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The Individuality of Cancer Care
by Christian Downs, JD, MHA

Cancer  
as a 
disease  

has frustrated 
clinicians, policy-
makers, and 
patients since  
the time of 
Hippocrates.  
One of the main 

reasons for this frustration, and what 
separates cancer from other diseases,  
is the individual nature of each  
patient’s cancer.

Clinicians try to understand why a 
particular therapy works in one patient 
and not in another. Policymakers try to 
understand why cancer treatment is so 
expensive. Patients, often, just try to 
understand the “new normal” of life after 
a cancer diagnosis.

Clearly the oncology community is on 
the precipice of understanding cancer as 
an individual disease. Just look at the 
breakthroughs happening in genomics, 
immunotherapy, and genetic testing.

So how do you—the backbone of the 
cancer delivery system in this country— 
prepare yourself for these changes?

You can start with this edition of 
Oncology Issues, which offers practical, 
hands-on strategies that you can replicate 
in your program now.

For example, take the article on “The 
NCCCP Cancer Genetic Counseling Assess-
ment Tool” by Patricia D. Hegedus, RN, 
OCN, MBA, and colleagues. Funded in part 
by tax dollars, the National Cancer 
Institute Community Cancer Centers 
Program (NCCCP) is a public-private 
partnership of the National Cancer 
Institute (NCI) and a network of commu-
nity hospital-based cancer centers from 
around the United States—many of whom 
are ACCC member programs. The genetic 
counseling tool on pages 38-39 is a prime 
example of how the NCCCP has shared its 
knowledge with the larger oncology 
community. Any oncology program can use 
this self-assessment tool to identify 

strengths and weaknesses in their cancer 
genetics service line and develop quality 
improvement plans.

Next, James Pellicane, MD, discusses 
genomic testing for breast cancer in the 
community setting. With genomic testing 
many patients can choose to forgo 
chemotherapy—without worrying about 
an increased risk of recurrence. Yet, 
adoption of this new technology has 
been slow. This article explores the 
reasons for lagging adoption; details the 
advantages genomic testing can have for 
patients and providers; and describes 
practical implementation steps for 
programs looking to move forward with 
adoption. 

Finally, take another look at our cover 
story on improving profitability and 
service in an outpatient infusion center. 
Castle and colleagues offer practical 
strategies to improve a program’s bottom 
line by focusing on revenue and expenses, 
as well as common-sense process 
improvements.

Yes, new and cutting-edge evidence 
continues to support the concept that 
cancer is an individualized disease. But 
to the physician who breaks the news of 
a cancer diagnosis to a patient, the nurse 
who holds that person’s hand, and the 
social worker who reaches out to the 
patient and his or her family, that is old 
news. 
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burn@accc-cancer.org. 

G
reetings! 
As I write 
this 

column, I’ve just 
returned from the 
hugely successful 
ACCC 30th National 
Oncology Confer-
ence, held for the 
first time in Boston. 

The sessions and education programs were 
innovative and thought-provoking. Here’s 
one comment I overheard from a meeting 
attendee coming out of a session on rural 
chemotherapy, which was presented by 
2103 Innovator Award Winner Avera 
McKennan Hospital and University Health 
Center, Avera Cancer Institute.

“I just implemented new competences for 
my nurses, and I was questioning myself. 
After hearing this speaker, I knew I’d done 
the right thing!”

I hope that each attendee came away 
from ACCC’s meeting with at least one such 
take-away message. 

Once again I would like to thank 
everyone who attended the 30th National 
Oncology Conference. And for those of you 
not able to attend, I urge you to join us at 
ACCC’s Annual Meeting, March 31-April 2, 
2014, in Arlington, Va., as we celebrate the 
Association’s 40th Anniversary. In fact, our 
first “celebration” arrived with this edition 
of Oncology Issues: ACCC’s 2014 Wall 
Calendar—believe it or not, a first for the 
Association! 

Along with marking ACCC’s 40 years of 
service, the calendar also helps to spread my 
presidential theme—saluting the contribu-
tions of all members of the multidisciplinary 
cancer care team. I hope you will share this 
calendar with your colleagues and patients 
and display it proudly in your programs and 
offices so that we can celebrate together all 
year long. A special thanks to the ACCC 
member programs that shared images of 
their staff. As always, it takes a village at 
ACCC, and we would not be half as successful 
without the support and participation of our 
members. 

But before we can hang this beautiful and 
useful calendar—pre-populated with dates 
and information of interest to the oncology 
community—we must first make it through 
the very hectic holiday season ahead. 

Hopefully, we can look forward to many 
happy family gatherings and celebrations—
for ourselves, our colleagues, and our 
patients. However, the difficult reality is 
that, for some of our patients and their 
families, this may be the last holiday they 
are all able to spend together. This 
knowledge, along with the added stressors 
of the holiday season, can be very challeng-
ing for these patients and families. While, 
as cancer care providers we do everything 
we can to help alleviate this stress, much  
of this responsibility rests on the shoulders 
of our psychosocial support services. So I 
would like to take this opportunity to 
personally thank all of the oncology social 
workers, child-life specialists, chaplains, 
psychologists, and other mental health 
professionals who remain vigilant and on 
the frontline, providing vital services to our 
patients and their caregivers during these 
sometimes tumultuous times.

As an oncology social worker, I under-
stand that the holidays can also be 
somewhat stressful for our staff as well. My 
advice? First, adjust your expectations and 
give yourself permission to say “No” to 
activities or tasks that may overwhelm you 
physically and emotionally. Remember our 
patients rely on us for care, but we must 
first take care of ourselves. 

Second, consider establishing some new 
traditions to reduce stressors, such as using 
technology to bring you closer to family 
and friends when traveling is too stressful. 

Finally, enjoy the support of your 
multidisciplinary team colleagues. 
Leveraging the unique skills and strengths 
of each team member allow us to more 
fully appreciate time spent together in the 
workplace and at home during this holiday 
season and into the New Year.  



Nutrition for the Gastrectomy  
Patient

Webinar discussion topics for patients who have had a 
partial or full gastrectomy, including dealing with appetite 
changes, minimizing weight loss, maintaining nutritional 
status, and more. www.accc-cancer.org/gastric.

Call for Nominations for ACCC 
Board of Trustees

ACCC is now accepting nominations for its 2014 Board of 
Trustees’ election. Nominations must include the nominee’s 
name and program affiliation and be emailed to Careen 
Campbell at ccampbell@accc-cancer.org. All nominations 
must be received by November 30, 2013.

Get to Know ACCC’s Community  
Resource Centers

These cancer programs have volunteered to provide  
resources and answer questions on patients with cancers 
your program may not see every day, including CML, APL, 
and multiple myeloma. www.accc-cancer.org/CRC.  

Opportunities and New Realities  
in Cancer Care

Read ACCC’s first whitepaper from its 2013 Institute for the 
Future of Oncology. The second white paper, “Cancer Care in 
the Age of Electronic Health Information Exchange,” is also 
available at www.accc-cancer.org/institute.
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6		  Practical Steps to 		
		  Better Healthcare

1. Effective, evidence-based  
workforce planning for patients  
and physicians

2. Allocation of residency training posi-
tions that aligns with population needs 
and job availability

3. Improvements to the work  
environment in rural areas to  
attract and retain new physicians  
in local communities 

4. Career counseling throughout  
medical training 

5. Promotion of a culture of social ac-
countability in medical training 

6.	Succession planning.

Source. The Canadian Association of Internes  
and Residents. www.cair.ca. 

Physician Survey Says…
•	 65% of respondents have a regular  

PCP of their own

•	 59% report that they work between  
41-60 hours per week

•	 43% say that they would consider  
a direct pay model

•	 37% identify inadequate insurance  
coverage as the biggest barrier to  
good healthcare

•	 35% support the ACA, but would make  
a few tweaks to the law.

Source. The Great American Physician Survey.  
www.physicianspractice.com.

nominate
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fast   facts

		E  asy Questions All  
		  Breast Cancer Patients Should Ask

1. WHO will be the team of doctors assigned to my care? Typically it’s not just a 

surgeon or oncologist outlining the recommended course of treatment but a team 

that includes various specialists.  

2. WHAT type of treatment is recommended? There are pros and cons to all  

medical procedures. Every treatment is customized to the patient.  

3. WHERE does the treatment take place?  

4. WHEN would the treatment take place, how often, and for how long?  

Lifestyles and daily demands should be taken into consideration. 

5. WHY is this the treatment that is being recommended? Understand the  

relevance of the treatment to the diagnosis and if it is the most effective  

treatment for the type of cancer. 

Source. The BC5 Project. www.bc5project.com. 

The Cost of Healthcare
Healthcare spending is expected to rise just 3.8% in 2013—the fifth consecutive  

year it will have stayed below 4%. Why the modest rise? Experts say it’s due to the recent 

recession and slow recovery, increases in patient cost-sharing requirements,  

and slow growth in public programs. Expected growth for 2014 is 6.1%, with an 

average projected growth of 6.2% per year thereafter.

Source. National Health Expenditure Projections, 2012–22: Slow Growth Until  
Coverage Expands And Economy Improves. Health Affairs. 

Practice Ownership Drops, but More than  
Half of Docs Still Self-Employed

• 	 The percentage of physicians who owned their practice in 2012 is down 8%  

from 2008; physicians in solo practice are down by 6%.

•	 Although data indicates a shift toward hospital employment, 53.2%  
of physicians are self-employed.

•	 60% are in practices wholly owned by physicians; only 23% work in practices  
that are at least partly owned by a hospital. 

•	 6% of physicians are directly employed by a hospital.

•	 A larger percentage of men 60% own their own practices, compared with women 39%.

•	 Ownership is less common among younger physicians—43.3% for physicians under  
age 40 and 60% for physicians age 55 and up.

Source. A Survey by the American Medical Association. www.ama-assn.org.

5

www.accc-cancer.org  |  November–December 2013  |  OI      5



6      OI  |  November–December 2013  |  www.accc-cancer.org 

issues
Not to Be Forgotten— 
Off-Label Use in Oncology
by Matthew farber, MA

With everything that is 
happening in healthcare 
policy, it is easy to overlook 

some of the everyday issues that ACCC 
members face with regard to providing 
quality cancer care. Today’s busy healthcare 
practitioners are continually buffeted by 
concerns such as government shutdowns, 
the sequester, the SGR fix, and challenges 
related to ACOs, Health Insurance Exchang-
es, and Health Information Exchang-
es. However, one issue has remained a 
constant for the past five years—off-label 
therapy. Off-label therapies play a critical 
role in a physician’s ability to provide 
quality care. Despite the fact that the 
oncology community as a whole under-
stands the importance of off-label therapy, 
these services still face significant payment 
and reimbursement challenges.

