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PRESS RELEASE 

 

 
Advanced Accelerator Applications (AAA) Announces Pivotal Phase 3 
NETTER-1 Study of Lutathera in Patients with Midgut Neuro Endocrine 

Tumors Meets Primary Endpoint and Data will be Presented in 
Presidential Session at the European Cancer Congress 2015  

 
-- FDA Grants Priority Review to AAA’s New Drug Application for Somakit-TATE, 

Lutathera’s companion PET (Positron Emission Tomography) Diagnostic -- 
 

 
16 September 2015, Saint-Genis-Pouilly, France – Advanced Accelerator Applications (AAA), an 

international specialist in molecular nuclear medicine, today announced that the pivotal Phase 3 

NETTER-1 clinical study investigating the treatment of Lutathera (177-Lu-Dotatate) in patients with 

inoperable, progressive, somatostatin receptor positive midgut Neuro Endocrine Tumors (midgut 
NETs) has met its primary endpoint, demonstrating a statistically significant and clinically meaningful 

increase in progression-free survival for Lutathera versus a double dose of Sandostatin LAR. The 

pivotal Phase 3 study results will be presented for the first time on Sunday, September 27, 2015, at 
the European Cancer Congress (ECC) 2015 in Vienna, Austria.  

 

The late-breaking abstract was chosen to be presented in one of three Presidential sessions, and 
has also been selected to be featured as part of the official media program at ECC 2015.  

 

The details of the presentation are as follows: 

 
Abstract 6LBA: Late-Breaking Abstract: 177-Lu-Dotatate significantly improves progression-

free survival in patients with mid gut neuroendocrine tumours: Results of the phase III 

NETTER-1 trial 
Speaker: Prof. Philippe Ruszniewski, M.D       

Presidential Session II (Hall D1) 

Sunday, September 27, 2015 

Session from 14:45-16:55 CEST (8:45-10:55 a.m. EDT); presentation expected to begin at 16:15 
CEST (10:15 a.m. EDT) 

 

Stefano Buono, CEO of AAA, clinical study investigator Prof. Philippe Ruszniewski, and Josh 
Mailman, an active member of the NET patient community, will be available onsite at the conference 

for interviews.  

 
The press conference webcast will be available on September 27, from 7:00am CET onwards at 

http://www.europeancancercongress.org/Webcasts-Photos. 

 
Other important news announced by AAA today is that the U.S. Food and Drug Administration (FDA) 

has granted Priority Review to AAA’s New Drug Application (NDA) for SomaKit-TATE, a patented Kit 

for the preparation of 
68

Ga-DOTATATE for injection, which is in development to help diagnose and 
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CERN-MEDICIS	
“Studies	for	the	production	of	key	radioactive	isotopes	for	medical	diagnostics”	

–	–	–	Letter	of	Support	–	–	–		
	

To	whom	it	may	concern,	

it	is	with	great	interest	that	the	European	Association	of	Nuclear	Medicine	(EANM)	learnt	about	the	

CERN-MEDICIS	facility	and	the	“Studies	for	the	production	of	key	radioactive	isotopes	for	medical	

diagnostics”	in	particular.		

The	EANM	is	following	the	progress	of	this	initiative	with	considerable	interest	and	endorses	its	core	

objectives.	Specifically,	the	EANM	sees	great	merit	in	the	pan-European	dimension	of	the	project,	

which	aims	at	making	the	produced	radioisotopes	accessible	to	a	wider	European	community.		

	

The	development	of	innovative	medical	isotopes	is	one	of	the	central	drivers	for	advancing	the	

nuclear	medicine	and	molecular	imaging	procedures,	from	a	diagnostic	and	therapeutic	point	of	

view.	The	outstanding	results	achieved	in	pre-clinical	research	are	translated	into	every	day	practice	

of	our	specialty	and	henceforth	secure	even	better	treatments	for	the	benefit	of	our	patients.	

	

Therefore,	the	EANM	highly	appreciates	the	initiative	of	enlarging	the	scope	and	reach	of	the	CERN-

MEDICIS	facility	and	explicitly	expresses	its	support	for	this	endeavor.	Since	it	seems	to	us	timely	and	

important,	we	would	be	highly	interested	in	staying	informed	about	the	project.	

