
Research

Note from the PIs
This year we are off to another exciting start for the GA NCORP network that follows on the 
heels of an extraordinarily accomplished 2016. In late 2016, TMIST was approved for funding, 
and the trial is expected to open mid-2017. The NCI-MATCH screening trial (EAY131), closed 
in May of this year and SWOG S1404 will be closing summer 2017 with first data to be analyzed 
in the fall. GA NCORP is continuing with immunotherapy NCI initiative and continues to accrue 
patients for the E1609 and EA6141 trials.

GA NCORP’s current portfolio comprises 83 clinical trials that are active and accruing. In 
the first and second years combined, NCORP at the national level accrued 7,527 patients to 
NCORP trials (including enrollment to quality-of-life sub-studies for treatment trials); and 6,742 
patients were accrued to NCTN trials.

We have also observed positive trends in investigator participation and accruals. The number 
of rostered investigators accruing at least one patient to an NCI-sponsored trial remains 
steady at 46% with several investigators having 6 or more accruals. We are already at 78% of 
our accrual credit goals for the first 3 quarters of the grant year and are seeing a steady trend 
in accruals over the last 6 months.

We are confident that the GA NCORP will continue to grow in 2017 to be one of the most 
successful NCORP nationally. We will continue to fulfill our commitment to offering the 
latest cutting-edge clinical trials to patients in their communities, and to support the NCI on 
improving cancer care that will ultimately benefit our cancer patients in the state of Georgia.

On behalf of the entire GA NCORP leadership, we offer sincere thanks to all who have 
contributed and worked tirelessly to provide the best possible care to our patients.
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Northside Hospital has been awarded 
a grant by the National Cancer 

Institute (NCI) as a member of the 
National Cancer Institute Community 

Oncology Program (NCORP).

Update on New NCI Initiatives
A recent GA NCORP NCI initiative seeks 
to increase African American accrual to 
multiple myeloma clinical trials using 
communication and behavior change 
theories, along with social marketing 
principles. African Americans have a 
higher multiple myeloma incidence rate 
(2x) and earlier average age at diagnosis 
(65.8 vs 69.8 years) compare to Caucasian 
Americans.* The target study entitled 
“Randomized Phase III Trial of Bortezomib, 
LENalidomide and Dexamethasone (VRd) 

versus Carfilzomib, Lenalidomide, Dexa-
methasone (CRd) Followed by Limited 
or Indefinite DURation Lenalidomide 
MaintenANCE in Patients with Newly 
Diagnosed Symptomatic Multiple 
Myeloma (ENDURANCE or E1A11),” aims 
to increase patients’ awareness of E1A11 
and to provide enough information about 
the trial to equip patients to make an 
informed decision. As of October 2016, 
there are 14 approved E1A11 sites in 
Georgia and South Carolina. 

See page 3 for NCI Clinical Trial Highlights.*Waxman et al. Blood. 2010;116:5501-5506.
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Reflections on GA NCORP
Accrual to clinical trials among network sites to date (January 
2017) illustrates that the community approach continues 
to work (Figure 1). Fifty-nine percent of enrollees to GA 
NCORP clinical trials are young- and middle-aged adults; 
25% non-Caucasian, and 98% non-Hispanic. The majority of 

Accruals, Ancillary Credits, and Enrollment Credits Summary 
August  2016 – April 2017

Figure 2.

Figure 1. Accruing Investigators 
N=49

Top Accruing Investigators 
August  2016 – April 2017*

Dr. Taylor’s Five “C”s of Successful Research

Dr. Mark A. Taylor is recognized as a top accruing physician. 
In a recent presentation at the 2016 Georgia Society of 
Clinical Oncology (GASCO) annual meeting, Dr. Taylor 
discussed his 5 "C"s of successful research: 

 Coordinators: Robust clinical trial portfolios make it difficult to 
remember all of the trials. Research coordinators are a great resource 
that should be utilized by physicians.

 Culture: Collaboration amongst physicians and community is vital.

 Coverage: A "core backbone" of trials offered is crucial.

 Complexity: Protocols are complex and exclusionary, requiring  
detailed review. 