In August-September 2013, ACCC and 
PhRMA released results of a joint  survey on 
the impact of payer coverage and reim-
bursement policies on off-label use of 
anticancer therapies. This survey was a 
follow-up to a survey conducted five years 
ago, which measured the same issues. One 
hundred and sixty-five ACCC members 
responded to the 2013 survey and, as 
expected, a vast majority (91 percent) 
responded that they find off-label therapy 
important to their ability to provide quality 
care to their patients. 

We did find some interesting differences 
between the two surveys. For example, 
using a 5-point scale with 5 being 
extremely important, this year’s respon-
dents rated the importance of off-label 
therapy an average of 3.6, compared to 4.1 
in the 2008 survey. In what may be a 
related change, this year’s respondents also 
assigned less importance to drug compen-
dia—one of the main sources practitioners 
use to help justify off-label therapies with 
payers. In 2013 respondents rated the 
importance of drug compendia as 3.7, down 
from 4.2 in 2008.

Despite these survey results, the drug 
compendia are still an important tool for 
payers and providers alike. Additionally, the 
2013 survey clearly showed that providers 
continue to wrestle with issues related to 
off-label therapy; 80 percent of respondents 
report that payers have denied coverage for 
medicines that are listed in compen-
dia. Other challenges include:
•	 Prior authorizations. A little more 

than 90 percent of respondents report 
that private payers are using prior 

authorizations to restrict coverage and 
reimbursement for off-label uses of 
anticancer drugs.

•	 Post-payment audits. Respondents in 
this year’s survey report increased use 
of post-payment audits by Medicare (40 
percent in 2013, up from 27 percent in 
2008) and private payers (47 percent in 
2013, up from 25 percent in 2008.)

One of the new survey questions asked in 
2013 had to do with the use of guidelines 
and pathways. Pathway utilization has 
grown significantly in the last five years, 
and these treatment parameters may have 
had an effect on off-label drug use, 
including how people are using drug 
compendia. For example, if the off-label 
indication is on the approved pathway, 
then the practitioner may no longer be 
responsible for providing compendia or 
journal evidence with the claim. In the 
2013 survey, 27 percent of respondents 
report having some type of partnership 
with payers regarding clinical pathways.

The bottom line remains: a compendia 
listing does not guarantee coverage or 
payment, and coverage policies of public 
and private payers continue to have a major 
impact on treatment decisions. In fact, 95 
percent of survey respondents report that 
coverage and reimbursement policies cause 
clinicians to alter their clinical decision-
making. Further, the increasing utilization 
of pathways and guidelines may continue to 
alter the oncology landscape, and ACCC will 
continue to monitor these changes to 
determine how off-label therapy impacts its 
membership. 
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Dedicated to helping you and your oncology 
program achieve and sustain peak 

performance…OMC Group’s experts deliver!
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Sincere thanks to those of you that have submitted data for OMC Group’s Benchmarking Study and to all of 
you that have expressed interest in the results. As of Nov. 15, we have received all essential data from the 
study participants and we are well into data analysis. We anticipate that the analysis and reports will likely 
be complete by late November or early December. Although we are unable to schedule the webinar to 
disseminate the results of the study at this time, we expect to schedule it during the week of December 
16-20. As always, there is no cost to oncology administrators or oncologists for our webinars and the 
invitation to register will be sent out shortly. We look forward to a very informative and exceptionally 
beneficial presentation for all.

To summarize, this benchmarking study is examining performance and productivity benchmarks in both 
infusion centers and radiation centers. If you would like to ensure receipt of the invitation to register for this 
webinar, please send an email to solutions@oncologymgmt.com. 

Our most recent webinar “QUALITY IN ONCOLOGY: How and Why Everyone Should Get QOPI 
Certification” is now available to view in full at https://vimeo.com/76542144.

Our next webinar will be “Results of OMC GROUP’s 2013 Benchmarking Study” Date to be 
announced.

To ensure participation in our complimentary webinars, please send an email to solutions@oncologymgmt.com.

OMC GROUP
2013 BENCHMARKING STUDY

OMC GROUP
2013 BENCHMARKING STUDY

OMC Group • 215-766-1280 • www.oncologymgmt.com • solutions@oncologymgmt.com
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compliance
Sunshine or Stormy Weather?
by Cindy Parman, CPC, CPC-H, RCC

T
he Sunshine Act appears as Section 
6002 of the Patient Protection and 
Affordable Care Act (PPACA or ACA) 

and requires manufacturers to report to the 
Centers for Medicare & Medicaid Services 
(CMS) virtually all payments and gifts made 
to physicians and teaching hospitals. The 
Final Rule for the ACA’s Open Payments 
program (the government’s updated name 
for the Sunshine Act) was issued in 
February 2013 and will soon result in 
publicly distributed financial information.

According to CMS in a public presenta-
tion on Aug. 8, 2013, the objectives of the 
Open Payments program include making 
financial relationships transparent on a 
national scale and providing consumers 
with the information needed to ask 
questions and make informed decisions 
about their healthcare professionals. The 
CMS role in this program is to ensure that 
reports and disclosures are complete, 
accurate, and clear, while remaining 
neutral when presenting the data on a 
public website.

According to the CMS Open Payments 
webpage:1

Collaboration among physicians, teaching 
hospitals, and industry manufacturers can 
contribute to the design and delivery of 
life-saving drugs and devices. However, while 
some collaboration is beneficial, payments 
from manufacturers to physicians and 
teaching hospitals can also introduce 
conflicts of interests.

While financial ties alone do not signify 
an inappropriate relationship, Open 
Payments is necessary to:
•	 Encourage transparency of reporting 

financial ties;
•	 Reveal the nature and extent of  

relationships;
•	 Prevent inappropriate influence on re-

search, education, and clinical decision-
making;

•	 Avoid conflicts of interest that can com-
promise clinical integrity and patient 
care; and

•	 Minimize risk of increased health  
care costs.

More than 90 percent of physicians report 
having some type of business relationship; 
about 80 percent report receiving food or 
beverages in the workplace from industry 
sources.2 According to an April 26, 2010 
article published by Kaiser Health News:3

Research suggests that those details 
matter to some patients. Kevin P. Weinfurt, 
an associate professor of psychology and 
neuroscience at Duke University, has studied 
how patients participating in clinical trials 
react to physician disclosures. He found that 
patients were particularly troubled when 
doctors owned stock in the companies that 
were managing the clinical trials. “They felt 
somehow that this physician could do 
something in the trial that could make the 
company a lot of money, which would then 
make him a lot of money,” Weinfurt says.

According to Dr. Shantanu Agrawal, 
director of the CMS data-sharing and 
partnership group, “Pharmaceutical 
companies spent $15.7 billion in 2011 on 
face-to-face sales and promotional 
activities.”2

As part of a separate agreement with 
the government, Amgen Inc., a biotechnol-

ogy manufacturing company, recently 
released records of physician payments 
made during the first quarter of 2013.4 
Although the majority of payments to 
physicians were for less than $100 in food 
costs, at least ten individual physicians 
received more than $20,000 in payments 
and other transfers of value during this 
three-month period.

What Providers are Affected?
For the purposes of Open Payments, a 
“physician” is any of the following types of 
professionals that are legally authorized to 
practice—regardless of whether they are 
Medicare, Medicaid, or Children’s Health 
Insurance Program (CHIP) providers. 
(Medical residents are currently excluded 
from the definition of physicians for the 
purpose of this program.)
•	 Doctor of Medicine
•	 Doctor of Osteopathy
•	 Doctor of Dentistry
•	 Doctor of Dental Surgery
•	 Doctor of Podiatry
•	 Doctor of Optometry
•	 Doctor of Chiropractic Medicine.

Open Payments will not initially apply to 
midlevel providers, such as nurse practitio-
ners and physician assistants.

For the purposes of Open Payments, 
“teaching hospitals” are hospitals that 
received payment for Medicare direct 
graduate medical education (GME), 
inpatient prospective payment system 
(IPPS) indirect medical education (IME), or 
psychiatric hospital IME programs during 
the last calendar year for which such 
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information is available. CMS has posted a 
list of these teaching hospitals on the 
Open Payments program webpage and this 
list will be updated annually.

Who is an Applicable  
Manufacturer or GPO?
Open Payments defines applicable 
manufacturers as those that:  
•	 Operate in the United States (mean-

ing that they have a physical location 
within the U.S. or otherwise conduct 
activities in the U.S., either directly or 
through a legally-authorized agent); 
AND either

•	 Produce, prepare, propagate, or 

compound at least one covered drug, 
device, biological, or medical supply; 
OR

•	 Operate under common ownership with 
an applicable manufacturer and provide 
assistance or support to the applicable 
manufacturer in the manufacturing, 
marketing, promotion, sale, or distribu-
tion of a covered drug, device, biologi-
cal, or medical supply.

Applicable manufacturers of at least one 
covered product must report to CMS all 
payments and other transfers of value 
made to physicians and teaching hospitals. 
CMS defines a “covered product” as any 

drug, device, biological, or medical supply 
that is eligible for payment by Medicare, 
Medicaid, or CHIP, either individually or as 
a part of a bundled payment (such as the 
IPPS) and that requires a prescription to 
be dispensed (for drugs and biologicals) or 
requires pre-market approval by or 
pre-market notification to the U.S. Food 
and Drug Administration (for devices, 
including medical supplies that are 
devices).

Open Payments defines applicable GPOs 
as those that:

 Table 1. 2013 Open Payments Program Cycle

Industry Will:
Collect information on pay-
ments and other transfers of 
value, as well as ownership 
or investment interests held 
by physicians and their family 
members.

Industry Will:
Register and submit 2013 
information to CMS.

Industry Will:
Correct disputed information.

CMS Public Website:
2013 information posted.

August – December 2013 1st Quarter 2013 2nd Quarter 2013 September 2014

Physicians Should:
Keep track of payments and 
transfers of value made and 
be mindful of ownership and 
investment interests held by 
both the physician and their 
immediate family.

Physicians Should:
Register with CMS in order 
to receive notifications and 
information submitted by  
the industry.

Physicians Should:
Review information for  
accuracy.

(continued on page 13) 
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NOW
AVAILABLE

Take a bite out of 
G-CSF acquisition costs*

Indication
»  GRANIXTM (tbo-filgrastim) Injection is a leukocyte growth factor indicated for reduction 

in the duration of severe neutropenia in patients with nonmyeloid malignancies receiving 
myelosuppressive anticancer drugs associated with a clinically significant incidence 
of febrile neutropenia.

Important Safety Information
»  Splenic rupture: Splenic rupture, including fatal cases, can occur following the administration 

of human granulocyte colony-stimulating factors (hG-CSFs). Discontinue GRANIX and evaluate 
for an enlarged spleen or splenic rupture in patients who report upper abdominal or shoulder 
pain after receiving GRANIX.

