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L . . . . Future Meetings
SCOR is highlighting Park Ridge Health Cancer Services located

in Hendersonville, NC. Park Ridge Health was a member of the SCOR
Upstate CCOP and became part of SCOR with the merging of Administrative Office Staff
SCCC and Upstate.

Susan Tuttle, RN CCRP
Administrator
336-448-1422

The Community Responsible Investigator (CRI) for Park Ridge is
Raymond Thertulien, MD, Ph.D. Dr. Thertulien received his med-
ical degree and his doctorate of philosophy from the University
of Rochester School of Medicine and Dentistry, Rochester, NY.
Dr. Thertulien completed his internship and residency in Internal
Medicine at the New York Presbyterian Hospital, Cornell Medical
Center and his fellowship in Hematology and Medical Oncology
at the Memorial Sloan-Kettering Institute, MSKCC. Throughout
his career, Dr. Thertulien has received many honors, awards and
scholarships.

Robin Burgess, RN, CCRP
Program Manager
336-448-1421

Robyn DiRusso, RN, BSN
Program Coordinator
336-448-1419

Dr. Thertulien has a strong basic and clinical research background
and has published extensively in various leading scientific journals
in clinical areas including multiple myeloma, lymphoma, secondary
malignancies, treatment-related MDS, and leukemia. His current
research interests are in developmental therapeutics.

Debbie Eaton
Business Coordinator
336-448-1420

Belenda Slate, BAS
continued on page 2 Protocol Systems Specialist
336-448-1418
Kim Fulton
Administrative Assistant
336-448-1417




Community Highlights

Dr. Thertulien is board-certified in Internal Medicine, Hematology, and Medical Oncology. He is a member of
the American Society of Hematology (ASH), the American Society of Clinical Oncology (ASCO), the Ameri-
can Association of Cancer Research (AACR), and the Western Carolina Medical Society (WCMS), and has the
role of board member and treasurer for WCMS. Dr. Thertulien’s involvement in the community expands from
writing medical articles of clinical interests for local newspapers to being an active supporter and participant
of the community-based oncology prevention program at Park Ridge Health.

In his spare time, Dr. Thertulien enjoys playing and watching sports, listening to music, reading and traveling.

Eight additional physicians at Park Ridge Health are members of SCOR:
Shonda Asaad, M.D. (Hematology/Oncology)

Daniel Baseman, M.D. (Radiation Oncology)

Quinten Black, M.D. (Radiation Oncology)

Deborah Bradley, M.D. (Hematology/Oncology)

Anita Deshpande, M.D. (Hematology/Oncology)

Don Jackson, M.D. (Hematology/Oncology)

Praveen Vashist, M.D. (Hematology/Oncology)

There are five members of the research team other than the physicians:
Daniel A. Figueroa, RN, BSN - Study Coordinator

Linda Y. Richards - Administrative Director

Debbie Gentry, MSN, RN, OCN, CBCN - Clinical Director

Barbara McFarland - Operations Director

Tia Robinson - Administrative Assistant

Sharon Labbate, CTR - Cancer Registry & Outcomes Manager

Daniel has been a nurse for a total of 13 years. Daniel received his ASN from Santa Fe College in Gainesville,
FL and completed his BSN from Florida International University in Miami, FL. His experience ranges from
Critical Care Nursing in the SICU, Adjunct Professor in the Clinical Setting for ASN Nursing students, Home
Health, Acute Care Research in the SICU, MICU & NICU and Nurse Management for Med/Surg and ICU.

Daniel’s research background comes from his time spent at the University of Florida working with the Critical
Care Division, Anesthesiology Department for 4 years. He was the Sr. Clinical Research Coordinator working
on pharmaceutical trials, observational trials and Pl-initiated clinical trials in the ICU.

Daniel joined the Park Ridge Health family in August 2014. He has been in the role of Clinical Research Coor-
dinator/Study Coordinator for almost two years. He completed his ONS certification in Clinical Research and
is actively studying to take the SOCRA exam in June 2016. He is currently participating in NCIl and pharmaceu-
tical clinical trials.

Daniel is married and has three beautiful children and enjoys time with his family, going to church and organic
farming.

Park Ridge Health has three satellite sites that participate in NCI research. They are Asheville Hematology &
Oncology, Asheville, NC; Haywood Infusion Center, Clyde, NC; and Weaverville Infusion Center, Weaverville,
NC.

