNOCKOUT and ORKA-001 exposure from Oruka modeling based on internal data and published pharmacokinetic model for Skyrizi; 

ORKA-001 steady-state (SS) Ctrough projected using the dosing interval ending at W156; Skyrizi Ctrough at W52 from BLA Multi-disciplinary Review

With a 74-day half-life, 

ORKA-001 at one dose 

per year could match or 

exceed both KNOCKOUT 

early exposures and 

steady-state trough levels 

of standard Skyrizi dosing

ORKA-001 (74d half-life): 600 mg Q12M

Skyrizi: steady-state (W52) Ctrough in Phase 3 trials

Skyrizi: projected KNOCKOUT exposure (pooled)

Comparable or greater early exposure vs. KNOCKOUT Comparable or greater steady-state Ctrough vs. Skyrizi

Ctrough (SS)

(µg/mL)

2.00

1.52

Upside
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Anti-IL-23 acts upstream of disease-causing TRMs, 

and has a unique ability to deplete them from tissue
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Leading to long-lasting remissions after treatment 

withdrawal – pointing to possibility of disease modification
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longer responses associated 

with shorter duration disease
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Excitement growing in dermatology community to test disease modification potential of high anti-IL-23 

exposures early in disease – a perfect opportunity for ORKA-001 

 
 
 
 
 
 
 
  
 
  
 
 
 
  
  
 
 
  
 

 
 
 
 
  
 
 
  
 
 
 
  
 
 
  
 
 

Notes & Sources: Charts adapted from 2021 Mehta (J Invest Derm) (Fig. 5b) and 2022 Regnault (Am J Clin Dermatol) (Fig. 2b); 2022 Blauvelt (J Psoriasis 

Psoriatic Arthritis); 2023 Chiu (J Am Acad Dermatol). Abbreviations: TRM, tissue-resident memory T cell

Potential for disease modification or cure by depleting TRMs

Upside
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Interim PK 

in HVs
FPI Ph1a

16-week 

PsO data

Final PK 

in HVs

Phase 2

top-line 

readout

20

ORKA-001 development path sets up a catalyst-rich next 3 years

Notes: Average time from FIH to BLA/NDA reflects average of Skyrizi, Tremfya, Bimzelx, and Sotyktu

Abbreviations: FPI, first patient in; OLE, open-label extension

Potential for rapid de-risking, value recognition, and path to BLA 

• Interim PK data is highly validating, showing both basis for differentiation and early safety

• Validated clinical endpoints (e.g., PASI 100) show highly robust correlation between Phase 2 and 3

• Rapid timelines possible in PsO – average time from FIH to BLA/NDA is 6.5 years

Phase 2 PsO

Phase 1a/b HV & PsO
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ORKA-002:

potentially best-in-class anti-IL-17A/F
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IL-17A/F shows superior efficacy to IL-17A in PsO
Bimzelx has had a very strong launch, validating both 

IL-17A/F and the ability to differentiate in PsO 
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Additional 20-30% of 

patients reach PASI 100

Superior efficacy in other indications as well
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IL-17A/F dual blockade has emerged as the superior strategy

Notes & Sources: (left) Cosentyx: Ph3 trials in 2014 Langley (NEJM), Taltz: UNCOVER-3 Ph3 trial in 2016 Gordon (NEJM), Bimzelx: FDA Approval Label; 

sonelokimab: best-performing group in Ph2b trial in 2021 Papp (Lancet). (right) Jefferies (based on IQVIA data); shown as 2-week moving average; Bloomberg

Bimzelx consensus peak sales estimate of $4.5B
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The two leading IL-17A/Fs leave room for improvement

Sources: 2020 Adams (Front Immunol.); 2017 Glatt (BJCP); 2019 Svecova (JAAD); FDA and EMA Approval Labels; Company disclosures

Format

Minimal risk of 

neutralizing ADAs

Doses per year

(PsO maintenance)

