
 

 

 

Protocol Title: A Phase 1b Study of Ruxolitinib in Combination with PU-H71 for the Treatment of Subjects with 

Primary Myelofibrosis (PMF), Post-Polycythemia Vera MF (Post-PV MF), and Post-Essential Thrombocytopenia 

(Post-ET MF) 

 

Target Population: Myelofibrosis can be Primary Myelofibrosis (PMF), Post-Polycythemia Vera Myelofibrosis 

(post-PV MF), or Post-Essential Thrombocythemia Myelofibrosis (post-ET MF) 

 

Summary: A multicenter 2-part, Phase 1b study designed to assess the safety, tolerability, PK, and preliminary 

efficacy of PU-H71 (dihydrochloride salt) in subjects taking concomitant Ruxolitinib. The first part (Dose 

Escalation) will employ a standard 3+3 dose escalation design to determine MTD. The second part of the study 

(Dose Confirmation) will confirm the RP2D in an expanded population. 

 

Key Inclusion Criteria: 

 Subject has a confirmed diagnosis of Myelofibrosis, including PMF, post-PV MF, and post-ET MF. 

 Subject has been receiving Ruxolitinib therapy for intermediate or high-risk Myelofibrosis for > 6 Months prior 

to enrollment and a stable daily dose > 5 mg twice daily (BID) >2 Months prior to enrollment. 

 Subject has MF with evidence of persistent disease despite Ruxolitinib monotherapy treatment, consisting of: 

o Persistent or worsening disease-related symptoms, including but not limited to fatigue, pruritus, night 

sweats, early satiety, and other symptoms as determined by MPN-SAF TSS score of > 20 points; AND 

o Documented splenomegaly of at least 5 cm below the costal margin as measured on inspiration by 

physical exam. 

 Subject has an ECOG performance status of 0-2. 

 Acceptable pre-study organ function during screening. 

 

Key Exclusion Criteria: 

 Subject has known active liver disease, including viral hepatitis or cirrhosis. 

 Subject has known or suspected HIV or other active infections requiring acute or chronic treatment with 

systemic antibiotics. Conditions requiring topical antibiotics are acceptable. 

 Subject has a QTcF > 480 ms (corrected) in the screening or baseline ECG. 

 Subject has LVEF ≤ 50%, or below institution's lower limit of normal (whichever is lower) by ECHO or 

MUGA Scan. 

 Subject has a history (or family history) of long QT syndrome. 

 Subject has coronary artery disease with an ischemic event within 6 Months prior to enrollment. 

 Subject has a permanent cardiac pacemaker. 

 Subject has history of a second primary malignancy except for the following (if appropriately treated and 

considered cured): Stage I Endometrial, surgically treated Cervical or Prostate Carcinoma, and Non-melanoma 

skin cancer. 

 Subject has significant uncontrolled medical condition within 6 months prior to enrollment, as determined by 

the investigator. 

 Subject has concurrent participation in any interventional studies within 30 Days of first dose of study drug. 

 Subject has uncontrolled diabetes mellitus, in the judgment of the Principal Investigator. 

 Subject has an active ocular condition that in the opinion of the investigator may alter visual acuity during the 

course of the study (i.e., ocular inflammatory disease etc.) or a history or anticipation of major ocular surgery 

(including cataract extraction, intraocular surgery, etc.) during the study. 

 

Contacts: 

Principal Investigator: Laura Finn, MD  
Research Nurses (RN): Elise Curry (elisemarie.curry@ochsner.org, ext. 28084) 

           Amanda Woolery (amanda.woolery@ochsner.org, ext. 20275) 

For additional information: https://clinicaltrials.gov/ct2/show/NCT03373877  
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