 Commitment: Physicians and institutions need to commit to 
providing cutting-edge research.

total accruals have been to lung, breast, gynecological, and 
colorectal cancer trials (Figure 2). With 155 total accruals, the 
initiative is well on the way to meet the year-end goal of 200.

For a list of open trials, please visit the GA NCORP Website 
to access the Open Clinical Trails Report.
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We talked with Dr. Sreekanth (Kanthi) Reddy of 
Atlanta Cancer Care, a top-accruing investiga-
tor over the past 6 months. Dr. Reddy shared 
his thoughts on successful patient accrual. 

Understanding clinical trial infrastructure and 
protocol familiarity is essential to increasing clinical trial 
patient accrual. With full patient schedules and dozens of 
clinical trials to choose from this can be a daunting task. 
To keep apprised of available clinical trials, it is vital foster 
and maintain strong relationships with the clinical trial team, 
including data managers and clinical nurses. Dr. Reddy’s 
strategy is to review clinical trial protocols on a weekly basis, 
even if it is only for 15 minutes. He also likes to schedule 
a weekly meeting with clinical nurses, which helps him to 
stay up-to-date. Protocols change and trials are continually 
opening and closing; therefore, spending 15 minutes a week, 
and sitting down with the research nurses helps to keep  
Dr. Reddy updated. 

Communicating trial availability to patients is an area that 
could be improved. It is important to get into the routine 
habit of assessing patients to see if they are appropriate for a 
clinical trial any time there is a treatment change or treatment 
failure. Dr. Reddy uses a mental checklist with every patient 
and is methodical in his approach to screening patients. 
Continually reviewing clinical trials options available at the 
local institutions and in the community, allows Dr. Reddy to 
come up with a mental checkbox for which patients could be 
good candidates for clinical trial. Dr. Reddy stated that we 
are doing our patients a service by communicating clinical 
trial availability. Clinical trials can be very specific in their 
enrollment criteria, and patients may not qualify for trials for 
several reasons. If we are screening enough patients, and we 
are aware of all the options, patient accrual will increase. 

Clinical Trial Highlights
Best Practices for Accruing Patients to Trials:  
Physician Perspective

The NCORP trial, “Doxepin and a Topical Rinse in the 
Treatment of Acute Oral Mucositis Pain in Patients 
Receiving Radiotherapy With or Without Chemotherapy,” 
completed in May 2016, affirmed the efficacy of doxepin 
mouthwash rinse for the treatment of pain caused by mouth 
sores resulting from radiation therapy.

Clinical Trial Results and Impact in 
Everyday Practice

NCI High Priority Trials

New NCI Trial

EAY131 NCI-MATCH

• Closing between April/May 2017

S1400 Lung-MAP

• 4 patients accrued to the S1400I study

TMIST

• Approved for funding by the NCI (Oct 2016)

• ECOG-ACRIN begins site recruitment in 
preparation of enrollment mid-2017

BWEL

• 8 patients accrued

ˮˮUnderstanding clinical trial 
infrastructure and protocol 
familiarity is essential to 
increasing clinical trial 
patient accrual.



4 Research Connections  |  Volume 3 – Spring 2017

With the arrival of President Donald Trump’s administration, 
programs initiated during Barack Obama’s tenure as 
president could be at risk. However, during a speech at  
World Economic Forum on January 16, 2017, moonshot’s 
former executive president, Greg Simon, expressed 
optimism that the program will stay around. Greg Simon will 
continue to run the program under Biden’s leadership as a 
nonprofit, to be renamed the Biden Cancer Initiative.  The 
formal Cancer Moonshot program in the new administration 
has not yet been addressed by the Trump transition team. 

Northside Hospital Cancer Institute was chosen as an 
NCI designated site to host the inaugural Atlanta Cancer 
Moonshot Summit, in partnership with the Cancer Support 
Community Atlanta, on June 29, 2016. 

The latest news release on www.cancer.gov related to 
Moonshot, from January 11, 2017, announced a new drug 
formulary that will potentially expedite the use of agents in 
clinical trials.

The National Cancer Institute (NCI) launched a new drug 
formulary (the “NCI Formulary”) in January that will enable 
investigators at NCI-designated Cancer Centers to have 
streamlined access to approved and investigational agents 
for use in preclinical studies and cancer clinical trials. The 
NCI Formulary could potentially increase the availability of 
novel cancer treatments to patients.