»  Acute respiratory distress syndrome (ARDS): ARDS can occur in patients receiving hG-CSFs. 
Evaluate patients who develop fever and lung infiltrates or respiratory distress after receiving 
GRANIX, for ARDS. Discontinue GRANIX in patients with ARDS.

»  Allergic reactions: Serious allergic reactions, including anaphylaxis, can occur in patients receiving 
hG-CSFs. Reactions can occur on initial exposure. Permanently discontinue GRANIX in patients 
with serious allergic reactions. Do not administer GRANIX to patients with a history of serious 
allergic reactions to filgrastim or pegfilgrastim.

* Based on wholesale acquisition cost (WAC) of all short-acting G-CSF products as of November 11, 2013. WAC represents published 
catalogue or list prices and may not represent actual transactional prices. Please contact your supplier for actual prices.

Important Safety Information (continued)
»  Use in patients with sickle cell disease: Severe and sometimes fatal sickle cell crises can occur 

in patients with sickle cell disease receiving hG-CSFs. Consider the potential risks and benefits 
prior to the administration of GRANIX in patients with sickle cell disease. Discontinue GRANIX 
in patients undergoing a sickle cell crisis.

»  Potential for tumor growth stimulatory effects on malignant cells: The granulocyte colony-
stimulating factor (G-CSF) receptor, through which GRANIX acts, has been found on tumor cell 
lines. The possibility that GRANIX acts as a growth factor for any tumor type, including myeloid 
malignancies and myelodysplasia, diseases for which GRANIX is not approved, cannot be excluded.

»  Most common treatment-emergent adverse reaction: The most common treatment-emergent 
adverse reaction that occurred in patients treated with GRANIX at the recommended dose with 
an incidence of at least 1% or greater and two times more frequent than in the placebo group was 
bone pain.

Please see brief summary of Full Prescribing Information on adjacent page.

For more information, visit GRANIXhcp.com.

Reference: 1. GRANIXTM (tbo-filgrastim) Injection Prescribing Information. North Wales, PA: Teva Pharmaceuticals; 2013.

GRANIXTM is a new option 
in short-acting G-CSF therapy

»  GRANIX demonstrated a 71% reduction in duration of severe neutropenia (DSN) 
vs placebo1

–  GRANIX significantly reduced DSN when compared to placebo (1.1 days vs 
3.8 days; p<0.001)1

–  Efficacy was evaluated in a multinational, multicenter, randomized, controlled, 
Phase III study of chemotherapy-naïve patients with high-risk breast cancer 
receiving doxorubicin (60 mg/m2 IV bolus)/docetaxel (75 mg/m2)1

» Safety was evaluated in 3 Phase III clinical trials1

©2013 Cephalon, Inc., a wholly-owned subsidiary of Teva Pharmaceutical 
Industries Ltd. GRANIX is a trademark of Teva Pharmaceutical Industries Ltd. 
All rights reserved. FIL-40014 October 2013. Printed in USA.
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Important Safety Information
»  Splenic rupture: Splenic rupture, including fatal cases, can occur following the administration 

of human granulocyte colony-stimulating factors (hG-CSFs). Discontinue GRANIX and evaluate 
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»  Acute respiratory distress syndrome (ARDS): ARDS can occur in patients receiving hG-CSFs. 
Evaluate patients who develop fever and lung infiltrates or respiratory distress after receiving 
GRANIX, for ARDS. Discontinue GRANIX in patients with ARDS.

»  Allergic reactions: Serious allergic reactions, including anaphylaxis, can occur in patients receiving 
hG-CSFs. Reactions can occur on initial exposure. Permanently discontinue GRANIX in patients 
with serious allergic reactions. Do not administer GRANIX to patients with a history of serious 
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* Based on wholesale acquisition cost (WAC) of all short-acting G-CSF products as of November 11, 2013. WAC represents published 
catalogue or list prices and may not represent actual transactional prices. Please contact your supplier for actual prices.

Important Safety Information (continued)
»  Use in patients with sickle cell disease: Severe and sometimes fatal sickle cell crises can occur 

in patients with sickle cell disease receiving hG-CSFs. Consider the potential risks and benefits 
prior to the administration of GRANIX in patients with sickle cell disease. Discontinue GRANIX 
in patients undergoing a sickle cell crisis.

»  Potential for tumor growth stimulatory effects on malignant cells: The granulocyte colony-
stimulating factor (G-CSF) receptor, through which GRANIX acts, has been found on tumor cell 
lines. The possibility that GRANIX acts as a growth factor for any tumor type, including myeloid 
malignancies and myelodysplasia, diseases for which GRANIX is not approved, cannot be excluded.

»  Most common treatment-emergent adverse reaction: The most common treatment-emergent 
adverse reaction that occurred in patients treated with GRANIX at the recommended dose with 
an incidence of at least 1% or greater and two times more frequent than in the placebo group was 
bone pain.

Please see brief summary of Full Prescribing Information on adjacent page.

For more information, visit GRANIXhcp.com.

Reference: 1. GRANIXTM (tbo-filgrastim) Injection Prescribing Information. North Wales, PA: Teva Pharmaceuticals; 2013.

GRANIXTM is a new option 
in short-acting G-CSF therapy

»  GRANIX demonstrated a 71% reduction in duration of severe neutropenia (DSN) 
vs placebo1

–  GRANIX significantly reduced DSN when compared to placebo (1.1 days vs 
3.8 days; p<0.001)1

–  Efficacy was evaluated in a multinational, multicenter, randomized, controlled, 
Phase III study of chemotherapy-naïve patients with high-risk breast cancer 
receiving doxorubicin (60 mg/m2 IV bolus)/docetaxel (75 mg/m2)1

» Safety was evaluated in 3 Phase III clinical trials1

©2013 Cephalon, Inc., a wholly-owned subsidiary of Teva Pharmaceutical 
Industries Ltd. GRANIX is a trademark of Teva Pharmaceutical Industries Ltd. 
All rights reserved. FIL-40014 October 2013. Printed in USA.



BRIEF SUMMARY OF PRESCRIBING INFORMATION FOR
GRANIX™ (tbo-fi lgrastim) Injection, for subcutaneous use
SEE PACKAGE INSERT FOR FULL PRESCRIBING INFORMATION
1 INDICATIONS AND USAGE
GRANIX is indicated to reduce the duration of severe neutropenia in patients 
with non-myeloid malignancies receiving myelosuppressive anti-cancer 
drugs associated with a clinically signifi cant incidence of febrile neutropenia.
4 CONTRAINDICATIONS
None.
5 WARNINGS AND PRECAUTIONS
5.1 Splenic Rupture
Splenic rupture, including fatal cases, can occur following administration of 
human granulocyte colony-stimulating factors. In patients who report upper 
abdominal or shoulder pain after receiving GRANIX, discontinue GRANIX and 
evaluate for an enlarged spleen or splenic rupture.
5.2 Acute Respiratory Distress Syndrome (ARDS)
Acute respiratory distress syndrome (ARDS) can occur in patients receiv-
ing human granulocyte colony-stimulating factors. Evaluate patients who 
develop fever and lung infi ltrates or respiratory distress after receiving 
GRANIX, for ARDS. Discontinue GRANIX in patients with ARDS.
5.3 Allergic Reactions
Serious allergic reactions including anaphylaxis can occur in patients receiving 
human granulocyte colony-stimulating factors. Reactions can occur on initial 
exposure. The administration of antihistamines‚ steroids‚ bronchodilators‚ 
and/or epinephrine may reduce the severity of the reactions. Permanently 
discontinue GRANIX in patients with serious allergic reactions. Do not 
administer GRANIX to patients with a history of serious allergic reactions to 
fi lgrastim or pegfi lgrastim.
5.4 Use in Patients with Sickle Cell Disease
Severe and sometimes fatal sickle cell crises can occur in patients with sickle 
cell disease receiving human granulocyte colony-stimulating factors. Consider 
the potential risks and benefi ts prior to the administration of human granulo-
cyte colony-stimulating factors in patients with sickle cell disease. Discontinue 
GRANIX in patients undergoing a sickle cell crisis.
5.5 Potential for Tumor Growth Stimulatory Effects on Malignant Cells
The granulocyte colony-stimulating factor (G-CSF) receptor through which 
GRANIX acts has been found on tumor cell lines. The possibility that GRANIX 
acts as a growth factor for any tumor type, including myeloid malignancies 
and myelodysplasia, diseases for which GRANIX is not approved, cannot 
be excluded.
6 ADVERSE REACTIONS
The following potential serious adverse reactions are discussed in greater 
detail in other sections of the labeling:

see Warnings and Precautions (5.1)]
see Warnings and Precautions (5.2)]

see Warnings and Precautions (5.3)]
see Warnings and Precautions (5.4)]

see 
Warnings and Precautions (5.5)]

The most common treatment-emergent adverse reaction that occurred at an 
incidence of at least 1% or greater in patients treated with GRANIX at the 
recommended dose and was numerically two times more frequent than in 
the placebo group was bone pain.
6.1 Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, 
adverse reaction rates observed in the clinical trials of a drug cannot be 
directly compared to rates in the clinical trials of another drug and may not 
refl ect the rates observed in clinical practice.
GRANIX clinical trials safety data are based upon the results of three random-
ized clinical trials in patients receiving myeloablative chemotherapy for breast 
cancer (N=348), lung cancer (N=240) and non-Hodgkin’s lymphoma (N=92). 
In the breast cancer study, 99% of patients were female, the median age was 
50 years, and 86% of patients were Caucasian. In the lung cancer study, 80% 
of patients were male, the median age was 58 years, and 95% of patients 
were Caucasian. In the non-Hodgkin’s lymphoma study, 52% of patients were 
male, the median age was 55 years, and 88% of patients were Caucasian. In 
all three studies a placebo (Cycle 1 of the breast cancer study only) or a non-
US-approved fi lgrastim product were used as controls. Both GRANIX and the 
non-US-approved fi lgrastim product were administered at 5 mcg/kg subcuta-
neously once daily beginning one day after chemotherapy for at least fi ve days 
and continued to a maximum of 14 days or until an ANC of 10,000 x 106/L 
after nadir was reached.
Bone pain was the most frequent treatment-emergent adverse reaction that 
occurred in at least 1% or greater in patients treated with GRANIX at the 