Radiation Oncology is available at Park Ridge Health, Asheville Hematology & Oncology, and Weaverville
Infusion Center. During Tumor Conferences and other committee meetings, communication with Radiation
Oncology, Radiology, Pathology & Surgery is kept constant.

All research personnel are dedicated to oncology research and make it a priority to provide the best possible
care to patients. This team is friendly, caring and dedicated to the program. If there is not a trial open for a
particular cancer patient, the team searches other databases in order for the patients to get the best possible
treatment.

continued on page 3



New SCOR Members

7 New SCOR Research Staff

Asheville, NC
Karen Smith, RN, OCN

Charleston, SC
Heather Wilks, MSN, APRN,
FNP-C

Florence, SC
Dorie A. Sturgill, RN

Greensboro, NC
Mirjana Leonetti, RN
High Point, NC
Suzanne Carroll, RN
Pinehurst, NC

Jennifer Bryant, RPh
Julie Williams, PhD

Richmond, VA
Melissa L. Eckert
Amy L. Laboskie, PharmD

Savannah, GA
Gregory T. Sheppard, RN
Victoria Taylor RN, BA, BS

Spartanburg, SC
Bryant Gastineau, Physicist
Susan Stanley, RN

Winston Salem, NC
Michele Harmon, RN, BSN
Sarah Williams, BS
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K New SCOR Physician
Members

Charleston, SC
Ryan Kalinsky, MD

Charlotte, NC
Ayla Kessler, MD
Nasfat Shehadeh, MD

Danville, VA
Akintunde Akinleye, MD

Pinehurst, NC
Michael Batalo, MD

Richmond, VA
Bradley Prestidge, MD
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Community Highlights continued...

Park Ridge Health is an award-winning health care system with more than
140 providers in 42 practices delivering Primary and Specialty care to
more than 1,000 patients each day. This network of care includes a 103
bed hospital. The services offered are audiology, behavioral health, cancer,
cardiology, dermatology, family practice, internal medicine, ophthalmology,
orthopedics, pediatrics, podiatry, respiratory therapy, urology, general
surgery, breast surgery, plastic surgery, and wound care.

Park Ridge Health consistently receives top local, state and national awards
and recognitions for its more than 105-year commitment to providing state-
of-the-art care in a compassionate setting for each patient. Park Ridge
Health was ranked #1in WNC in Patient Engagement by Becker’s Hospital
Review and Becker’s ASC Review. In 2015, Park Ridge Health patients made
them the #1 Patient Pick Hospital in North Carolina. Business North Carolina
bestowed that honor on Park Ridge Health because 85% of patients who
experienced care in the hospital said they would always recommend Park
Ridge Health to others.

Park Ridge Health is the recipient of three Women’s Choice Awards for
America’s Best Hospitals in 2016. The America’s Best Hospitals scoring
process is unique in that it is the only national list that is evidence-based
and focuses on female patient satisfaction, clinical excellence and what
women say they want from a hospital. The award-winning experience goes
beyond the care for patients, Park Ridge Health is repeatedly ranked a top
place to work. Gallup named Park Ridge Health a Great Workplace for the
fifth year in a row.

Park Ridge Health has never wavered in the mission of providing an
environment of Christian compassion and care for those in need of healing,
health, or hope. The strength of purpose and passion for health is also
aided by the relationship with the Adventist Health System - as one of 44
hospitals that comprise the largest, not-for-profit Protestant health care
system in the nation.
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New SCOR
Study Coordinator

Kate McPolin, RN, BSN, OCN,
CCRP
Asheville, NC

Paula Smith BSN, RN
Charleston, SC

Justin Reynolds, BS, CCRP
Kingsport, TN

Lauren Costello, RN
Statesville, NC

Andrea Marrs, BS
Winston Salem, NC
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SCOR NCORP 1+t & 2 Quarter Accural Reports-Year 2

Total NCI Accrual

Credit

541

184.158

SCOR 1st & 2nd Quarter Accruals by Community for Year 2
(8/1/15 - 1/31/16)

Community NCI Accruals Credits Foundation
RX cC

Anderson 9 2 3.425

Asheville 20 5 8.988 4

Cary [0} 0

Charleston 2 (] 1.0376 6

Charlotte 19 4 8.325 n

Danville (0] (0] (0]

Florence (0] (0]