The NCI Formulary is fashioned as a public-private 
partnership between NCI, which is part of the National 
Institutes of Health, and pharmaceutical and biotechnology 
companies. NCI will facilitate NCI-designated Cancer  
Center investigators’ access to agents from the available 
formulary list from participating pharmaceutical companies, 
abolishing the lengthy negotiation process that investigators 
previously had to undertake. Following company approval, 
investigators will have direct access to agents from the 
available formulary list. Investigators can then test the agents 
in new preclinical or clinical studies, including combination 
studies of formulary agents from different companies. 

NCI aims to continue to partner with new pharmaceutical 
companies throughout 2017, to make additional agents 
available through the NCI Formulary. 

Updates and Highlights
What’s New

Cancer control studies seek to reduce the 
incidence and co-morbidity of cancer and its 
treatment, and enhance quality of life

Immunotherapies use the body’s natural capacity 
to detect and destroy abnormal cells by increasing 
the strength of immune responses against tumors

Updates 

• In 2016, the FDA approved immunotherapies for 
advanced forms of lung, kidney, bladder, and head 
and neck cancers, as well as Hodgkin lymphoma

• QUILT (Quantitative, Integrative, Lifelong Trial) 
is designed to harness and orchestrate all the 
elements of the immune system by testing 
novel combination of vaccines, immunotherapy, 
chemotherapy, and radiotherapy

• Current GA NCORP immunotherapy melanoma 
trials are E1609, EA6141, and S1404

During a recent NCORP Think Tank, 6 priority areas 
were identified for prevention studies, some of which 
are already underway:

1. Defining the appropriate interval of surveillance 
colonoscopy in people who have low-risk 
adenomas found during cancer screening 

2. Study to compare standard digital mammography 
with and without tomosynthesis for breast cancer 
screening (TMIST)

3. Pre TCGA

4. Pursuing the question of one versus two HPV 
vaccine doses in establishing immunity (would 
depend upon outcomes from other ongoing 
studies before it could reach large-scale testing)

5. Immunoprevention of noninfectious origins 

6. Over-diagnosis

Where Are We Now?

Immunotherapy

Cancer Control
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Network Program Team Update
CCDR Corner

The Clinical Research Team held a face-to-face meeting 
at Peyton Anderson Cancer Center at Navicent Health in 
Macon on February 3. During the meeting, strategies were 
discussed to promote accruals and physician engagement in 
clinical trials. Each member was well represented.  Attendees 
included GA NCORP Research Network Staff, research 
coordinators, and physician investigators. Physicians 
attending were Drs. Schnell (chair), Cantuaria (via phone), 
Khan, Nash, Pippas, Zaren, and Zelnak.

Items discussed were as follows:
• Acknowledgment of 10 physicians having accrued 5 or 

more patient in year 2
• The new Open Clinical Trial Report was reviewed; 

distribution will be monthly via e-mail and will also be 
updated on the GA NCORP website

• The BWEL study was reviewed by Dr. Zelnak. Northside 
and John B. Amos have accrued to the trial. All other 
members were encouraged to open and accrue

• Strategies and best practices to aid in accrual were 
discussed and included:  

– Encouraging physician ownership of the clinical  
trials process

– Research nurses/coordinators embedded in  
physician practices

– Navigators and Registry support for identification  
of potential patients

– Multi-D conferences and pre-screening patients  
for trials

– Buy-in of hospital administrators by attending 
research meeting to promote a better understanding 
of the value and complexity of the trials

– Open communication with NCI/research bases  
to provide feedback on hard to accrue trials

• Discussion of resources available to physicians and staff of 
open clinical trials such as the Open Clinical Trial Report, 
Georgia CORE website, as well as GA NCORP 

Currently, GA NCORP’s Cancer Care Delivery Research 
(CCDR) team is participating in two clinical trials. The first, 
SWOG S1417CD, entitled Implementation of a Prospective 
Financial Impact Assessment Tool in Patients with Metastatic 
Colorectal Cancer (n=374), studies the use of the financial 
impact assessment tool in patients with colorectal cancer 
that has spread from the primary site to other places in the 
body. This study opened at The Nancy N. and J.C. Lewis 
Cancer & Research Pavilion (LCRP), is activated and enrolling 
participants, and has currently accrued two patients. 