recommended dose and was numerically two times more frequent than in 
the placebo group. The overall incidence of bone pain in Cycle 1 of treatment 
was 3.4% (3.4% GRANIX, 1.4% placebo, 7.5% non-US-approved fi lgrastim 
product).
Leukocytosis
In clinical studies, leukocytosis (WBC counts > 100,000 x 106/L) was observed 
in less than 1% patients with non-myeloid malignancies receiving GRANIX. No 
complications attributable to leukocytosis were reported in clinical studies.
6.2 Immunogenicity
As with all therapeutic proteins, there is a potential for immunogenicity. The 
incidence of antibody development in patients receiving GRANIX has not been 
adequately determined.
7 DRUG INTERACTIONS 
No formal drug interaction studies between GRANIX and other drugs have 
been performed.
Drugs which may potentiate the release of neutrophils‚ such as lithium‚ 
should be used with caution.
Increased hematopoietic activity of the bone marrow in response to growth 
factor therapy has been associated with transient positive bone imaging 
changes. This should be considered when interpreting bone-imaging results.
8 USE IN SPECIFIC POPULATIONS 
8.1 Pregnancy
Pregnancy Category C
There are no adequate and well-controlled studies of GRANIX in pregnant 
women. In an embryofetal developmental study, treatment of pregnant 
rabbits with tbo-fi lgrastim resulted in adverse embryofetal fi ndings, including 
increased spontaneous abortion and fetal malformations at a maternally toxic 
dose. GRANIX should be used during pregnancy only if the potential benefi t 
justifi es the potential risk to the fetus.
In the embryofetal developmental study, pregnant rabbits were administered 
subcutaneous doses of tbo-fi lgrastim during the period of organogenesis 
at 1, 10 and 100 mcg/kg/day. Increased abortions were evident in rabbits 
treated with tbo-fi lgrastim at 100 mcg/kg/day. This dose was maternally toxic 
as demonstrated by reduced body weight. Other embryofetal fi ndings at this 
dose level consisted of post-implantation loss‚ decrease in mean live litter size 
and fetal weight, and fetal malformations such as malformed hindlimbs and 
cleft palate. The dose of 100 mcg/kg/day corresponds to a systemic exposure 
(AUC0-24) of approximately 50-90 times the exposures observed in patients 
treated with the clinical tbo-fi lgrastim dose of 5 mcg/kg/day.
8.3 Nursing Mothers 
It is not known whether tbo-fi lgrastim is secreted in human milk. Because 
many drugs are excreted in human milk, caution should be exercised when 
GRANIX is administered to a nursing woman. Other recombinant G-CSF 
products are poorly secreted in breast milk and G-CSF is not orally absorbed 
by neonates.
8.4 Pediatric Use 
The safety and effectiveness of GRANIX in pediatric patients have not been 
established.
8.5 Geriatric Use 
Among 677 cancer patients enrolled in clinical trials of GRANIX, a total of 111 
patients were 65 years of age and older. No overall differences in safety or effec-
tiveness were observed between patients age 65 and older and younger patients.
8.6 Renal Impairment
The safety and effi cacy of GRANIX have not been studied in patients with moderate 
or severe renal impairment. No dose adjustment is recommended for patients 
with mild renal impairment.
8.7 Hepatic Impairment
The safety and effi cacy of GRANIX have not been studied in patients with 
hepatic impairment.
10 OVERDOSAGE
No case of overdose has been reported.

©2013 Cephalon, Inc., a wholly owned subsidiary of Teva Pharmaceutical 
Industries Ltd. All rights reserved.
GRANIX is a trademark of Teva Pharmaceutical Industries Ltd.
Manufactured by:
Sicor Biotech UAB
Vilnius, Lithuania
U.S. License No. 1803
Distributed by:
Teva Pharmaceuticals USA, Inc.
North Wales, PA  19454
Product of Israel
FIL-40046 July 2013
This brief summary is based on TBO-003 GRANIX full Prescribing Information.
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BRIEF SUMMARY OF PRESCRIBING INFORMATION FOR
GRANIX™ (tbo-fi lgrastim) Injection, for subcutaneous use
SEE PACKAGE INSERT FOR FULL PRESCRIBING INFORMATION
1 INDICATIONS AND USAGE
GRANIX is indicated to reduce the duration of severe neutropenia in patients 
with non-myeloid malignancies receiving myelosuppressive anti-cancer 
drugs associated with a clinically signifi cant incidence of febrile neutropenia.
4 CONTRAINDICATIONS
None.
5 WARNINGS AND PRECAUTIONS
5.1 Splenic Rupture
Splenic rupture, including fatal cases, can occur following administration of 
human granulocyte colony-stimulating factors. In patients who report upper 
abdominal or shoulder pain after receiving GRANIX, discontinue GRANIX and 
evaluate for an enlarged spleen or splenic rupture.
5.2 Acute Respiratory Distress Syndrome (ARDS)
Acute respiratory distress syndrome (ARDS) can occur in patients receiv-
ing human granulocyte colony-stimulating factors. Evaluate patients who 
develop fever and lung infi ltrates or respiratory distress after receiving 
GRANIX, for ARDS. Discontinue GRANIX in patients with ARDS.
5.3 Allergic Reactions
Serious allergic reactions including anaphylaxis can occur in patients receiving 
human granulocyte colony-stimulating factors. Reactions can occur on initial 
exposure. The administration of antihistamines‚ steroids‚ bronchodilators‚ 
and/or epinephrine may reduce the severity of the reactions. Permanently 
discontinue GRANIX in patients with serious allergic reactions. Do not 
administer GRANIX to patients with a history of serious allergic reactions to 
fi lgrastim or pegfi lgrastim.
5.4 Use in Patients with Sickle Cell Disease
Severe and sometimes fatal sickle cell crises can occur in patients with sickle 
cell disease receiving human granulocyte colony-stimulating factors. Consider 
the potential risks and benefi ts prior to the administration of human granulo-
cyte colony-stimulating factors in patients with sickle cell disease. Discontinue 
GRANIX in patients undergoing a sickle cell crisis.
5.5 Potential for Tumor Growth Stimulatory Effects on Malignant Cells
The granulocyte colony-stimulating factor (G-CSF) receptor through which 
GRANIX acts has been found on tumor cell lines. The possibility that GRANIX 
acts as a growth factor for any tumor type, including myeloid malignancies 
and myelodysplasia, diseases for which GRANIX is not approved, cannot 
be excluded.
6 ADVERSE REACTIONS
The following potential serious adverse reactions are discussed in greater 
detail in other sections of the labeling:

see Warnings and Precautions (5.1)]
see Warnings and Precautions (5.2)]

see Warnings and Precautions (5.3)]
see Warnings and Precautions (5.4)]

see 
Warnings and Precautions (5.5)]

The most common treatment-emergent adverse reaction that occurred at an 
incidence of at least 1% or greater in patients treated with GRANIX at the 
recommended dose and was numerically two times more frequent than in 
the placebo group was bone pain.
6.1 Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, 
adverse reaction rates observed in the clinical trials of a drug cannot be 
directly compared to rates in the clinical trials of another drug and may not 
refl ect the rates observed in clinical practice.
GRANIX clinical trials safety data are based upon the results of three random-
ized clinical trials in patients receiving myeloablative chemotherapy for breast 
cancer (N=348), lung cancer (N=240) and non-Hodgkin’s lymphoma (N=92). 
In the breast cancer study, 99% of patients were female, the median age was 
50 years, and 86% of patients were Caucasian. In the lung cancer study, 80% 
of patients were male, the median age was 58 years, and 95% of patients 
were Caucasian. In the non-Hodgkin’s lymphoma study, 52% of patients were 
male, the median age was 55 years, and 88% of patients were Caucasian. In 
all three studies a placebo (Cycle 1 of the breast cancer study only) or a non-
US-approved fi lgrastim product were used as controls. Both GRANIX and the 
non-US-approved fi lgrastim product were administered at 5 mcg/kg subcuta-
neously once daily beginning one day after chemotherapy for at least fi ve days 
and continued to a maximum of 14 days or until an ANC of 10,000 x 106/L 
after nadir was reached.
Bone pain was the most frequent treatment-emergent adverse reaction that 
occurred in at least 1% or greater in patients treated with GRANIX at the 

recommended dose and was numerically two times more frequent than in 
the placebo group. The overall incidence of bone pain in Cycle 1 of treatment 
was 3.4% (3.4% GRANIX, 1.4% placebo, 7.5% non-US-approved fi lgrastim 
product).
Leukocytosis
In clinical studies, leukocytosis (WBC counts > 100,000 x 106/L) was observed 
in less than 1% patients with non-myeloid malignancies receiving GRANIX. No 
complications attributable to leukocytosis were reported in clinical studies.
6.2 Immunogenicity
As with all therapeutic proteins, there is a potential for immunogenicity. The 
incidence of antibody development in patients receiving GRANIX has not been 
adequately determined.
7 DRUG INTERACTIONS 
No formal drug interaction studies between GRANIX and other drugs have 
been performed.
Drugs which may potentiate the release of neutrophils‚ such as lithium‚ 
should be used with caution.
Increased hematopoietic activity of the bone marrow in response to growth 
factor therapy has been associated with transient positive bone imaging 
changes. This should be considered when interpreting bone-imaging results.
8 USE IN SPECIFIC POPULATIONS 
8.1 Pregnancy
Pregnancy Category C
There are no adequate and well-controlled studies of GRANIX in pregnant 
women. In an embryofetal developmental study, treatment of pregnant 
rabbits with tbo-fi lgrastim resulted in adverse embryofetal fi ndings, including 
increased spontaneous abortion and fetal malformations at a maternally toxic 
dose. GRANIX should be used during pregnancy only if the potential benefi t 
justifi es the potential risk to the fetus.
In the embryofetal developmental study, pregnant rabbits were administered 
subcutaneous doses of tbo-fi lgrastim during the period of organogenesis 
at 1, 10 and 100 mcg/kg/day. Increased abortions were evident in rabbits 
treated with tbo-fi lgrastim at 100 mcg/kg/day. This dose was maternally toxic 
as demonstrated by reduced body weight. Other embryofetal fi ndings at this 
dose level consisted of post-implantation loss‚ decrease in mean live litter size 
and fetal weight, and fetal malformations such as malformed hindlimbs and 
cleft palate. The dose of 100 mcg/kg/day corresponds to a systemic exposure 
(AUC0-24) of approximately 50-90 times the exposures observed in patients 
treated with the clinical tbo-fi lgrastim dose of 5 mcg/kg/day.
8.3 Nursing Mothers 
It is not known whether tbo-fi lgrastim is secreted in human milk. Because 
many drugs are excreted in human milk, caution should be exercised when 
GRANIX is administered to a nursing woman. Other recombinant G-CSF 
products are poorly secreted in breast milk and G-CSF is not orally absorbed 
by neonates.
8.4 Pediatric Use 
The safety and effectiveness of GRANIX in pediatric patients have not been 
established.
8.5 Geriatric Use 
Among 677 cancer patients enrolled in clinical trials of GRANIX, a total of 111 
patients were 65 years of age and older. No overall differences in safety or effec-
tiveness were observed between patients age 65 and older and younger patients.
8.6 Renal Impairment
The safety and effi cacy of GRANIX have not been studied in patients with moderate 
or severe renal impairment. No dose adjustment is recommended for patients 
with mild renal impairment.
8.7 Hepatic Impairment
The safety and effi cacy of GRANIX have not been studied in patients with 
hepatic impairment.
10 OVERDOSAGE
No case of overdose has been reported.
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•	 Operate in the United States (mean-
ing that they have a physical location 
within the U.S. or otherwise conduct 
activities in the U.S., either directly or 
through a legally-authorized agent); 
AND

•	 Purchase, arrange for purchase, or ne-
gotiate the purchase of a covered drug, 
device, biological, or medical supply for 
a group of individuals or entities, but 
not solely for use by the purchasing 
entity itself.