Gastonia 5 25 6.8125

Goldsboro 20 (0] 9.2635

Greensboro 13 5 7.86875 5

Greenville 32 4 7.975

Hendersonville/Pardee 1 2 2.0375

Hendersonville/Park Ridge (o] (o] (o]

High Point (0] (0] (0]

Kingsport 1 0 0.125

Martinsville 4 (0] .64

Pinehurst 8 30 9.6075 3

Richmond 9 (o] 2.4

Savannah 4 (] 1.375

Spartanburg 43 12 221125

Statesville (0] (0] (0]

Winston Salem 2 1 2.0625

TOTAL 192 90 94.05525 29




SCOR NCORP Accural Reports-Year 01 & 02

SCOR Top Accruing MDs for Years 01 & 02 (8/1/14 - 3/31/16)
MD Accruals MD Accruals MD Accruals MD Accruals
Lungreen 92 Chay 22 Curtis 19 Lewis 13
Monitto 56 Willard 22 Chang 18 Saylors 12
Dyar 54 Pollack 21 Graham 17 Miller 12
Kuzma 49 Mohamed 21 Harkness 17 Fried 12
Katragadda 37 King 21 Irvin 17 Gorsuch 1
Atkins 35 Curran 21 Sherrill 16 Thakuri 10
Choksi 32 Siegel 21 Griffin 16 Anthony 10
Yang 31 Finnegan 21 Batalo 16 Abhishek 10
Corso 28 Doster 20 Lassiter 15
Kasbari 28 Kilburn 20 Magrinat 14
Sundborg 25 Pohlmeyer 20 Mehta 14
Nelson 25 Mitchell 19 Kuykendal 13
Byron 24 Acker 19 Misra 13
Moore 23 Patel 19 Hunter 13
89 MDs: 1-5 Accruals 95 MDs: O accruals
Year 02

SCOR Accrual by Community for Year 02 (8/1/15 - 3/31/16)

Community NCI Accruals Total Industry Overall Total
RX cc

Anderson 10 14 24 (0] 24
Asheville 30 6 36 7 43
Cary 2 [0} 2 [0} 2
Charleston (] 6 10
Charlotte 24 8 32 15 47
Danville (0] (] (0] (o]
Florence 4 0 4 0 4
Gastonia 12 44 56 56
Goldsboro 24 5 29 (0] 29
Greensboro 26 n 37 10 47
Greenville 60 9 69 (o] 69
Hendersonville/Pardee 3 3 6 (0] 6
Hendersonville/Park Ridge 4 [0} 4 [0} 4
High Point [0} [0} [0} [0} (o]
Kingsport 4 0 4 [0} 4
Martinsville (0] 7 7 (0] 7
Pinehurst 14 73 87 3 90
Richmond 25 (o] 25 (0] 25
Savannah 6 o 6 (0] 6
Spartanburg 72 34 106 [0} 106
Statesville (o] (] (0] (0] (0]
Winston Salem 2 1 3 (0] 3

TOTAL 326 215 541 41 582




SCOR Research Base Updates

Alliance Update for Data Submission

The use of Chrome, Firefox, and Safari browsers creates an issue in submitting data via TeleForm for
Legacy CALGB studies. Due to this issue, it is necessary for all forms to be submitted using Internet Ex-
plorer. Unless you see a confirmation page after submission of data, the data most likely did not end up
at the Data Center. Example of “Confirmation of Form Submission” is shown.

Cancer and Leukemia Group B

Confirmaton of Form Submission

Forma: C-1622 w3 (CALGR: 10603 Adverse Event Form (v3))

CALGE Study: 1 (eE03
CALGEH Patient: 999999

Reminders for Research Base Audits
Pharmacy
With regards to Pharmacy audits, a Standard Operating Procedure (SOP) in written form is to be pro-
vided in hard copy to the auditors. This SOP addresses the procedure in place for notifying/verifying
with the investigational drug pharmacy staff the investigators who are currently CTEP approved. This
may involve the simple procedure of providing a list of all CTEP investigators to the pharmacist. You are
required to have an SOP from the institution/pharmacy for destruction of NCI study-provided drugs. A
copy of the temperature logs, both for the refrigerator(s) and the room, are to be provided.

