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INNATE PHARMA ANNOUNCES PHASE IIa RESULTS 
WITH IPH 1101 AS SECOND LINE MONOTHERAPY  

IN METASTATIC RENAL CELL CARCINOMA 

• Primary efficacy endpoint not reached 
• Secondary endpoints reached: very good safety profile and robust dose-

dependent γδ T cell amplification  
• Other Phase I/II and IIa trials in cancer ongoing 

Marseilles, France, May 23, 2008 

Innate Pharma SA (the “Company” ; Euronext Paris: FR0010331421 – IPH), a 
biopharmaceutical company developing first-in-class drugs targeting the innate immune 
system, today announces results for its Phase IIa study with IPH 1101, an agonist of gamma 
delta T cells, as a second line monotherapy in metastatic renal cell carcinoma (“mRCC”). 
Whereas the primary efficacy endpoint, progression-free survival rate at 12 weeks, was not 
reached, the product was well tolerated and triggered a robust pharmacodynamic effect, 
confirming the dosage chosen for other clinical trials.  

“The results of this Phase IIa study show a strong pharmacodynamic effect in terms of gamma 
delta T cell amplification and the regimen is associated with a very good safety profile” said Pr. 
Bernard Escudier, coordinating investigator of the study. He added: “Although the observed 
anti-tumor activity is not sufficient to support further development in advanced mRCC in 
monotherapy, these results warrant testing the activity of the drug candidate in other, more 
favorable, indications and regimens.”  

Hervé Brailly, CEO of Innate Pharma, added: “The confirmation of the good safety profile and 
of the robust pharmacodynamic effect is an important step in the development of IPH 1101. 
We are confident in the development of the product. The Phase IIa exploratory program is 
ongoing, and first efficacy data in other indications and combination regimens should be 
obtained by the end of 2009. Those data will be the basis for the future development and 
potential business partnering for this drug candidate.” 

Conference call: Innate Pharma management will be hosting a conference call to 
discuss these results today, at 10 am (Paris time) in French and at 11 am (Paris 
time) in English. Investors, journalists and financial analysts are invited to 
participate in the conference call by dialing +33 (0)1 72 28 25 82 for the conference 
in French and +33 (0)1 72 28 25 87 for the conference in English. 

About the IPH 1101-201 study: 

The D004-201 (“IPH1101-201”) study was a randomized, stratified, two-arm (68 patients 
scheduled) Phase IIa trial. The objective was to evaluate IPH 1101 associated with two different 
low doses of Interleukin-2 (“IL-2”), in patients presenting a metastatic renal cell carcinoma in 
second line after failure of a previous immunotherapeutic treatment for metastatic disease.  

IPH 1101 was administered through IV infusion at a dose of 750 mg /m² on day 1 of 
successive 3 week cycles, associated with two different low doses of IL-2 (1 Mio IU/m² in arm 
A, and 4 Mio IU /m² in arm B), given subcutaneously on the first five days of each cycle. IL-2 
was associated with IPH 1101 so as to induce the amplification of the γδ T cell population. IL-2 
alone at these dose levels has not been reported to have a clinical effect in mRCC. 

The primary endpoint of this trial was the evaluation of the treatment effect on disease 
progression, as measured by progression-free survival rate at 12 weeks. An objective of 75% 
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patients stable at 12 weeks had been set as the activity threshold to be used for taking the 
decision of continuing the development in this setting.  

Secondary endpoints of the study were to select the optimal dosage of IL-2 to be used in 
association with IPH 1101 for the Phase II and III trials, to confirm the safety profile of this 
association in a large population and to assess its biological activity. 

The enrolment for this study (69 patients) was completed in December 2007.  

The most relevant data are as follows: 
• The characteristics of the population were well balanced in the two arms with respect to 

disease status and prognosis factors. 35 and 34 patients were included in arm A and 
arm B respectively.  

• Tumor responses were evaluated by an independent centralized review for 67 patients 
to date. Four patients were non-evaluable (two in each arm). The per protocol analysis 
showed a rate of progression-free patients at 12 weeks of 35% in arm A and of 50% in 
arm B. The median progression-free survival (“PFS”) was 7 weeks in arm A and 15 
weeks in arm B. These differences were however not statistically significant.  

