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GOG Memberka sk

* Active GOG member:
* Parents: 65
» Affiliates: 184
e Community Clinical Oncology Program 19

* International Provisional members:
* UK (2001)
* Australia/New Zealand (2001=2004 Full member)
* Japan (2002 =2005 Full member)
e Nordic Society (2003)
e Korea (2005)
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GOG members......

* Gynecologic Oncologists ¢ Statisticians

* Medical Oncologists * Social Scientists
e Radiation Oncologists * Basic Scientists
* Immunologists * Ethicists

* Pathologists * Nurses

* Data Managers



GOG Committees

* Ovarian

* Uterine Corpus

e Uterine Cervix/ vulva

e Quality of Life

* Data Management

* Nursing

* Information Technology
* Translational research



GOG Quality Assurance

* Correctness
* More than 90% Eligible

* Timeliness
* More than 85% CRF submission, any time point

e Evaluation
* Twice a year

* Membership Requirement
* Probational - Kicked out
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HISTORY
2001
* 2002
* 2003
* 2004
e 2005

e 2006
* 2007

* 2008
2010

GOG Japan

Paperwork for participation
GOG Provisional Member

First patient enrollment from JP
First NCI Audit

GOG Full Member

First GOG protocol concept submitted from a JP investigator,
approved, but later tabled

First GOG committee member (Phase | committee) from JP
GOG-0218 as an investigator-initiated, indication-directed
international trial in Japan: Drug supply/import from NCI
Second NCI Audit

First Japanese co-chair of GOG study (GOG-9917)

First chemo-radiation trial

Preparing GOG/ACRIN study (imaging study)

13
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GOG218

Arm | (2258 E)

Paclitaxel 175mg/m2
Carboplatin  AUC 6
g 3weeks x 6

Placebo
2914 LR, g 3weeks x 5

| Placebo

g 3 weeks x 16

Arm Il ([R5 FBevacizumab#)

Paclitaxel 175mg/m2
Carboplatin  AUC 6
g3weeks x 6

Bevacizumab 15mg/kg
2914 L oRR, g 3weeks x 5

Placebo
g 3 weeks x 16

Arm || ([E1 86 F +# £/ ABevacizumab#%)

Paclitaxel 175mg/m2
Carboplatin  AUC 6
g3weeks x 6

Bevacizumab 15mg/kg
2914 L oRAR, g 3weeks x 5

Bevacizumab 15mg/kg
g 3 weeks x 16
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* GOG218 bevacizumab (GOG)
* |CON7 bevacizumab (MRC/GICG)
« OVAR 16 pazopanib (AGO/GCIG)
 SOLO2 olaparib (GINECO/GCIG)

* NRG-GY004 cediranib (NRG)
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NRG Oncology Japan
First Trial

* Breast Cancer Adjuvant Radiation Therapy
Trial (B-51)

NCI Protocol #: NSABP B-51/RTOG 1304
Local Protocol #: NSABP B-51/RTOG 1304

NCI Version Date: July 10, 2013
Protocol Date: July 10, 2013; Update #1: April 16, 2014

Protocol Title: A Randomized Phase III Clinical Trial Evaluating Post-Mastectomy Chestwall and
Regional Nodal XRT and Post-Lumpectomy Regional Nodal XRT in Patients with Positive Axillary
Nodes Before Neoadjuvant Chemotherapy Who Convert to Pathologically Negative Axillary Nodes After
Neoadjuvant Chemotherapy



Clinically T1-3. N1 Breast Cancer
Documented Positive Axillary Nodes by FNA
or by Core Needle Biopsy

Minimum of 12 Weeks of Standard Neoadjuvant Chemotherapy
Plus Anti-HER?2 Therapy for Patients with HER2-Positive Tumors

Definitive Surgery with Histologic Documentation of Negative Axillary Nodes
(Either by Axillary Dissection or by Sentinel Node Biopsy + Axillary Dissection)

STRATIFICATION

e  Type of surgery (mastectomy. lumpectomy)

¢ Hormone receptor status (ER-positive and/or PgR-positive:;
ER- and PgR-negative)

e HER?2 status (negative, positive)

e Adjuvant chemotherapy (ves. no)

* pCR in breast (yes. no)

RANDOMIZATION

Arml1
(Groups 1A and 1B)*, **
No Regional Nodal XRT

* Group 14 Lumpectomy.: No
regional nodal XRT with WBI

* Group 1B Mastectomy: No
regional nodal XRT and no
chestwall XRT

Arm 2
(Groups 2A and 2B)*, **
Regional Nodal XRT

* Group 24 Lumpectomy:
Regional nodal XRT with WBI

e Group 2B Mastectomy.: Regional
nodal XRT and chestwall XRT
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