Clear dose response

Full-length, dual targeting 

mAb

~15-25% of patients had 

ADAs; no clinical impact

Trivalent structure with nanobodies 

targeting IL-17A/F, IL-17F, and albumin

~30% of patients had ADAs in 

Phase 1; TBD in late-stage trials

Sonelokimab
No further development planned in PsO

Full-length, dual targeting, 

half-life extended mAb

Expected similar to Bimzelx

Expected similar to Bimzelx

ORKA-002
Target product profile
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ORKA-002 could be the best-in-class IL-17A/F inhibitor

Similar epitope to Bimzelx (bimekizumab) with equal or better potency

• Validated mechanism of action

• Binds IL-17A and IL-17F to prevent homodimer and heterodimer signaling

• Equal or greater affinity vs. bimekizumab

• Predicted equivalent safety

• Predicted to meet or beat efficacy

Novel IP for composition of matter into 2040s

Effector-null human IgG1 Fc

Half-life extension through validated Fc modification

• Higher exposure to increase efficacy

• Longer exposure to reduce dosing frequency (targeting 2-3 doses/year in PsO/PsA)
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ORKA-002 could be best-in-class in a $15B market

Best

target

Best

profile

Limited

competition

Rapid

development path

• Dual IL-17A/F inhibition 

has shown superior 

efficacy vs. IL-17A

• $15B+ in future market 

potential

• Skyrizi-like dosing 

intervals or longer

• Reduced biological risk 

by pursuing Bimzelx 

MoA

• Ph1 HV study de-risks 

PK and dosing interval

• Potential for rapid 

development path – 

Bimzelx took ~6 years 

from IND to BLA

• Few other IL-17A/F 

inhibitors in 

development

• Lengthy timeline to 

biosimilar entry



Corporate
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Runway through multiple inflection points across the pipeline

Abbreviations: FPI, first patient in
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$275M raise supports company through multiple clinical inflection points

Interim PK 

in HVs
FPI Ph1a

16-week 

PsO data
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Board of Directors

Joana Goncalves
CMO

Laura Sandler
SVP, Operations

Joe Senn
SVP, Nonclinical R&D

Lawrence Klein
CEO

Arjun Agarwal
SVP, Finance

Paul Quinlan
General Counsel

Andrew Blauvelt
Chair, SAB

Rajiv Panwar
VP, Head of CMC

Christopher Finch
VP, Corp Dev & Strategy

Alan Lada
VP, Investor Relations

Peter Harwin
Managing Member, 

Fairmount

Carl Dambkowski
CMO, Apogee 

Therapeutics

Cameron Turtle
CEO, Spyre 

Therapeutics

Sam Kulkarni
CEO & Chairman,

CRISPR Therapeutics

Lawrence Klein
CEO, Oruka 

Therapeutics

Kristine Ball
CEO, Antiva 

Biosciences

Building rapidly with backing from Paragon



©2024 Oruka Therapeut ics 29

Capitalization following close of merger with ARCA

Notes: Please refer to ABIO and ORKA SEC filings for additional information. (1) On an as-converted basis and following the 12:1 reverse stock split carried out in connection with the merger; (2) Oruka completed a 

$275M private investment from a syndicate of healthcare investors in connection with the merger; (3) Includes shares of common stock underlying pre-funded

warrants and Series B non-voting convertible preferred stock, and excludes stock options and warrants held by employees, directors, and service providers

ARCA biopharma

Oruka Therapeutics

Private financing2

• Shares of common stock

• Shares of common stock

• Series B shares

• Shares of common stock

• Pre-funded warrants

2.4%

97.6%

Approximate ownership

 
 
 
 
 
 
 
  
 
  
 
 
 
  
  
 
 
  
 

 
 
 
 
  
 
 
  
 
 
 
  
 
 
  
 
 

 
 
 
 
 
 
 
  
 
  
 
 
 
  
  
 
 
  
 

 
 
 
 
  
 
 
  
 
 
 
  
 
 
  
 
 

Common stock and 

common stock 

equivalents

1.2M

5.4M

11.4M

22.8M

5.5M

Number of shares1

46.3M• Total shares outstanding3

As of September 3, 2024
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