Source Documentation

You will need to provide source documentation for all information reported/submitted on any of the
data forms and also for any study parameter required on the study calendar, i.e., vital signs, perfor-
mance status (PS), etc. If you are utilizing an ongoing flow sheet for PS, you will need to have each visit
initialed by the CRP/RN that confirmed the PS. If you are maintaining a patient visit with an ongoing
source document of several pages, you are to label each page with the patient’s initials and study num-
ber plus have a CRP/RN signature and date at the bottom of each page. Please explain in writing any
issues, delays, etc. with the protocol treatment or schedule occurring with the patient so that the audi-
tor will know exactly what has happened. Remember: If it is not written down on paper, then it did not
occur.

RAVE

When inputting data into RAVE, please verify the information uploaded is correct. You may need to ver-
ify the information is correct at least twice before submitting (double check by research staff). SWOG is
concentrating on the correct information being entered into the system and noting any errors.

CIRB

Since most NCI studies are CIRB approved, the auditors want to see the local IRB acknowledgement of
the NCI CIRB as being the IRB of record for the study. The requirement of providing all the CIRB yearly
renewals and amendment/update/revision approvals at the audit remains the same.




SCOR Audit Updates

A note from URCC Auditor:

f E | On October 20, | was part of the team from the
< ﬁ 2 A ' URCC Research Base that audited the SCOR
\ = \ affiliate. On the whole, the charts were well-orga-

A O | & nized and the audit process went quite smoothly.
\‘J_ e

After reviewing the charts from Cathy Jenkins, |

felt | wanted to write and let you know what out-
standing work she is doing. In one of the charts that | audited, she had included at least 6 additional
checklists and procedure guides. These notes and lists are a great resource for anyone enrolling pa-
tients onto our studies. | asked her to send them to me so that | could show them to the investigators
here. They may want to implement some of her strategies in the future.

Most often during the audit, we ask questions of the coordinators to ensure that the protocol has been
followed correctly as far as timing, and adherence to protocol-specific training provided by the re-
search base because it isn’t evident by chart review alone. Cathy’s charts had thorough documentation
of every step including, sometimes, a narrative for tests that she was to perform. All of this ensures
that protocols are implemented with consistency and accuracy.

Obviously, | was impressed enough to write to both of you to let you know what outstanding work is
being done at your facility. Thank you so much!

Libby Nagalski
URCC NCORP Research Base

We are on the road and coming to see you!

The SCOR leadership is composed of Jim Atkins, MD; Jay Bearden, MD;
Judy Hopkins, MD; Particia Griffin, MD; Amy Curtis, MD; Billy Irvin, MD;
Jeremy Kilburn, MD; and Steve Duffy, MD. The Administrative Office will
also be in attendance.

These visits are aimed as a “good will” gesutre to help establish a rapport
between leadership and the communities. We are trying to understand
the obstacles and barriers that each community is facing and how we can
better assist you. All interested investigators and research staff are
requested to be present at these visits which should only last an hour or
So.

Let the Administrative Office know
which days of the week work best for
you.

See you soon!




STOMP § THE MONSTER

“‘STOMP The Monster” is a charitable organization, 501(c)(3). providing financial and personal support
for cancer patients, their families and caregivers when they need it most: during their battle with the
disease. The organization, based out of New Jersey, was formed by Susan Blumenthal, a physician’s
assistant at Waverly Hematology Oncology (Dr. Mark Graham is a member of SCOR) in Cary, NC in
October 2012. Since that time they have assisted 400+ patients with medical bills, prescriptions, utility
bills, rent gas, food, childcare, to name a few, anything that will make their life easier. The have provid-
ed more than $150,000 in financial grants.

STOMP is a volunteer-operated organization that hosts events around the Triangle (Raleigh area)
and seeks charitable contributions to fulfill local patient requests for assistance. All donations received
remain in North Carolina and approximately 95% of the money raised goes directly to the patients.

Contact Susan Blumenthal at susan@stompthemonsternc.org

Welcome to SCOR’s New Nurse

Hello, my name is Robyn DiRusso. | am one of the new Program Coordinators (research nurses)
at SCOR. My profession for the last 26 years has been focused in the world of Oncology. My first
oncology position was with Schering Oncology selling Interferon for Hairy Cell Leukemia. This
kind of gives you the idea that | am a seasoned nurse! For quite a few years | worked as a sales
representative and nurse educator for oncology-focused companies. Most recently | was working
at The Comprehensive Cancer Center at Wake Forest Baptist Health in Winston Salem in the
catheter care department. | am so thrilled to be working in the SCOR Administrative Office.

I live in Mt. Airy, the hometown of Andy Giriffith and the famous, but deadly, “Snappy Lunch” pork
chop sandwich.

