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WHAT ARE CLINICAL TRIALS?

• Clinical trials are research studies that investigate
treatments and observe patient performance with new
treatments. They play an important role in developing
new treatment options for a variety of diseases, including
gynecologic cancers. Before any treatment can be tested
in humans, it must show positive results in the laboratory
and/or in animal studies
• A clinical trial is one of the final stages of a long and
careful gynecologic cancer research process. The
research usually includes new drugs, new treatment
combinations, or new medical devices or technologies

Phase I Trials
• Phase I is the first step in testing a new therapy
in humans
• The goal of Phase I studies is to determine
safety, the appropriate dose and how the
treatment is processed inside the body
• In Phase I studies, a small group of patients,
usually between 20 and 40 women, are tested
with the new treatment.

Phase II Trials
• Phase II trials continue to test the safety of the
drug, or a combination of drugs, and begin to
evaluate how well the new drugs(s) work.
• Phase II trials usually focus on a particular type
of cancer, such as ovarian cancer, and are
designed to learn more about side effects of the
drug(s)
• Phase II trials involve a larger number , usually
between 25 and 100 women

Phase III Trials
• Phase III trials test how a new drug or a new surgical
procedure, compares with the currently approved
standard treatment.
• Phase III trials are randomized, meaning that women
have an equal chance of being assigned to either the
new therapy group or the approved treatment group
• Phase III trials often enroll large number of women
(between 100 and 1,000 patients) and are used to
determine if the new treatment is more effective than the
standard of care.
• If the new therapy is found to be effective and meets
safety requirements, an application will be submitted for
FDA approval

Questions about clinical trials
• How do I know if I am eligible to be in a trial?
• Are there risks to participating in a clinical trial?
• If I enroll in a clinical trial, will I get a placebo
rather than my regular treatment?
• Are the costs covered if I participate in a clinical
trial?
– As of 1/1/14 newly issued or renewed health plans
including on ACA exchange must cover costs
associated with clinical trials
– Medicaid not required to cover costs of clinical trials

Why should you participate in a clinical trial ?
• Access to new drugs and interventions before
they are widely available; if the treatment is a
success, you are among the first to benefit
• Health care provided by leading physicians in
the field of gynecologic cancer research
• An opportunity to make a valuable contribution
to gynecologic cancer research, helping other
women diagnosed in the future

WHY ARE TRIALS IMPORTANT ?

• Clinical trials are a crucial step in finding new
and promising ways to improve treatment for
women diagnosed with a gynecologic cancer
• Most of the practice-changing advances in the
treatment of ovarian cancer have come from
clinical trials

Paclitaxel 175 mg/m2 + Carboplatin AUC 7.5
GOG 158

J Clin Oncol 2003;21:3194-3200

New Ovarian Elaborate trial: NOVEL trial
JGOG 3016
Ovarian Epithelial, Primary Peritoneal or
Fallopian Tube cancer
FIGO Stage II-IV

Randomization
Stratification;
Residual disease: <1cm, > 1cm
FIGO Stage： II vs. III vs. IV
Histology： clear cell/mucinous vs serous/others

Conventional PC (c-PC)
Paclitaxel 180mg/m2, day 1
Carboplatin AUC 6, day 1
every 21 days for 6-9 cycles

Dose-dense weekly PC (dd-PC)
Paclitaxel 80mg/m2, days 1,8,15
Carboplatin AUC 6, day 1
every 21 days for 6-9 cycles

Lancet 2009;374(9698):1331-8; Lancet Oncol 2013;14(10):1020-6

New Ovarian Elaborate trial: NOVEL trial
JGOG 3016
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28.2

17.5

HR 0.76, 95% CI 0.62-0.91; p=0.0037
OS (mos)

100.5

62.2

HR 0.79, 95% CI 0.63-0.99; p=0.039

Lancet 2009;374(9698):1331-8; Lancet Oncol 2013;14(10):1020-6

Rucaparib in Platinum Sensitive
Relapsed OC: ARIEL 2, Part 1

Swisher et al. Lancet Onc 18: 75-87, 2017

Rucaparib in Platinum Sensitive
Relapsed OC: ARIEL 2, Part 1
PFS stratified by homologous recombination deficiency subgroup