Sincerely,	

Dr.	Kristoff	Muylle	
EANM	President	2017-2018	

on	behalf	of	the	EANM	Board	

About	the	EANM	

The	European	Association	of	Nuclear	Medicine	(EANM)	is	a	medical,	non-profit	organization	based	in	

Vienna/Austria	being	the	largest	organisation	dedicated	to	nuclear	medicine	in	Europe.	It	was	

founded	in	1985,	by	a	merger	of	the	“Society	of	Nuclear	Medicine	Europe”	and	the	“European	

Nuclear	Medicine	Society”.	Keeping	the	twin-track	approach	by	offering	both,	individual	and	society	

membership,	the	EANM	nowadays	has	more	than	3,200	individual	members	and	41	member	

countries,	representing	more	than	9,000	specialists	in	Europe	–	comprising	of	physicians,	physicists,	

radiochemists,	technologists,	biologists	as	well	as	other	scientists.	Being	the	European	umbrella	

organization	in	the	field,	the	EANM	naturally	caters	the	needs	of	a	community	much	larger	than	

these	numbers	may	suggest	and	reaches	out	beyond	the	borders	of	Europe.	 

MEDICIS - PROMED project
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CERN-MEDICIS Principle:

Isotope production in the HRS beam dump

and mass separation in the lab
spallation

fragmentation

fission

1.4 GeV protons

1000+ isotopes
of 70+
chemical elements
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Groundbreaking ceremony

3rd September 2013

Building reception

15th October 2014

Installation of beamline and laboratory:  

ongoing
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The facility today and the remaining Work Packages 

Commissioning & start-up end 2017 *

*Pending budget, management and safety clearance 
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From the last project review : Phase I + Phase II 

EDMS 1572421

1 collection point

Standard target design

Standard beam instrument box

Laboratory with reduced equipment

Phase II
(3 collections, BI, target, lab) 
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Some milestones

Magnet from Leuven refurbished Ventilation and cooling

Remote handling : Robot + Rail Conveyor

Personal Protection System (PPS):

Commissioned last week 
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Detailled planning review



27th June 2017 - ISCC T. Stora EN-STI 8

• Starting-up:

• Stable commissioning in September

• Start with low isotope activities irradiated at CERN and at ILL 

(169Er) in October/November.

• Meeting soon to clarify Collab budget + start-up

Tentative commissioning & operation planning
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Safety clearance

• Descriptive and draft demonstrative parts of the safety file has been 

handed over and comments received.

• Request to visit by OFSP, the Swiss authorities, for end of 

August/beginning of September.
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• Dr. Forni (Clin. Carouge, Geneve)

• Prof. Morel, Prof. Buehler, Prof. Ratib* (HCUGE, Geneve)

• Prof. R. Jolivet ( CERN/UNIGE, Geneve )

• Prof. D. Hanahan (ISREC, EPFL, Lausanne)

• Prof. J. Prior (CHUV, Lausanne)

• Prof M. Huyse, prof. P. van Duppen, prof. T. Cocolios (KUL, Univ. Leuven)

• Prof. S. Lahiri (SINP, Kolkata)

• Prof. A. Goncalves, Prof. A. Raucho (CT2N, Lisbon)

• Prof. F. Haddad  (ARRONAX)

• Dr. F. Bruchertseifer, Dr. A. Morgenstern (JRC-ITU, Karlsruhe)

• Prof. S. Judge, Prof P. Regan, (National Physical Laboratory, Surrey)

• Dr. N. Vd Meulen,Dr.  C. Mueller (Paul Scherrer Institut, Villingen)

• Dr. U. Koester (ILL, Grenoble)

• Prof. Siem (Univ. Oslo)

• Prof. Wendt (Univ. Mainz)

• FABIS (if grant)

• EANM (under discussion)

• ISOLDE GL (ex-officio)

CERN-MEDICIS partners



Thank you

See you at 4pm for the visit
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RESERVE
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Phase II : New systems

3 collection points:

Electrostatic switchyard

Beam diagnotic box
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Phase II : remaining work packages

LISOL Separator WP holder  Budget Manpower 

Target S. Marzari EN-STI 60 1 FTE missing 

Switch Yard S. Marzari EN-STI 120 Available 

Collection Chamber T. Stora EN-STI 100 Available 

Wide range Instrumentation box W. Andreazza BE-BI 100 Available 

Laboratory Equipment T. Stora EN-STI 180 Available 

 

Total: 0.6MCHF

Presently not available

Pending decision from ATS sector management

Table edited from detailled discussions with WP holders

Included in Management Report EDMS 1572421

In circulation next week
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Phase I : Planning

Work 

Package/Planning

16-I 16-II 16-III 16-IV 17-I 17-II 17-III 17-IV

PHASE I

Ventilation DSO t

Safety alarm systems

RP monitoring

Shielding, air locks

Access/interlock

Safety file File Review Permit

Power converters *

Cooling

Magnet

Target

Front End

Collection box

Beam Instr box standard

Separator control

Vacuum

Lab equipment

Commissioning

Operation Phase I

* Synergy with ELENA project

Table edited

from detailled discussions 

with WP holders

Included in Management

Report EDMS 1572421

In circulation next week for

approval by GLs