Applicable GPOs must report information 
on ownership and investment interest held 
by physicians and their immediate family 
members, as well as any payments or other 
transfers of value made to physician 
owners or investors.

What Payments Are Included?
“Nature of payment” categories must be 
used to describe why a payment or other 
transfer of value was made. The categories 
are:
•	 Consulting fees
•	 Compensation for services other than 

consulting, including serving as faculty 
or as a speaker at an event other than 
a continuing education program

•	 Honoraria
•	 Gifts
•	 Entertainment
•	 Food and beverage
•	 Travel and lodging
•	 Education
•	 Research 
•	 Charitable contributions
•	 Royalty or license
•	 Current or prospective ownership or 

investment interest
•	 Direct compensation for serving as 

faculty or as a speaker for a medical 
education program (unaccredited or 
non-accredited)

•	 Grants
•	 Space rental or facility fees (teaching 

hospital only).

CMS has also clarified that in addition to 
direct payments to physicians and teaching 
hospitals, the manufacturers and GPOs 
must also report indirect payments and 
payments that are transferred to a third 
party. For example, if the manufacturer 
contracts with an agency to distribute 
funds to physicians who endorse a certain 
product, these payments would be reported 
under the Open Payments program. 

In another scenario, if the physician 
scheduled to receive a payment for serving 
as a speaker directs the company to 
forward his compensation to a charity, this 
action must still be reported as a payment 
to the physician. 

There are, however, limited exceptions for 
compensation for speaking at a continuing 
education program when all published 
criteria are met. But even if the compensa-
tion is exempt from the reporting require-
ments, it is possible that the manufacturer 
will have to report the costs of meals, 
travel, lodging, and educational materials 
for these continuing education events.

Excluded from the reporting require-
ments are items that directly benefit 
patients or are intended to be used by 
patients, including the value of a manufac-
turer’s services to educate patients 
regarding a covered drug, device, biologi-
cal, or medical supply. For example, if the 
transfer of value consists of a wall chart or 
anatomical model, these costs are not 
reportable. That said, CMS has clearly 
stated that the provision of a textbook by 
a manufacturer or GPO is reportable under 
the Open Payments Program.

The data collected under the Open 
Payments program will become part of a 
database that the FDA’s Office of Criminal 
Investigations (OCI) is building to detect 
potentially fraudulent activity, such as 
off-label marketing violations.

What Information Will Be  
Reported?
CMS states that the standard reporting 
categories include:
•	 General Payments: payments or other 

transfers of value not made in connec-
tion with a research agreement

•	 Research Payments: payments or other 
transfers of value made in connection 
with a research agreement

•	 Ownership & Investment Interests.

From coffee and doughnuts to investigator 
grant permits, any payment or transfer 
must be reported under the provisions of 
the Open Payments program. Section 6002 
provides the following limited exception:5

Small payments or other transfers of 
value, which the statute defines as payments 
or other transfers of value less than $10, do 
not need to be reported, except when the 
total annual value of payments or other 
transfers of value provided to a covered 
recipient exceeds $100.

Specific information reported by 
industry manufacturers and GPOs includes 
the physician’s full legal name, primary 
specialty, primary business address, 
national provider identifier (NPI), state 
professional license number(s), and email 
address. In addition, there will be data 
relating to the name of the drug, device, 
biological, or medical supply and the 
amount, date, number, and nature of the 
payment(s) or other transfer(s) of value. 
Last, the interactions will be categorized 
as cash (or cash equivalent), “in kind” 
items or services, stock (including stock 
options or other ownership interest), or 
dividend, profit, or other return on 
investment.

Applicable manufacturers and GPOs will 
report the data for August through 
December of 2013 to CMS by March 31, 
2014; CMS will release the data publicly by 
September 30, 2014. After that, a full 
year’s worth of data will be published the 
following June; for example, the data from 
January through December 2014 will be 

(continued from page 9) 
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published in June 2015. In addition, 
manufacturers and other reporting entities 
will be required to register on a CMS 
website, and will submit data using 
templates.

According to a CMS official speaking at 
the annual meeting of the American 
Medical Association (AMA) House of 
Delegates in Chicago, Ill. on June 17, 
2013, once data has been collected and 
processed, providers will have 45 days to 
dispute and correct manufacturer’s 
reports.6 After that, the data will be made 
public. If a discrepancy is not brought to 
the manufacturer’s attention during the 
45-day period, resolutions could take 
months.

If providers believe that reported data 
is false or misleading, they must 
document the disputed data elements in 
writing to CMS, and then work out the 
dispute directly with the manufacturer. 
The data will be flagged as “disputed” on 
the website, but will not be removed 
until the manufacturer withdraws the 
information. In addition, CMS will not 
mediate the dispute; if it is not resolved 
in a year, the manufacturer’s data will be 
reported to the public.

To ensure data accuracy, CMS is required 
to conduct audits of the data submitted 
and levy civil monetary penalties against 
manufacturers and GPOs for failing to 
submit data or submitting inaccurate data. 
CMS can impose $10,000 fines on 
manufacturers for failing to report gifts, 
but this penalty may climb to $100,000 
should a manufacturer be found to have 
deliberately omitted payment information.

What Should You Do?
There are industry concerns that this type 
of public database will be a target for 
industry critics, the press, the Internal 
Revenue Service (IRS), and even attorneys 
seeking to sue physicians or facilities. As a 
result, industry sources must make 
reporting accuracy the first priority.

Physicians, hospitals, and cancer 
programs should track their data. In 

addition, they should monitor the Open 
Payments website for an opportunity to 
register for online access to reports and 
dispute documents. Further, CMS 
recommends that physicians and teaching 
hospitals:
•	 Become familiar with the information 

that will be reported about physicians 
or teaching hospitals

•	 Keep records of all payments and other 
transfers of value received from manu-
facturers or GPOs

•	 Register with CMS and subscribe to the 
listserve to receive updates regarding 
the program

•	 Review the information manufacturers 
and GPOs submit on a physician’s or 
hospital’s behalf

•	 Work with manufacturers and GPOs to 
make sure the information submitted  
is correct. 

  
Physicians and teaching facilities can 
register with CMS starting Jan. 1, 2014 to 
receive a report on their activities each 
June before the public report is released. 
CMS is also promoting its smartphone 
app, called “Open Payments Mobile for 
Physicians” that tracks payments and 
other value transfers from manufacturers. 
The physician app will work in tandem 
with the “Open Payments for Industry” 
app that allows the manufacturer to 
exchange information with the physician 
on a dynamic basis, but the apps will not 
be used to transmit information to CMS.

In an effort to ensure that physicians 
understand the details of the Open 
Payments Program, AMA has developed  
a Tool Kit, including a free archived 
webinar and frequently asked questions, 
which is available at: www.ama-assn.
org/ama/pub/advocacy/topics/sunshine-act- 
and-physician-financial-transparency-
reports.page.  

Last, physicians and hospitals that will 
be impacted by the Open Payments 
program should be prepared to respond to 
questions from patients and other 
consumers once the payment results are 

published. This response could include 
disclosing the information on the 
provider’s website, publishing frequently 
asked questions, and training staff to 
respond appropriately to questions about 
industry payments received during a 
patient encounter.

Cindy Parman, CPC, CPC-H, RCC, is a 
principal at Coding Strategies, Inc., in 
Powder Springs, Ga.
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Drugs in the News

•  Bayer HealthCare (www.bayer.com) 
and Onyx Pharmaceuticals (www.onyx.
com) announced that the FDA has granted 
priority review designation to its supple-
mental new drug application (sNDA) for 
the oral multikinase inhibitor Nexavar® 
(sorafenib) tablets under evaluation for 
the treatment of locally advanced or meta-
static radioactive iodine (RAI)-refractory 
differentiated thyroid cancer. 

•  The FDA has granted breakthrough ther-
apy designation to Boehringer Ingelheim 
Pharmaceuticals’ (www.us.boehringer- 
ingelheim.com) Volasertib, an investiga-
tional inhibitor of polo-like kinase (Plk), 
being evaluated for the treatment of patients 
aged 65 or older with previously untreated 
acute myeloid leukemia (AML), ineligible for 
intensive remission induction therapy. 

Devices in the News 

•  Nucletron, an Elekta company (www.
elekta.com) has launched Esteya®, a new 
approach for treating patients with skin 
cancer. Esteya electronic brachytherapy 
mimics proven high-dose rate (HDR) 
brachytherapy by bringing a small X-ray 
source very close to the cancerous site, 
enabling the local application of radiation 
for effective treatment. Esteya requires 
only minimal room shielding. 

•  The FDA has granted 510(k) clearance to 
Varian Medical Systems’ (www.varian.com) 
RapidPlan™, a radiotherapy treatment 
planning tool designed to enhance quality, 
consistency, and efficiency in radiotherapy 
treatment planning.  RapidPlan provides 
clinicians with knowledge-based models 

tools

Approved Drugs 

•  The Food and Drug Administration 
(FDA) has expanded the approved uses of 
Celgene Corporation’s (www.celgene.com) 
Abraxane® (paclitaxel protein-bound 
particles for injectable suspension, 
albumin-bound) to treat patients with 
with late-stage pancreatic cancer. It is 
intended to be used with gemcitabine in 
patients with pancreatic cancer that has 
spread to other parts of the body.

•  Genentech’s (www.gene.com) drug 
Perjeta® (pertuzumab) was granted FDA 
accelerated approval as part of a com-
plete treatment regimen for patients with 
early stage breast cancer before surgery. 
It is the first FDA-approved drug for the 
neoadjuvant treatment of breast cancer. 
Perjeta is to be used in combination with 
trastuzumab and other chemotherapy 
prior to surgery and, depending upon the 
treatment regimen used, may be followed 
by chemotherapy after surgery. Follow-
ing surgery, patients should continue to 
receive trastuzumab to complete one year 
of treatment.

•  The FDA has approved the first generic 
version of Xeloda® (capecitabine), an 
oral chemotherapy pill used to treat cancer 
of the colon or rectum that has spread to 
other parts of the body, and metastatic 
breast cancer. Teva Pharmaceuticals USA 
(www.tevapharm.com) has FDA approval 
to market generic capecitabine in 150 and 
500 mg strengths. 

that generate high-quality personalized 
treatment plans for their patients. 

