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Selinexor: Novel Oral Anti-Cancer Agent 
Restores Tumor Suppressors & Reduces Oncoproteins
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Karyopharm’s Broad Therapeutic Pipeline
AREA OF THERAPY

Selinexor and Dexamethasone + Bortezomib, Pomalidomide, 
Lenalidomide or Daratumumab

PRECLINICAL PHASE III

Liposarcoma

Gynecologic Malignancies

Glioblastoma

Diffuse Large B-cell Lymphoma

Multiple Myeloma

Hematological Malignancies – Oral Selinexor

Solid Tumors – Oral Selinexor
SEAL: Selinexor vs. Placebo

SIGN: Selinexor

KING: Selinexor

SADAL: Selinexor

Additional Oncology Programs

Other Indications

PHASE I PHASE II

KPT-8602 
Oral 2nd Generation SINETM Compound

KPT-9274 
Oral Dual PAK4/NAMPT Inhibitor

Verdinexor† (KPT-335)
Oral SINE™ Compound

KPT-350
Oral SINE™ Compound

MM, MDS, CRC, PrC

Solid Tumors & Lymphoma 

Influenza & Other Viruses

ALS, MS, DMD, TBI 
& Other Indications

† Also subject to an ongoing New Animal Drug Application being 
submitted to FDA’s Center for Veterinary Medicine, in partnership 
with Anivive Lifesciences, Inc. for the treatment of canine lymphoma.

STORM: Selinexor and Dexamethasone

BOSTON: Selinexor, Bortezomib and Dexamethasone vs. Bortezomib and Dexamethasone
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STOMP: 
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Percentage of *Active Oncology studies in the Nordic Region

93,23%

2,46%

1,27%

2,07%

0,93%

0,04%

Rest of World

Denmark

Norway

Sweden

Finland

Iceland

*Active clinical trials include : recruiting, not yet recruiting, active not enrolling, and enrolling by invitation (clinical trials.gov)
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As growth and spending continue to lead in the oncology space through 2021, 
the major Nordic countries account for just 6.73% of active clinical trials
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GLOBAL INVOLVEMENT OF THE DHMA, GUIDANCE & SUPPORT

• DHMA initiated a for cause inspection to a PV vendor in Europe (ex Nordic)

• DHMA joined the local EU agency in the inspection of the PV vendor (ex Nordic)

• DHMA (on behalf of EMA) conducted a joint inspection with the FDA of the sponsor in the US

• Sponsor is working with both agencies to resolve all findings

• The DHMA is very cooperative providing direct access, continuous  guidance and support to the 
sponsor on acceptable resolutions applicable for EU
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Running Clinical Studies in Nordic Countries - Advantages
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• Regulatory: knowledge and accessible rapporteurs  

• Timelines: short regulatory timelines of 5 weeks

• Sites: well known and highly active clinical sites

• Language: most PIs and study teams speak and understand English fluently 

• Centralized oncology treatment: 

large catchment areas by a small, well defined number of sites

• Investigators: very experienced Investigators and site stuff

• Ethics: relatively on time and cooperating ethic committees
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Running Clinical Studies in Nordic Countries - Challenges
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• Geography: sizable distances between sites

• Population: later phase studies (≥Ph2b) usually need to include regions outside of 
the Nordic countries

• Budget perception: on the high side

• Enrolment statistics: can be improved