The second clinical trial, SWOG S1415CD, entitled A 
Pragmatic Trial to Evaluate a Guideline-Based Colony 
Stimulating Factor Standing Order Intervention (TRACER) 
(n=32 practices and 2880 patients), is a randomized 
study examining prophylactic colony stimulating factor 
management in patients with breast, colorectal or non-
small cell lung cancer receiving chemotherapy and with 
risk of developing febrile neutropenia. The study is open to 
Alliance, NRG, ECOG-ACRIN affiliates, and requires local 
institutional review board approval. This study opened at The 
Nancy N. and J.C. Lewis Cancer & Research Pavilion (LCRP), 
is activated and enrolling participants, and has currently 
accrued two patients.

On November 1, 2016, the NCI issued a change to partici-
pation criteria for CCDR studies. CCDR studies will no longer 
be limited to components and sub-components named in 
the original NCORP Community Site grant application. Any 
component or sub-component of an NCORP site rostered 
with a CTEP ID is eligible for participation in approved CCDR 
studies. No additional funding will be available; all CCDR 
work must be completed using the existing CCDR-restricted 
funds.  As is currently the case, CCDR studies are open to the 
NCORP network. CCDR studies are not opened to Research 
Base affiliates and Lead Academic Programs (LAPs). This shift 
should provide study chairs and site PIs with the opportunity 
to match study needs to component and sub-component 
interest and capacity.    

The 2017 CCDR Landscape assessment opened in February 
to all NCORP components and subcomponents at Com-
munity and Minority/Underserved Community Sites. The 
goal of the CCDR Landscape Assessment is to understand 
the cancer care delivery research capacity of NCORP Sites 

The mission of the clinical research team 
is to increase accruals to NCI-sponsored 
trials by creating a research portfolio 
to support balanced accruals between 
prevention, screening, correlative, cancer 

control, treatment, and CCDR trials to meet unique local 
community needs.                               

 Dr. Frederick M. Schnell

The mission of the Cancer Care Delivery 
Research team is to examine how social 
factors, financing systems, organizational 
structures and processes, health technologies, 
and healthcare provider and individual 

behaviors affect cancer outcomes, access to and quality 
of care, cancer care costs, and the health and well-being 
of cancer patients and survivors through the support and 
development of NCORP CCDR studies.

        Dr. H. A. Zaren

Clinical Research Team Accomplishments 

and their components and subcomponents, to inform and  
enhance NCORP Research Base concept development. Sites 
that are interested in participating in CCDR studies should 
contact Dr. Zaren (drzaren@sjchs.org) for more information.
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Network Program Team Update 
(continued)

Highlights and Recognition

• Developed work plan for the Biospecimen Team for year 3
• Held monthly conference calls with representation from 

the six GA NCORP Research Network Members
• Evaluated and provided biospecimen-related recommen-

dations to the Scientific Review Committee for selection 
of GA NCORP network trials that call for collection of 
biospecimens

• Initiated development of processes and metrics to 
assist operations of, and to assess outcomes for, the GA 
NCORP Biospecimen initiative

• Continued bi-monthly educational “Hot Topics” segment 
to share best practices as outlined below:

The mission of the biospecimen research 
team is to collect and store high-quality 
biological specimens using NCI Best 
Practices for acquisition, storage, annotation, 
and distribution. These biospecimens will 

be utilized for downstream research that may investigate 
predictive biomarkers, diagnostic tools, or therapies. 