Genetic Tests & Assays in  
the News

•  Quest Diagnostics (www.QuestDiagnostics.
com) has announced the availability of 
BRCAvantage™, a suite of four new lab-
developed genetic tests (LDT) that identify 
mutations in BRCA1 and BRCA2 genes, 
which are associated with increased risk of 
inherited breast and ovarian cancers. 

•  GeneDx (www.genedx.com) has launched 
OncoGeneDx, a suite of genetic tests 
for inherited cancer, including a 26-gene 
panel for breast and ovarian cancer that 
includes BRCA1 and BRCA2 and next 
generation sequencing based multi-gene 
panels for colorectal cancer, pancreatic 
cancer, and endometrial cancer. 

•  Ventana Medical Systems, Inc. (www.
ventana.com) has announced the launch 
of the Ventana BRAF V600E (VE1) Mouse 
Monoclonal Primary Antibody IHC assay. 
The test is designed to detect the most 
frequent BRAF mutation, V600E, which has 
been found to play a key role in a variety 
of cancers including colorectal cancer. 

•  Trovagene, Inc. (www.trovagene.com) 
announced the availability of the first 
urine test for cancer mutation monitoring 
through the company’s CLIA laboratory.  
Trovagene’s cell-free BRAFSM test is a  
laboratory-developed test designed to  
detect and monitor this mutation in meta-
static cancer patients with biopsy-proven 
V600E BRAF mutation in their tumor.  
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The Elkhart General Hospital Center  
for Cancer Services, Elkhart, Indiana

T
he Elkhart General Hospital Center 
for Cancer Services has been serving 
Elkhart County, Indiana since 1913.  

From 2001-2012, Elkhart General has 
received the Outstanding Achievement 
Award from the American College of 
Surgeons Commission on Cancer (CoC). It  
is one of only 13 programs in the nation to 
receive that honor for three consecutive 
review cycles.

“We are a community hospital, but we 
deliver the same level of care that a bigger 
referral center would,” said Toni Klatt-Ellis, 
APRN, MN, AOCN, advanced practice nurse 
for Oncology Services.

Meeting Community Needs
When the recession began in 2008, Elkhart 
County was particularly hard hit. In 2009 
Elkhart had the highest unemployment rate 
in the nation. For the cancer center, this 
economic downturn has meant treating an 
increasing number of uninsured and 
under-insured patients. “To provide people 
a level of comfort that they’re going to get 
exceptional care here, and that they don’t 
have to travel [to another cancer center] is 
important,” said Klatt-Ellis, emphasizing 
that patients don’t have to worry about 
incurring additional expenses involved in 
traveling for care.

Most of the oncology services offered by 
Elkhart General are housed on the hospital 
campus. The inpatient Oncology Care Unit 
is located on the fourth floor of Elkhart 
General Hospital. Two private medical 
oncology practices are close by, one 
adjacent to the hospital and the other, five 
minutes away. Patients may choose to 

receive chemotherapy at either the medical 
oncology offices or in the hospital’s 
ambulatory infusion clinic. Almost all other 
oncology services are located on the lower 
level of the hospital, including the 
ambulatory infusion clinic, radiation 
oncology, and the interdisciplinary Breast 
and Thoracic clinics. 

The radiation oncology department is 
accredited by the American College of 
Radiation Oncology (ACRO). The depart-
ment offers state-of-the-art therapies, such 
as Rapid Arc and Stereotactic Body 
Radiation Therapy. 

In 2006 Elkhart General expanded and 
updated their inpatient Oncology Care 
Unit. The 20-room unit contains all private 
rooms designed to feel like home with a 
living-room atmosphere. A spacious family 
area is equipped with a huge living room 
and a fireplace. Bathroom facilities were 
remodeled to accommodate family 
members who want to spend the night. The 
unit also has a full kitchen with a large 
dining room table for patients with many 
visiting family members to enjoy a meal 
together as if they were at home. Accord-
ing to Vicky Carter, CTR, cancer registry 
data quality control coordinator at Elkhart 
General, this unique space is popular for 
Thanksgiving and Christmas meals, and has 
also been used for birthday parties, 
anniversary celebrations, and even 
weddings. 

The Breast Care Center, situated in the 
West Wing of the hospital, is recognized as 
a Certified Quality Breast Center of 
Excellence, Certification Level III – the 
highest certification level awarded by the 

National Consortium of Breast Centers 
National Quality Measures for Breast 
Centers™ Program. The Breast Care Center 
was also awarded the Breast Imaging 
Center of Excellence designation by the 
American College of Radiology (ACR). 

Patient navigation services are offered 
at Elkhart General to help coordinate care. 
A general navigator is available to 
patients treated on the inpatient unit. 
Nurse navigators also guide patients 
through the Breast and Thoracic Clinics. 
Navigators are also available to accom-
pany patients to appointments and help 
resolve insurance issues.

To comply with the federal requirement 
mandating all 501(c)(3) hospitals to 
complete a Community Health Needs 
Assessment (CHNA), Elkhart General 
performed their CHNA in 2012. After 
surveying Elkhart County, the hospital 
identified a significant lung cancer 
population, obesity, and a high smoking 
rate as the top health issues affecting its 
community. 

Smoking rates in Elkhart County are 
higher than the national rate and the 
percentage of patients who are diag-
nosed with Stage IV lung cancer is 
greater than 50 percent; also above the 
national average. With these needs 
identified, Elkhart General’s next step 
was to implement programs addressing 
these areas.

Lung Cancer Screening Program
Based on CHNA data, as well as the 
National Comprehensive Cancer Network 
(NCCN) 2012 Guidelines and data from the 

spotlight
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National Lung Screening trial, Elkhart 
General developed a lung cancer screening 
program in June 2012. In addition to a 
need identified by the community 
assessment, physician champions at the 
hospital were also vital to the initiation of 
the screening program in June 2012.

First Elkhart General established a 
multidisciplinary thoracic oncology clinic 
to be able to have a disease-specific clinic 
for patients diagnosed with lung cancer. 
Staff then worked with Central Scheduling 
to develop a database for these patients 
that would facilitate scheduling and 
tracking of follow-up scans. 

A copy of the patient’s initial scan is 
stored in Elkhart General’s database, and a 
copy is also sent to the patient’s primary 
care provider. At the follow-up appoint-
ment, patients are briefed on the implica-
tions from their scan, and staff collects 
their smoking history, if applicable. 
Patients that are currently smoking are 
offered smoking cessation options, 
including classes or one-on-one clinic 
visits with nurse practitioners. After that, 

the patient receives a copy of the letter 
confirming that the follow-up conversation 
took place with hospital staff. Information 
on their next appointment is mailed to 
them by the scheduling department. The 
patient’s primary care provider receives a 
copy of this letter, a copy of the NCCN 
guidelines, and a copy of the scan. 

Since the program began, about 180 
patients have been seen. According to 
Klatt-Ellis, the greatest number of referrals 
has come from cardiologists. 

Engaged Patients 
Elkhart General Hospital holds Breast, 
Thoracic, and General Cancer Conferences. 
Breast conferences are held weekly, and 
Thoracic and General take place twice a 
month. As with most cancer conferences, 
attendees include medical oncologists, 
radiation oncologists, surgeons, patholo-
gists, radiologists, and other specialists. 
In an effort to promote patient-centered 
care, Elkhart General also invites patients 
and their families to attend the confer-
ences. Patients are contacted by the 

Select Support Services
•	 Patient navigation
•	 Social work services
•	 Survivorship program
•	 Patient support groups
•	 Nutrition services
•	 Number of new analytic cases  

seen in 2011: 711

nurse navigator prior to the conference 
to coordinate conference details.      

Attendance at the conference allows 
patients to view radiology films and 
pathology slides. Patients also have the 
opportunity to meet with clinicians, a 
social worker, and dietitian following their 
presentation to further clarify any 
remaining questions.

According to Klatt-Ellis, most patients 
take advantage of this open forum where 
they can ask questions and gain full 
knowledge of disease, staging, treatment, 
and prognosis along with clinical trial 
opportunities. Patients can even record the 
discussion. “The patients and families have 
loved this open forum. They feel like they’re 
getting the opinion of 10 physicians in one 
room to work together on their plan of care,” 
she said.

As a part of the program’s theme of 
“Guide, Nurture, Transform,” Elkhart 
General is committed to ensuring that 
every oncology patient is satisfied with 
their care experience every time they are 
seen during their cancer journey.  



Improving  
Profitability & Service
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Today, hospital administrators 
are constantly tasked with 

finding new ways to improve their program’s bottom line. Often, 
the focus is on increasing revenue; however, opportunities also 
exist on the expense management side. Through a case study, we 
will illustrate how improving processes in outpatient infusion 
services may significantly improve a hospital’s financial performance.

Infusion services typically include chemotherapy, blood trans-
fusions, antibiotic injections, and pain management pump refills. 
High-volume services may be provided by a fully dedicated infu-
sion department; infusion services may also be offered on an 
“as-needed basis” in the emergency room or on an inpatient unit. 

In brief Further, insurance may dictate where a patient will receive infu-
sion services. Occasionally, private practice medical oncologists 
may make the decision to treat patients with private insurance—
often equated with higher reimbursement—and “shift” patients 
with inadequate reimbursement, such as Medicare and non-insured 
patients, to the hospital setting. This cost-shifting can have un-
fortunate financial consequences for a hospital-based outpatient 
infusion department. 

A myriad of other factors, including rising drug costs, decreased 
reimbursement, and stricter documentation requirements for 
payment, can also contribute to financial losses for hospital-based 
outpatient infusion services. These losses can rapidly grow out of 

A business case for managing financial  
write-offs of oncology drug  

infusion services



By Steven Castle, Jason Sarashinsky,  
Rebecca Perkins, and Ruth Michaud

control or even go unnoticed by busy hospital administration. 
For example, if not actively managed, infusion write-offs can si-
lently grow to significant levels that adversely affect a cancer 
program’s bottom line. Developing strategies to proactively address 
the issue of write-offs can help community cancer centers safeguard 
against such financial losses and, in turn, improve the program’s 
financial performance. 

The idea of developing a centralized process to improve reim-
bursement for outpatient infusion services is not new. In 2011 
Norris Cancer Hospital, University of Southern California, created 
an in-house authorization center to monitor and improve reim-
bursement.1 Detailed in a 2011 article in the American Journal 

of Health System Pharmacy, this model is just one example of 
how a facility can identify opportunities to improve reimburse-
ment or, at the very least, minimize loss.   

In this article we offer another model to improve the financial 
performance of a hospital infusion service line, including the pro-
cesses used, the challenges faced, and relevant case studies. Because 
financial information is disclosed in this article, the name and loca-
tion of the hospital has been de-identified. We hope that by sharing 
our experience we can help shed light on opportunities for other 
facilities to improve their own financial performance.

