Newsletter June 2018

The E3-3036 IAEA study on TACE versus SBRT for hepatocellular carcinoma

Thank you for your contributions to the investigator meeting in Aarhus 16-18 April 2018. The protocol is now
open in a number of centers and we urge you to start including your patients in the study.

During the meeting, we decided to do the following changes of the protocol:

e  Follow-up at 3 months was postponed to 4 month (Three TACE sessions are allowed. Thus, the first
follow-up scan for TACE-patients can be at 4 months. This should be similar for the SBRT-patients. The
4 months follow-up is the first time-point where a progression can be declared.

e |tis allowed in the SBRT-arm to perform a CT-scan for follow-up at 2-3 months, but a failure will the be
dated at the 4-month follow-up.

e  Base-line assessment of the Child-Pugh score should be within 6 weeks and lab tests should be within 2
weeks from randomization/inclusion.

e When conventional TACE with Lipiodol is used, the abdominal CT may be supplemented by MRI of the
liver.

e  Following the meeting, Dr Nitin Shetty (Tate Memorial) has revised the description of the DEB-TACE
and c-TACE procedures.

In addition, a questionnaire for assessment of the quality of the TACE procedures — similar to the one on the
SBRT - has been designed by Dr Nitin Shetty. It will be circulated to the interventional radiologists participating
in the trial.

A revised version of the protocol is attached to the newsletter.

User/password for www.SBRT.dk

Your Username is the e-mail address that you have registered to the IAEA. If you have not already registered,
you will receive a personal mail where you will be requested to create your password. Please respond instantly
to this mail. Additional personal from your center (radiation oncologist/interventional radiologist/ research
nurse) may register as well at the www.sbrt.dk.

eCRF

Once the patients has been successfully randomized, the ON-STUDY eCRF should be completed. When the
patient has received his treatment, the SBRT/TACE eCRF should be done. Similarly FOLLOW-UP forms etc.
should be done during follow-up. They can all be found on the www.SBRT.dk. You will only have access to your
own patients.

Status of the participating centers:

Dummy run TACE QA Reference IROC PRC User/password Start # pts per
dosimetry for www.sbrt.dk year
NCl, Cairo Yes 31/518 Yes YES YES YES Feb 18 20
Delhi Yes 31/518 Yes ? Yes YES Apr 18 12



http://www.sbrt.dk/

Tata Yes 31/518 Yes ? Yes - Apr 18 6
Memorial

Mumbai

Shanghai Yes 31/518 - (31/5) ? Yes - June 18 12
Bangkok Yes 31/518 Yes ? Yes - Apr 18 12
Seoul - 31/518 Yes ? Yes - June 18 12
Indonesia - 31/518 Yes ? Yes - June 18 8
China Yes 31/518 Yes ? ? - ? ?
Aarhus - 31/518 Yes ? Yes YES June 18 2
Sydney Yes 31/518 Yes ? - - Oct 18 6

Please let me know when you have completed the tasks mentioned in the table.

The address list has been updated:

Participating Centre Country csl Email ID Interventional Email ID
Radiologist
Liverpool Hospital, Sydney Australia Mark Lee Mark.Lee@sswahs.ns Glen Schlaphoff
w.gov.au
Dept. of Radiation Oncology, China ZENG Zhao-Chong zeng.zhaochong@zs- Liu Rong liu.rong@zs-
Zhongshan Hospital hospital.sh.cn hospital.sh.cn
Fudan University
136 Yi Xue Yuan Rd.
Shanghai 200032
China
Shanghai Changhai Hospital China ZHANG Huojun chyyzhj@163.com Zhang Huolun chyyzhj@163.com
No. 168, Changhai Road
P.O. Box: 168
200433 Shanghai
China
Aarhus University Hospital Denmark Morten Hoyer hoyer@aarhus.rm.dk
Norrebrogade 44 C Aarhus
Denmark
National Cancer Institute, Cairo | Egypt Tarik Shouman tarekshouman@hotm
ail.com
Medanta Hospital, Gurugram India Tejinder Kataria tejil960@gmail.com Sanjay Baijal baijalssl@gmail.com
Tata Memorial Centre, Mumbai | India Reena Engineer reena_engineer@redif | Suyash Kulkarni suyashkulkarni@yaho
fmail.com 0.com
Dr Cipto Mangunkusumo Indonesia Angela Giselvania giselvania@gmail.com | Sahat Matondang sahat92@yahoo.com
National General Hospital,
Jakarta
KIRAMS, Korea Korea Mi Sook Kim mskim@kirams.re.kr Byung Hee Lee bhlee@kirams.re.kr
Ramathibodi Hospital,Bangkok Thailand PUATAWEEPONGPO | putipun.pua@mahidol | Banjongsak/weds tonmail2004 @yahoo.c
NG Putipun .ac.th art om

| wish you the best summer,

Morten
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