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Background: Oral CAP offers convenience as a palliative
chemotherapeutic option, however, diarrhea and HFS may
compromise its efficacy. Pts in USA cannot tolerate CAP 1,250
mg/m? BID D1-14 without experiencing toxicities. PHY906, a
traditional Chinese botanical formula has shown synergistic
anti-tumor activity with CAP as well as cytoprotective anti-
diarrheal effect in preclinical and phase I studies (ASCO 2007,
2008). These data provide a strong rationale for extending
this combination into PC.

Methods: PC pts with prior gemcitabine received CAP 1,500
mg/m? BID D1-7 and PHY906 800 mg/m? BID D1-4 q 2 wks.
AEs were assessed per NCI CTCAE v3.0 and response per
RECIST q 6 wks. Primary objective was OS and secondary aim
to determine effect of PHY906 on cytokines and chemokines
including IL-2, IL-4, IL-5, IL-6, IL-10, MCP-1, TNF-a, IFN-g, VEGF,
FGF-B, GM-CSF, G-CSF using a cytometric bead array assay.

Results: Twenty-five pts were enrolled: 25 received study
drug (evaluable for safety); 23 received at least 1 cycle
(evaluable for efficacy). Median age was 60yr (range 45-84),
10 Fand 15 M, with a median ECOG PS of 1 (range 0-2).
Predominant AEs included grade 3 diarrhea (n = 3), grade 3
fatigue (n = 3) and grade 3 HFS (n = 1). Among 23 pts, 2
achieved PR (9%), 10 had stable disease (43%) resulting in

https://ascopubs.org/doi/abs/10.1200/jc0.2010.28.15_suppl.e14540

Phase II study of PHY906 plus capecitabine (CAP) in pts with gemcitabine-refractory pancreatic cancer (PC) and measurement of cytokines. | Journal o...

6 84 o ¥

LogIn Submit E-Alerts Subscribe
OpenAthens/Shibboleth »

OPTIONS & TOOLS

Export Citation
Track Citation

Add To Favorites

Rights & Permissions

COMPANION ARTICLES

No companion articles

ARTICLE CITATION

DOIL:

10.1200/jc0.2010.28.15_suppl.e 14540
Journal of Clinical Oncology 28,

no. 15_suppl

Published online May 20, 2010.

WE RECOMMEND

Effect of PHY906 on capecitabine
(CAP)-induced diarrhea in patients
with GI malignancies

C.J. Hoimes et al., ] Clin Oncol, 2016

A phase II study of capecitabine
(CAP) plus PHY906 in patients (pts)
with advanced pancreatic cancer
(APC)

M. W. Saif, ] Clin Oncol, 2016

Up-regulation of thymidine
phosphorylase (TP) by radiotherapy
(RT): a phase I study of capecitabine
(CAP) with concurrent RT for pts
with locally advanced (LA)
pancreatic cancer (Pan Ca)

M. W. Saif et al., ] Clin Oncol, 2016

Phase I dose-escalation trial
investigating the safety and
tolerability of EPO906 plus
gemcitabine in patients with
advanced cancer

J.J. Rinehart et al., ] Clin Oncol, 2016

Sequential capecitabine-based
treatment of patients with
metastatic colorectal cancer (MCRC)