O utpatient infusion departments provide comprehensive, 
skilled nursing services to patients who are undergoing 
diagnostic procedures or invasive treatments. In addition 

to chemotherapy administration, services may also include:
• 	 Antibiotic therapy
•	 Hydration and electrolyte replacement therapy
•	 Transfusions of blood products
•	 Injections of recombinant growth factors
•	 Immunosuppressant therapy
•	 Antiviral or antifungal therapy
•	 Therapeutic phlebotomies
•	 Refill of pain pumps
•	 Placement of PICC or midline catheters
•	 Access of implanted ports
•	 Wound care. 

Physicians can also use infusion center space to perform procedures 
such as simple tissue biopsies or bone marrow biopsies. In addition 
to a general trend towards increasing the scope of services, other 
factors, including a weak economy, an aging Medicare population, 
and longer, more complex infusions, have caused many outpatient 
infusion centers to extend their hours of operation. 

In our case study, all of these factors were behind the hospital’s 
decision to open a dedicated outpatient infusion department in 
March 2005. The infusion department grew, providing extensive 
services for a diverse patient population, including patients with 
cancer, Crohn’s disease, multiple sclerosis, rheumatoid arthritis, 
infections, hematologic diseases, and chronic renal failure. Patient 
services included chemotherapy, antibiotic therapy, hydration and 
electrolyte therapy, transfusions of blood products, injections of 
recombinant growth factors, immunosuppressant therapy, refilling 
pain pumps, and accessing implanted ports. The outpatient infu-

sion department was staffed by registered nurses, nursing assistants, 
and phlebotomists, and supported by pharmacists.

In May 2009 infusion services expanded again with a move 
into a newly-constructed cancer center, increasing patient capacity 
from 7 to 12 private chairs with hours of operation from 7:00 am 
to 7:00 pm, Monday-Friday. The outpatient infusion department 
was deliberately positioned adjacent to the office space of a large 
private practice medical oncology group. With this change, hospital-
based infusion service volumes grew from 4,233 visits in 2009 to 
5,472 in 2010. This increased volume trend continued in 2011.   

Identifying & Resolving Challenges
Although the hospital’s infusion department was financial viable, 
an internal review conducted at the time of the move into the 
new cancer center showed that the service line had a significant 
amount of write-offs—about $1.2 million annually. This finding 
led the hospital to create an Infusion Task Force (ITF) Commit-
tee, chaired by a hospital-employed oncology pharmacist. Com-
mittee members included: the oncology administrator, the 
director of Charge Capture & Compliance, the infusion director, 
the infusion supervisor, and the director of Patient Registration. 
The ITF Committee’s goal: to improve the operational perfor-
mance of the infusion service line and provide a guiding hand 
in the continual management of the service line. The committee 
identified multiple strategies to address the issue of write-offs, 
implement programmatic efficiencies, and improve quality of 
care. The following steps were taken:
•	 Create a process to review non-formulary medications (see 

Figure 1, page 22).
•	 Analyze write-offs to identify coding and process errors and 

less costly alternatives to reduce future write-offs.

www.accc-cancer.org  |  November–December 2013  |  OI      21

(continued on page 23)



GAP = WHAT CHARGE IS – REIMBURSEMENT

Request for New Service

FDA  
Approved?

Submitted for Review

No Yes Pharmacy Evaluates

Patient Charge Developed

Drug Acquisition Cost

Report Submitted

STOP

Medicare 3rd Party

Reimbursement Report Submitted

What is the patient cost and frequency of administration?

Seek  
Pre-Authorization

STOP

Gap is ≤ $1,000

Approve:
– Notify MD Office
– Schedule  
   appointment
– In-service staff

Gap is ≥ $1,000

Financial  
Assistance?

YesNo

YesNo

Approved

Financial  
Evaluation

Demand & Cost  
will be Considered  

in Approval

Figure 1. Process to Review Non-Formulary Medications
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•	 Develop a proactive process to review non-covered or  
poorly-reimbursed medications and services. 

New Drug or Service Request Form 
Now, physicians requesting new or non-formulary infusion 
services are required to complete an Outpatient Infusion Ser-
vices: New Drug or Service Request form (see pages 24-25). 
This form summarizes the treatment and/or medication, includ-
ing indications, dose, frequency, side-effects, adverse effects, 
and implications for nursing. Medications that require cardiac 
monitoring and medications without FDA-approved indications 
are excluded from infusion services. With this form, the physi-
cian provides clinical evidence that the new or non-formulary 
treatment or medication will be equal to or better than any 
current treatment on formulary. If no formulary alternative 
exists, then the clinical evidence will include the studies that 
brought the treatment or medication to market. As efficiency 
of service and quick follow-up are important customer service 
goals, the ITF Committee developed a process that would allow 
most requests to be resolved within five business days. 

Here’s how the process works. Once the request form is com-
pleted by the infusion department supervisor, the ITF Committee 
is responsible for circulating the application through pharmacy, 
registration, and fiscal coding. The ITF Committee has three 
options for approval of new and non-formulary medications: 
•	 Medication remains non-formulary and non-approved. 

The fiscal impact is too excessive or the cost of treatment 
outweighs any potential gains. The patient can pay out-
of-pocket or be referred to an assistance program.

•	 Medication is reviewed on a case-by-case basis.  
•	 Medication is added to the formulary. The benefits of  

providing the medication or treatment outweigh the cost  
and therefore support stocking the medication in the  
hospital pharmacy.

To help with this process, the ITF Committee created the key role 
of “gatekeeper.” This staff person is responsible for monitoring 
infusion service processes that could potentially lead to write-offs. 
The gatekeeper identifies these cases, triggers the review process, 
and communicates with the ordering physician on non-formulary 
requests. Before the gatekeeper role was implemented to pre-review 
cases, physicians could order and schedule infusion services without 
regard for write-off potential.

Analyzing Write-offs
In addition to reviewing non-formulary medications, the ITF 
Committee initially met monthly to review and analyze infusion 
service write-offs. Standing agenda items include:
•	 Retrospective review of write-offs
•	 Outstanding requests for new drugs
•	 Changes in reimbursement
•	 Medication alerts.  

Once the process flowed efficiently and results were being realized, 
the committee began to meet every other month. During each 
meeting, the ITF Committee reviews the most recent write-off 
report, which also includes an itemized break down of potential (continued on page 26) 

cases at risk of being a write-off (see Table 1, page 26). Specifi-
cally, these potential cases are claims for services that were “kicked 
back” from the hospital’s medical necessity filter system, but have 
not yet been submitted to the payer. The report includes the patient 
name, medical record number, date of service, medication admin-
istered, referring physician, and the comment section for the cause 
of the “kick back.” With advanced notice of potential write-offs, 
the ITF Committee can proactively address the issue, and identify 
patterns and opportunities to make improvements. 

When the ITF Committee first began meeting, a write-off report 
was typically 12-pages long, and it was just not practical to address 
all items at once. Initially, the committee chose to focus on a few 
high-dollar write-offs each month even though these occurred 
much less frequently than low-dollar write-offs. When tabulated, 
these few cases comprised the bulk of the write-offs and often 
were more easily addressed. Once write-off issues were fixed, the 
committee monitored them closely to ensure they did not re-emerge. 
The ITF Committee continued to address these more costly write-
offs; over time, write-offs were reduced to less than $100,000 a year.

The ITF Committee used this retrospective review to compare 
alternate generic drugs and drugs on formulary and review the 
coding of these drugs. Then, depending on the issue, the most 
appropriate committee member was tasked with discussing the 
write-off and alternatives with the prescribing physician. The 
gatekeeper ensured that, once identified, future cases would either 
meet the documentation requirement or follow the agreed on 
corrective action plan. Over time, this process significantly de-
creased the number of write-offs in reports.

Non-Covered or Poorly Reimbursed Drugs & Services
The ITF Committee developed a “fast track” process to proac-
tively review non-covered or poorly-reimbursed infusion services. 

When a physician’s office contacts the hospital’s outpatient 
infusion department to schedule a patient for a new service for 
non-formulary medication, the gatekeeper initiates the fast 
track process by filling out the Outpatient Infusion Services: 
New Drug or Service Request form. The gatekeeper is respon-
sible for notifying the requesting physician of the fast track 
process; the ITF Committee then decides whether to approve 
or deny the requested service. Typically, the gatekeeper gave 
feedback to the referring physician; however, in some situations, 
it was appropriate for the pharmacist and administrator to 
follow up with the physician. Fortunately there was little to 
no physician push back; rather, physicians were understanding 
and supportive of the new process.     

Because this review process involves a drug-based service, the 
ITF Committee is led by the clinical pharmacist dedicated to oncol-
ogy services, with support from the cancer program administrator. 
Responsibilities include answering the following questions:
1.	 What is the financial cost of the new proposed service in 

terms of acquisition? This is determined based on the aver-
age wholesale price (AWP) of the new medication and the 
acquisition cost for the hospital to obtain the medication.

2. What is the cost of the service to the patient?  This is 
the amount the patient must pay out-of-pocket for the 
medication.



Outpatient Infusion Services: New Drug or Service Request
Infusion Task Force Meeting Date Presented: 

 
Instructions: Fill out all areas of this form accurately and completely to avoid delays in your requests.
 
1.	 A. Name of requestor: 

	 B. Who took the request? 

	 C. Who will contact requestor with follow-up? 

 	 D. When are we to follow-up with requestor? 
	 (Normal review time is 5 business days; however, if a prompt decision is required, indicate that here.)

 
2.	 Brief description of the service (or medication):

	

 
3.	 Drug or service provider: 

	

4.	 Is the item on contract?     Yes     No     If “No,” who supplies the requested medication?  

	

5.	 What is the indication for the medication or service? 

	

6.	 Is this service or medication indicated for:          A. Inpatient use?     Yes          B. Outpatient use?     Yes

7.	 Estimated annual usage for the medication or service? 

	

8.	 Cost of the medication or service? (May attach additional documentation to reflect actual pharmacy requisition costs, nursing infusion costs, etc.)

	

9.	 Any formulary alternatives that can be used and are in use at the cancer program? 

	

10.	 Any other Division facilities that are currently using this medication and or service?
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11.	 Recommendation of the clinical nurse coordinator of Infusion Services?     Approve     Deny (Indicate reason)

	

12.	 Director’s offset plan if above request approved? 

	

13.	 Reimbursement:

INPATIENT OUTPATIENT

Anthem PPO

Anthem HMO

Medicare

Medicaid

Cigna HMO

Cigna PPO

	 CPT Code/ DRG Code:

 	 APPROVALS 

Pharmacy Services:

Administration:

 
Task Force Recommendation     

Approved     Denied    

Requestor has been contacted regarding the decision of this review. Date Contacted:

 
Please note the following: If “Fast Track” is indicated, request will be examined and acted upon within 5 business 
days. The Committee meets on the 2nd Monday of every other month beginning with January from 3:00 pm to 5:00 
pm. Please attach additional resources or references as necessary to this form if more space is needed to complete 
your request.