+ additional data (Ariel 2, Part 2 and Study 10) led to FDA
approval 12/19/2016 with FoundationCDxBRCA: 2 priors,
+ FFPE biomarker
Swisher et al. Lancet Onc 18: 75-87, 2017

SOLO2/ENGOT-Ov21: Phase III trial of olaparib tablet
maintenance treatment in patients with PSR SOC and a gBRCAm
Olaparib

Patients:

100

Randomized
2:1
Olaparib
300 mg bid
n=196

Placebo
n=99

Placebo

90

Progression-free survival (%)

• PSR SOC and gBRCA1/2m
• ≥2 prior lines of platinum therapy
• CR or PR to most recent therapy

HR 0.30 (95% CI 0.22 to 0.41),
P<0.0001
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Investigator-assessed PFS
bid, twice daily; CI, confidence interval; CR, complete response;
gBRCAm, germline BRCA mutation; HR, hazard ratio; PFS, progression-free survival; PR, partial response
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Ovarian Cancer Therapies
FDA Approved

NCCN 1 or 2A

1978 Cisplatin
1990 Altretamine
1991 Carboplatin
1992 Paclitaxel
1996 Topotecan
2000 Pegylated liposomal doxorubicin (PLD)
2006 Gemcitabine + Carboplatin
2014 Bevacizumab – platinum resistant
(+weekly paclitaxel, PLD or topotecan)
2014 Olaparib (Accelerated) – Study 42
2016 Bevacizumab – platinum sensitive
(+paclitaxel/carboplatin;
gemcitabine/carboplatin)
2016 Rucaparib (Accelerated) – ARIEL2

•
•
•
•
•
•
•
•
•
•

Capecitabine
Cyclophosphamide
Docetaxel
Doxorubicin
Etoposide (oral)
Ifosfamide
Irinotecan
Melphalan
Oxaliplatin
Paclitaxel, albumin bound (nabpaclitaxel)
• Pemetrexed
• Vinorelbine

WHERE ARE WE WITH
CLINICAL TRIALS? IN CRISIS!

The Crisis in Gyn Cancer Clinical Trials
• Randomized clinical trials have significantly
improved survival for women with gynecologic
cancers, including cervical, ovarian, endometrial,
and vulvar cancers
• The gynecologic cancer community has a 50yr
history of developing trials, many by the
Gynecologic Oncology Group (GOG) in
partnership with the National Cancer Institute’s
Cancer Therapy Evaluation Program (NCI CTEP).

The Crisis in Gyn Cancer Clinical Trials
• The successful completion of these trials has
resulted in peer-reviewed publications that have
advanced care for women with gynecologic cancer
• Two examples of these trials, both of which
resulted in NCI-issued clinical alerts1 are:
– The addition of chemotherapy to radiation in the treatment of
patients with cervical cancer: 40-50% improvement in survival
– The adoption of intraperitoneal chemotherapy in advanced ovarian
cancer: Improvement in survival from 50 months to 65 months

The Crisis in Gyn Cancer Clinical Trials
• Clinical trials advance the field of gynecologic
cancer prevention & treatment affording women
with gyn cancer improved outcomes, better
quality of life and better survival.

However, in 2017, a robust clinical trials
platform to achieve these goals is in crisis!

THE CURRENT STATE: A SEVERE DECLINE IN NUMBER
OF WOMEN WITH GYN CANCER ENROLLED IN TRIALS

THE CURRENT STATE: A SEVERE DECLINE IN
AVAILABILITY OF CLINICAL TRIALS
FOR WOMEN WITH GYNECOLOGIC CANCER

ANALYSIS: WHY HAS THIS OCCURRED?

• National Institutes of Health Budget Reduction
and Stagnation
– 1998 NIH $14 billion
– 2016 NIH $31 billion
– FY2018* $24 billion

18.3% Reduction

ANALYSIS: WHY HAS THIS OCCURRED?
• Restructuring of NCI-sponsored cooperative groups, with
formation of NRG Oncology in 2012.
• Previously, the GOG and the Gynecologic Cancer
Steering Committee (GCSC) were independent entities,
focused only on developing trials in gynecologic cancers.