 Number  of evaluable  patients Patients with stable disease at 12 weeks
Arm  A 31 11 
Arm  B 32 16 

• Secondary endpoints:  
(i) a confirmed good tolerance for IPH 1101 in combination with both doses of IL-2. 

Only 4 serious adverse events in 3 patients possibly or probably related to the 
regimen were reported. Other adverse events related to the regimen were mainly 
transient, of mild or moderate intensity, with a higher incidence in arm B. 

(ii) a marked immunologic and pharmacodynamic effect, as observed by the 
amplification of the γδ T cell.  
The median rate of γδ T cell amplification was higher in arm B (dose of 4 Mio IU 
/m² of IL-2) compared to arm A (dose of 1 Mio IU /m² of IL-2) with a strong 
statistical difference (p<0.0001). A difference was observed at least until the third 
cycle of administration. 
This γδ T cells amplification was associated with an important release of cytokines. It 
was also shown that the γδ T cell of the patients, when re-stimulated ex vivo, are 
capable of maintaining their immunological and anti-tumoral properties.  
 

Increase in γδ-T cells 
at the first amplification cycle 

compared to pre-dose level 
(p<0,0001) 

 

These results will be presented today at the Gamma Delta T cell Conference held in Marseilles. 
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About the IPH 1101 clinical development program: 

Other Phase I/II and IIa trials with IPH 1101 targeting combination approaches in other 
indications are ongoing (see the summary of ongoing Phase I/II and IIa clinical trials available 
on the Company’s website, in the section related to IPH 1101, at www.innate-pharma.com).  

About IPH 1101: 

IPH 1101 is the most advanced drug candidate of the γδ T cell platform - one of Innate 
Pharma's three platforms currently under development. This platform is constituted by a family 
of agonists of Vγ9Vδ2 T lymphocytes, a non-conventional T cell population. 

IPH 1101 is a chemically-synthesized structural analog of non-conventional bacterial 
phosphoantigens which specifically activate the Vγ9Vδ2 T cell subset. The compound has been 
developed for intravenous delivery in association with subcutaneous, low-dose IL-2.  

IPH 1101 potentiates the direct cytotoxic activity of Vγ9Vδ2 T cells against a large number of 
tumor cell lines and also triggers the synthesis of pro-inflammatory cytokines - thus inducing 
the recruitment of other cell effectors and facilitating implementation of an adaptive response. 
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About Innate Pharma: 

Founded in 1999 and funded by reference venture capitalists up to its IPO on Euronext in Paris 
in 2006, Innate Pharma S.A. (Euronext Paris: FR0010331421 – IPH) is a biopharmaceutical 
company developing first-in-class* drugs targeting innate immunity.  

The pioneering work of Innate Pharma’s scientific founders and research groups has led to the 
development of three product platforms (gamma delta T cells, NK cells and TLR), each directly 
or indirectly validated in clinical oncology settings. 

Besides oncology, Innate Pharma’s drug candidates have development potential in the 
treatment of infectious disease and chronic inflammation. The company's most advanced 
molecule, IPH 1101, is in Phase II clinical trials in several indications in cancer and infection 
diseases.  

With its strong scientific position in innate immunity pharmacology, its robust intellectual 
property portfolio and its R&D expertise, Innate Pharma intends to become a leading player in 
the rapidly growing immunotherapeutics market.  

Based in Marseilles, France, Innate Pharma had 91 employees as of March 31, 2008. 

 
Practical Information: 

ISIN code  
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FR0010331421 

IPH 

 
Disclaimer: 

This press release, and the information contained herein, does not constitute an offer to sell or 
a solicitation of an offer to buy or subscribe for shares in Innate Pharma in any country.   
 
For any additional information, please contact: 
 
Innate Pharma  
Laure-Hélène Mercier,  
Director, Investor Relations  

Patrick Squiban,  
MD, Chief Medical Officer 

Phone: +33 (0)4 88 66 05 87 Phone: +33 (0)4 96 19 05 42 
lmercier@innate-pharma.fr patrick.squiban@innate-pharma.fr 
 
Alize Public Relations 
Caroline Carmagnol 
Phone: +33 (0)1 41 22 06 59 
Mob: +33 (0)6 64 18 99 59 
caroline@alizerp.com 
 

 

                                          
* with new mechanisms of action. 