Dr. Jonathan Lee

Biospecimen Team Actions and 
Accomplishments

What Opportunities for Training and Professional 
Development Has the Project Provided?
• Orientation to Conducting Clinical Trials through the  

GA NCORP and to Cancer Clinical Trials 
• The 3rd Annual GA NCORP Investigators and 

Administrators Meeting 
• Learning Needs Assessment Survey and Content
• Overcoming Barriers to Genetic Services: Identifying 

Resources in Georgia 
• Oncology Grand Rounds: Cancer Immunotherapy – Early 

Recognition and Effective Management of Immune-
Related Adverse Events 

• 2016 Atlanta Cancer Symposium: Engaging the Experts in 
Immunotherapy 

• Northside Hospital Research Department's Annual 
Investigator and Staff Training 

• Northside Hospital Cancer Institute Oncology Nursing 
Symposium – Cancer Care Across the Continuum 

• NHCI Clinical Research Presents: Dina Lansey Addresses 
Disparities in Clinical Trials Accrual and Its Impact Beyond 
Research

• Annual Research Base Meetings of NRG, ECOG, SWOG 
and Wake Forest

• Semi-annual monitoring visits for each of the accruing GA 
NCORP Research Network Members 

Member Site Highlight
Harbin Clinic, located in Rome, GA, has five physicians who 
specialize in medical oncology and radiation oncology. 
The clinic provides cancer treatment, chemotherapy, and 
treatment of hematologic conditions. As of January 2017, 
Harbin Clinic has 3 accruing investigators who have accrued 
a total of 15 patients on the MATCH trial. They are currently 
enrolling patients in the ALCHEMIST and NCI-MATCH trials.

Date GA NCORP Member Topic

Jan 
2016

Northside Hospital 
Cancer Institute

Recruiting and Banking Efforts 
Standardization of Annotation 
Quality of Specimens 2016 Goals

Mar 
2016

Northside Hospital 
Cancer Institute

Bone Marrow Collection 
and Preservation Process for 
Donated Samples

May 
2016

John B. Amos  
Cancer Center

Breast Tissue Collection

Jul 
2016

LCRP at St. Joseph/
Candler

Developing a Community 
Cancer Center Biospecimen 
Program

Nov 
2016

Cancer Life Center, 
Navicent Health

Lung Nodule: A Systematic  
Approach Discovery and Beyond

Jan 
2017

Northeast Georgia 
Medical Center

Biospeciemn for Research

Mar 
2017

Northside Hospital 
Cancer Institute

Biorepository Accreditation 
through the College of American 
Pathologists

Lung MAP and ALCHEMIST Update
•   GA NCORP ranked 4th for Lung MAP and ALCHEMIST
•  Northeast Georgia Health System was identified as a top 

accruer for EA5142 (ALCHEMIST)  for 3 or more patients

S1404
A Phase III Randomized Trial Comparing High Dose 
Interferon to MK-3475 (Pembrolizumab) in Patients With 
High Risk Resected Melanoma. This randomized phase III 
trial studies how well high-dose recombinant interferon alfa-
2B works compared with pembrolizumab in treating patients 
with stage III-IV melanoma removed by surgery at risk for 
recurrence or metastasis. High-dose recombinant interferon 
alfa-2B may help shrink or slow the growth of melanoma. 
Monoclonal antibodies, such as pembrolizumab, may block 
tumor growth in different ways by targeting certain cells. It 
is not yet known whether high-dose recombinant interferon 
alfa-2B is more effective than pembrolizumab in treating 
patients with melanoma.
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Since its launch last year, The GA NCORP Website has provided patients and clinicians vital information needed to increase 
awareness, access, and accrual to cancer research. Inside the Website portal is the dashboard, which is updated weekly, and 
it a good spot to get information on accruals, events, and announcements.  Visit the new website at https://www.gancorp.org

If you are having difficulty accessing the Website, please contact Michelle Young (michelle.young@northside.com)

GA NCORP Website

UPCOMING EVENTS ACCRUAL SUMMARY 
Updated monthly

Add events directly to 
your calendar

ANNOUNCEMENTS

A list of open 

clinical trials is located 

in this section

Upcoming Events Announcements
July 13–16 September 9

October 26–28October 11–14

ECOG-ACRIN CRA Core Committee 
Application for Financial Support

ECOG-ACRIN 
Semi-Annual Meeting

Orlando, FL

Up to $1000 in travel expenses reimbursement 
was awarded to each candidate selected. 

Application deadline was March 27th, 2017. 

NRG Oncology
Philadelphia Marriott  

Downtown 
Philadelphia, PA

Investigators and 
Administrators Meeting 

at GASCO
Location TBD

SWOG 
Semi-Annual Meeting

Hyatt Regency Chicago 
Chicago, IL