In my free time | like to read books for pleasure and | enjoy gardening when my plants live and do
well. |love Oak Island, located on the NC coast and try to get there as often as possible. My
enjoyment of the ocean and the sun has been seriously affected by the shark attacks and recent
trips to the dermatologist. Thank goodness there are antique stores there!

My main focus at this time within the SCOR
Administrative Office is SWOG. | am looking forward
to getting to know everyone in the communities. If
there is anything | can help you with, please let me
know.




SCOR CCDR & CIRB Updates

SCOR CCDR Update: First CCDR Studies to Open

It has been a slow process to work through the approval process by the research bases and
NCI for the proposed CCDR studies. SWOG has just received NCI approval for two adult
CCDR studies. Both studies will be opened at the SCOR CCDR sites when distributed by
SWOG. The two studies are:

1. SWOG S1417CD: “Implementation of a Prospective Financial Impact Assessment Tool
in Patients with Metastatic Colorectal Cancer” (374 participants) was approved by
NCI February 2, 2015 and distributed April 15, 2016.

2. SWOG S1415CD: “A Pragmatic Trial to Improve Colony Stimulating Factor Use in
Cancer” (32 practices and 2880 patients) was approved by NCI June 10, 2015.

NCI continues to restrict CCDR participation to only those community sites (components)
included in the original NCORP grant application. NCl made an exception to the restriction
with the addition of six Children Oncology Group (COG) CCDR sites, which were added

to allow adequate volume to conduct COG CCDR studies. A significant amount of discord
was expressed to the NCI related to the restriction of any additional sites from multiple
NCORPs. Currently SCOR has two CCDR sites, Giblbs Cancer Center and Research Institute
in Spartanburg, SC and Novant Health Forsyth Medical Center in Winston Salem, NC. More
sites should be allowed participation in 2019.

CIRB Update
Local Changes to CIRB-approved Model Consent Forms

This is a reminder and a clarification at the same time:

You CANNOT add any statements or sentences to a CIRB-approved consent form that has
not been included in your approved local boilerplate language. That includes header and
footer information. Some research bases are focusing on this very point and will be particu-
lar about any additional information added to the consent form that is not included in your
boilerplate language.

If you have questions, please call the Administrative Office and speak to Belenda Slate or
Susan Tuttle.

REMEMBER - Please send your CIRB initial approvals and continuing reviews to the
attention of Kim Fulton in the Administrative Office. These approvals/reviews are entered
into our database and patient/participant registrations cannot be entered into the database
until we have IRB approval verification.



FUTURE ORGANIZATIONAL & RESEARCH BASE MEETINGS

SCOR Fall Conference

October 20, 2016 ....ccccevrreeenriirrrnnnns Grande Dunes Marriott, Myrtle Beach, SC
Alliance

May 12-14, 20716......cccovvrrrrrrrreeeerrereeeeeeens Loews Chicago O’Hare, Rosemont, IL
November 3-5, 2016 .......cccvvmeiiirrrnnnniinens Loews Chicago O’Hare, Rosemont, IL
[ 2 L 1 T80 L RN Chicago, IL
November 2-4, 2077 ..ciiiiirecciirrrennienes Loews Chicago O’Hare, Rosemont, IL

NRG (NSABP-RTOG-GOG)

July 14-17, 2016 ... Sheraton Dallas Downtown, Dallas, TX
February 9-12, 2017 ...cvrrvrrrreeeecerennne Marriott Marquis Houston, Houston, TX
July 13-16, 2017 ......ccuuuuuunn. Philadelphia Marriott Downtown, Philadelphia, PA
SWOG

April 27-30, 2016................ Hyatt Regency San Francisco, San Francisco, CA
September 14-17, 2016 ........ccevvveveeennnnnnnnn. Hyatt Regency Chicago, Chicago, IL
April 26-29, 2017................ Hyatt Regency San Francisco, San Francisco, CA
October 11-14, 2017 ...eeeeicrerereee e Hyatt Regency Chicago, Chicago, IL
URCC

September 9-10, 2016.........cceevveeee Rochester Airport Marriott, Rochester, NY
WF

October 20-22, 2016.......ceeevieerreeneee Grande Dunes Marriott, Myrtle Beach, SC

r = e |

| SCOR Fall Meeting |
Thursday, October 20,2016 |

Grande Dunes Marriott,
Myrtle Beach, SC
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