ANALYSIS: WHY HAS THIS OCCURRED?
• There is shifting emphasis to smaller biomarkerdriven studies, with concomitant reduction of
clinical trials

GOING FORWARD: HOW CAN WE
ADDRESS THIS CRISIS?
• Immediately increase funding for the National
Cancer Institute for clinical trials
• Annual Summit for Clinical Trials in Gynecologic
Cancer. Establish annual summit with members
to include CTEP, SGO, Advocacy groups and
other stakeholders

GOING FORWARD: HOW CAN WE
ADDRESS THIS CRISIS?
• Establish a Clinical Trialist Career Development
Program with NCI and CTEP, and develop
grants for mentored research to increase
investment in young investigators that represent
the future in gynecologic cancer trial research.
• Make gynecologic cancers a priority in any NIHsupported biomarker development programs.

GOING FORWARD: HOW CAN WE
ADDRESS THIS CRISIS?
• Establish a Clinical Trialist Career Development
Program with NCI and CTEP, and develop
grants for mentored research to increase
investment in young investigators that represent
the future in gynecologic cancer trial research.
• Make gynecologic cancers a priority in any NIHsupported biomarker development programs.

Training the Next Generation of Scientists in
Clinical Trials

• SGO/NCI Training Workshop 3/10/2017
• Workshop for young scientists that will
feature sessions by NCI staff and SGO
leaders.

The Public/Private Partnership
Working Group
• Summit 3/11/2017
– Strategize around available resources – private
foundation, public, industry.
– Leveraged together to increase clinical trials for
patients with gynecologic cancer.
– Develop the foundation for future efforts/opportunities.

Training the Next Generation of Scientists in
Clinical Trial Design Working Group
– Establish the Young Scientists Clinical Trials Design
Network.
– Follow-up Meeting/Training Session in Fall 2017.
• NCI is committed to the training and retaining of
young scientists in our field.
– The SGO’s Foundation for Women’s Cancer
leverages its highly successful Research Grants and
Awards Program to offer a named junior faculty
research grant.

SGO Legislative/Congressional Ambassadors Continue
to Expand (both number and spheres of influence)
• Education of Congressional Offices on Clinical Trials Crisis
– 150+ SGO members are in contact with their Member of
Congress’ offices, stressing the importance of increased
support to the NCI.
• Education of Patients and Advocates
• Expand and integrate our network, create formal coalition
structure.
• Use new technology, such as Voter Voice, that will improve
efficiencies and streamline processes for patients to
communicate with Congress.

Patient Advocacy Working Group
• Expand and more effectively engage/integrate
our Patient Advocacy Groups – local, state and
national to work together.
– Outreach to NCI, providing support.
– Outreach to other organizations with influence.
– Build a more effective interface with Ambassadors.

FY 2018 DoD Ovarian Cancer Research
Funding
• Thank you OCRFA for a great partnership!!!
• FY 2018 DoD Ovarian Cancer Research Funding
(seeking $20 million)
– 2018 Funding – Excellent Member of Congress Request Letters
• Best House Letter Ever – 121 Members of Congress signed in support on
the program.
• Senate Democrat Dear Colleague Letter with 19 signers, included two
Freshman Senators
• Grassroots to Members of the House Appropriations Committee asking them
to contact Committee Leadership in support.

FY 2018 DoD Ovarian Cancer Research Funding
– Next Steps
• Grassroots Advocacy to all Members of the House of
Representatives for Defense Appropriations Vote.
– Expect possible House vote in July

• Outreach to Senate Appropriations Offices to Support
the $20 million for FY 2018
• Be Prepared for Amendments to the Senate
Consideration of the National Defense Authorization Act.
– Senator McCain was offered the last week in July for considered
by the Senate, could be delayed due to HCR vote.

• Start to Lay the Groundwork for an increased request in
FY 2019.
– Fundable grants about 50% more than $20 million