1/3


https://ascopubs.org/journal/jco
https://ascopubs.org/loi/jco
https://ascopubs.org/toc/jco/28/15_suppl
https://ascopubs.org/author/Saif%2C+M
https://ascopubs.org/author/Li%2C+J
https://ascopubs.org/author/Lamb%2C+L
https://ascopubs.org/author/Kaley%2C+K
https://ascopubs.org/author/Bussom%2C+S
https://ascopubs.org/author/Carbone%2C+R
https://ascopubs.org/author/Elligers%2C+K
https://ascopubs.org/author/Krishnamoorthy%2C+S
https://ascopubs.org/author/Liu%2C+S
https://ascopubs.org/author/Cheng%2C+Y+C
https://ascopubs.org/servlet/linkout?type=rightslink&url=startPage%3D1%26pageCount%3D0%26copyright%3Dby%2Bthe%2BAmerican%2BSociety%2Bof%2BClinical%2BOncology%26author%3DM.%2BSaif%252C%2BJ.%2BLi%252C%2BL.%2BLamb%252C%2Bet%2Bal%26orderBeanReset%3Dtrue%26imprint%3DWolters%2BKluwer%26volumeNum%3D28%26issueNum%3D15_suppl%26contentID%3D10.1200%252Fjco.2010.28.15_suppl.e14540%26title%3DPhase%2BII%2Bstudy%2Bof%2BPHY906%2Bplus%2Bcapecitabine%2B%2528CAP%2529%2Bin%2Bpts%2Bwith%2Bgemcitabine-refractory%2Bpancreatic%2Bcancer%2B%2528PC%2529%2Band%2Bmeasurement%2Bof%2Bcytokines.%26numPages%3D0%26pa%3D%26issn%3D0732-183X%26publisherName%3DWoltersKluwer%26publication%3Djco%26rpt%3Dn%26endPage%3D0%26publicationDate%3D05%252F20%252F2010
https://ascopubs.org/action/showCitFormats?doi=10.1200/jco.2010.28.15_suppl.e14540
https://ascopubs.org/action/addCitationAlert?doi=10.1200/jco.2010.28.15_suppl.e14540&referrer=/
https://ascopubs.org/personalize/addFavoritePublication?doi=10.1200/jco.2010.28.15_suppl.e14540
https://ascopubs.org/journal/jco
https://signin.asco.org/oauth2/aus1goap5nQ33vo7A297/v1/authorize/?client_id=0oa1lqh0mhJversiO297&response_type=code&scope=openid%20profile%20email&state=%2Fdoi%2Fabs%2F10.1200%2Fjco.2010.28.15_suppl.e14540&redirect_uri=https%3A%2F%2Fascopubs.org%2Faction%2FssoReturn
http://www.editorialmanager.com/jco-ascopubs/default.aspx
https://apps.asco.org/EmailPreferences/Home/UpdateWithLogin?cat=53
https://ascopubs.org/jco/site/subscriptions/subscribe.xhtml
https://ascopubs.org/login-via-institution
https://ascopubs.org/doi/abs/10.1200/jco.2010.28.15_suppl.e14540
http://ascopubs.org/doi/abs/10.1200/jco.2009.27.15s.e20595?utm_medium=cpc&utm_campaign=J_Clin_Oncol_TrendMD_0&utm_source=TrendMD
http://ascopubs.org/doi/abs/10.1200/jco.2009.27.15s.e15508?utm_medium=cpc&utm_campaign=J_Clin_Oncol_TrendMD_0&utm_source=TrendMD
https://ascopubs.org/doi/10.1200/jco.2004.22.90140.4104?utm_medium=cpc&utm_campaign=J_Clin_Oncol_TrendMD_0&utm_source=TrendMD
http://ascopubs.org/doi/abs/10.1200/jco.2004.22.90140.3100?utm_medium=cpc&utm_campaign=J_Clin_Oncol_TrendMD_0&utm_source=TrendMD
http://ascopubs.org/doi/abs/10.1200/jco.2004.22.90140.3631?utm_medium=cpc&utm_campaign=J_Clin_Oncol_TrendMD_0&utm_source=TrendMD
https://twitter.com/ASCO_Pubs
https://ascopubs.org/toc/jco/0/0
https://careercenter.asco.org/?jco
https://ascopubs.org/coronavirus

6/28/2021

disease control rate of 52%. All intent-to-treat pts reached
mPFS of 10 wks (r: 0.4-51) and mOS of 12 wks (r: 0.4-63). For
18 pts who received > = 2 cycles, mPFS was 13 wks and mOS
31 wks. 9-mth survival rate was 22%. Preliminary correlative
studies showed that none of the cytokines except serum IL-6
was reversely correlated with survival. QOL data is currently
under evaluation.

Conclusions: This is the first clinical study to evaluate a
botanical drug PHY906 plus CAP in PC. Our results suggest
that PHY906 can increase therapeutic index of CAP by
reducing diarrhea and HFS. This combination appears a safe
and feasible salvage therapy after gemcitabine failure and
warrants further investigation in a randomized study against
CAP. Recent studies have indicated role of IL-6 in tumor
progression and tumor cachexia, suggesting a need to
investigate its relation to pathophysiology of PC and
development of anti-IL-6 therapeutics.
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