 
Signature Tracking for “Fast Track” Process

Pharmacy Approval:	

Nursing Approval:

Finance Approval:

Administration Approval:		
(Pharmacy, Nursing, Finance, and Administration must view and approve all “Fast Track” requests.)
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3. Who supplies the new medication if approved? The medica-
tion’s charge information, AWP, and acquisition cost are all 
taken into account to make this decision.

The ITF Committee partners with a hospital-employed financial 
counselor to address these cases prospectively. This role became 
so valuable to cancer services, the financial counselor was pro-
vided dedicated space adjacent to registration and added as a 
member of the ITF Committee. The financial counselor compares 
the cost of the drug to the amount the payer will reimburse, and 
then develops an action plan to help the patient cover any “gaps” 
between what the hospital charges and what insurance will pay 
for the medication. This plan may include the use of financial 
assistance resources or even pharmaceutical cost-relief programs 
for patients. The financial counselor summarizes the action plan 
to the ITF Committee by determining:
•	 The reimbursement amount for the medication based on 

the patient’s insurance.
•	 The patient’s out-of-pocket costs (charge  

amount – reimbursement amount = patient responsibility).
•	 If the medication should be added to the formulary using 

payer mix (private vs. public) to calculate overall reim-
bursement.

Coming to a Decision
Generally, if the “gap” between cost and reimbursement is less 
than $1,000, the treatment is accepted and the medication is added 
to the formulary. If the “gap’” is greater than $1,000, then a 
payment plan is developed for the patient. If we are not able to 
develop a payment plan with the patient, the medication may not 
be approved. The ITF Committee does take other factors into 
consideration during decision-making, including; frequency of 
use, patient need, lack of alternatives, or possibly offsetting con-
tributions from other ancillary services. Once a new service or 
medication is approved:
•	 The gatekeeper notifies the requesting physician
•	 Pharmacy acquires the medication
•	 Registration will post and schedule the patient.

The ITF Committee reviews the final reimbursement numbers 
once the service is completed. Per policy, any new treatment or 
medication not approved during this fast track process cannot be 

re-submitted by the physician for a period of at least six months, 
unless the patient has gained access to a program that changes 
his or her financial situation. Usually, the committee can make a 
decision on new non-formulary treatment requests within five 
business days. If a decision is needed sooner, the infusion supervi-
sor communicates with the ITF Committee, which will work with 
the physician to help avoid any significant treatment delay.

Financial Outcomes
The ITF Committee also reviews the listing of Medicare accounts 
written off due to lack of medical necessity. Data is trended based 
on: service line, department, physician, and specific service pro-
vided. Using this review process, the ITF Committee identified 
major issues related to screening for medical necessity before 
administration of the drug epoetin alfa and two needed processes:
1.	 Physician education regarding standardized order sets, 

which ensures capture of all the diagnostic information 
required for the NCD/LCD  

2.	 Pre-screening of the orders prior to providing the service.

Case Study 1. Epoetin alfa (Procrit® and Epogen®) is currently 
FDA-approved for the management of anemia due to chronic 
kidney disease and ongoing cancer chemotherapy. Cancer patients 
who qualify for epoetin alfa fall under a Risk Evaluation and 
Mitigation Strategy (REMS) protocol, and are required to follow 
a specific outpatient monitoring protocol. Patients with chronic 
kidney disease (CKD), defined as CKD stages III-V, qualify for 
epoetin alfa under medical necessity. These patients are screened 
for baseline hemoglobin (Hgb) and hematocrit (Hct) values to 
match standards within the drug prescribing guidelines. All 
patients must have a baseline Hgb/Hct of less than 10/30 g/dL 
to start treatment.

Once treatment begins, if the Hgb/Hct rises by greater than  
1 g/dL in any two-week period, the prescribing physician must 
be contacted and advised to hold treatment or decrease the dose 
by 25 percent. For the renal population, treatment can continue 
until a patient’s Hgb is at therapeutic levels, as defined as  
11.5 g/dL. Oncology patients must follow the rules in the REMS 
guidelines. These patients cannot receive treatment if their  
Hgb/Hct is above 10/30 g/dL. At that point, treatment must be 
withheld, and dose adjusted to keep Hgb/Hct values between 
9.5 and 10 g/dL.

In this case study, the majority of patients on epoetin alfa were 

PATIENT 
NUMBER

PATIENT 
NAME

SERVICE 
CODE

ADMIT  
DATE

TOTAL 
CHARGE

PROCEDURE 
DESCRIPTION FROM 
CMS ADDENDUM B

ATTENDING 
PHYSICIAN
NAME

123456789A Alpha, J. INFJ 06/23/10 $3,124 Thyrotropin injection Adams

123456789B Beta, M. INFJ 07/09/10 $2,576 Iron sucrose injection Jones

123456789C Charlie, D. INFJ 08/12/10 $2,273 Reclast injection Smith

Table 1. Sample Write-Off Report* 

*Names, dates, and patient medical record numbers are fictitious. 

(continued from page 23) 
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CKD patients. The NCD/LCD requires two diagnoses specifying 
the stage of the CKD and the type of anemia. Nephrologists were 
educated on the diagnosis coverage requirements and an order form 
was created to ensure capture of the required documentation. As a 
result, write-offs for these patients were virtually eliminated.

Case Study 2. The ITF Committee identified a write-off trend 
due to lack of medical necessity for HCPCS J9045: carboplatin 
injection for patients with uterine cancer. (Six patient accounts 
with a total of $28,620 in write-offs.) 

On review, here’s what was happening. A physician provided 
orders with a non-specific ICD diagnosis code of 179: Malignant 
Neoplasm of Uterus, Part Unspecified. For medical necessity 
coverage, the LCD requires the specific anatomical site of the 
uterus involved: ICD diagnosis code 182* - Malignant Neoplasm 
of Body of Uterus. After the review, the infusion supervisor dis-
cussed the specific LCD requirements with the ordering physician. 
Now infusion center staff pre-screens carboplatin orders for di-
agnosis specificity and obtains clarification when needed. This  
pre-screening process has eliminated these write-offs.

Case Study 3. After the ITF Committee addressed and remedied 
the infrequent high-dollar write-offs, the committee began to 
address the low-dollar/high-frequency write-offs, such as labora-
tory tests. After one such review, the ITF Committee identified 
opportunities for physician education related to medical necessity 
for magnesium CPT 83735, which is impacted by therapeutic infu-
sion. The ITF Committee was also able to provide physician edu-
cation related to NCD coverage for:
•	 CPT 82378 – CEA (Arcinoembryonic Antigen)
•	 CPT 86304 – CA125 (Tumor Antigen by Immunoassay  

CA 125)
•	 CPT 86300 – CA15-3 (Tumor Antigen, Immunoassay, 

CA15-3) and CA19-9 (Tumor Antigen by Immunoassay 
CA19-9).

Medical Necessity Write-Offs, NCDs & LCDs
On a quarterly basis, the hospital received a report with account-
specific data for Medicare medical necessity write-offs. The direc-
tor of Coding, Compliance & Reimbursement began reviewing 
these reports to identify trends for service lines, as well as oppor-
tunities for physician and coding education. From this initial 
analysis the hospital determined that the departments providing 
the services needed to be aware of their write-offs. Accordingly 
these reports became a monthly review and standing agenda item 
for the reporting departments.

The review revealed two key findings. First, the hospital as a 
whole needed to tap into subject matter experts to better understand 
the services experiencing write-offs. Second, physicians needed 
education on the completeness of their documentation and the 
interpretation of the NCDs/LCDs.  

The ITF Committee became the vehicle to discuss write-offs 
and identify where education and process changes were needed 
to ensure complete documentation prior to providing services. 
A monthly case-by-case review allowed the ITF Committee to 
proactively identify strategies to decrease write-offs from patients 
who frequented services and to obtain complete documentation 
for future visits.  

As a standing agenda item, any new or revised NCDs/LCDs 

are brought to the ITF Committee for review and discussion. The 
committee then identifies key individuals to provide the necessary 
staff and physician education. In addition, the ITF Committee 
researches any new infusion services prior to providing the service 
to ensure that:
•	 NCD/LCD requirements are understood and met
•	 Physician education is provided
•	 Order sets are standardized or created
•	 Staff education for pre-screening is provided.

Key Successes
The ITF Committee has benefitted our patients, family members, 
and staff, including our private practice physicians. The stress of 
the illness alone is significant, but when compounded with man-
aging the financial side of treatment, patients are often over-
whelmed. At a time when satisfaction is highly valued by both 
patients and payers, our outpatient infusion center provided a 
great service to its patients by reducing the negative incidents when 
patients are burdened with bills, insurance forms, and even col-
lections. 

Often the person to hear from patients about financial and 
billing challenges associated with treatment is the ordering physi-
cian. No hospital wants its physicians to be burdened with com-
plaints about hospital billing. This situation only occurs after the 
patient has received treatment and may occur several months 
following treatment. We found that the ITF Committee engaged 
our physicians and brought them into the solution. Their feedback 
has been positive and contributes to patient volume growth.  

For the hospital, the benefit has been a substantial decrease in 
financial write-offs. Further, decisions to approve treatment with 
the understanding that a write-off was likely were being made in 
a controlled, managed, and proactive manner. Note: the hospital 
awarded the ITF Committee with an Innovation Award for Finance. 

 Process improvements and strategies discussed in this article 
are derived from a single facility. Variables, such as facility volumes 
and payer mix, will undoubtedly affect performance. We recom-
mend that administrators review their own write-off reports to 
identify opportunities specific to their program. The solutions 
provided within this article are suggestions; each facility should 
determine their own process for reducing service write-offs. With 
healthcare reform, innovative, proactive processes to reduce the 
cost of care are now a priority and a responsibility. Although this 
initiative did not eliminate write-offs completely, nor should that 
be expected, the processes described significantly reduced the 
quantity of write-offs. As with quality efforts, we are constantly 
chasing zero. 

Steven Castle formerly served as an oncology administrator. Jason 
Sarashinsky is an oncology pharmacist, Rebecca Perkins is a  
director of coding and compliance, and Ruth Michaud is depart-
ment operations director at a community-based cancer program.
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A ccording to the National Cancer Institute (NCI), 70,000 
Americans ages 15 to 39 are diagnosed with cancer each 
year. NCI also reports that adolescents and young adults 

(AYAs) are much more likely to be diagnosed with cancer than 
children under age 15.1 Over the past 30 years, cancer survival 
has not been improving for teens and young adults as fast as it 
has been for children and older adults. In fact, the rates have 
hardly improved at all.2 These findings obviously point to a need 
to focus on the unique medical needs of the adolescent and young 
adult patient population and to develop more effective treatment.

Research shows that, for certain kinds of cancer, teens and 
young adults have dramatic improvements in long-term survival 
when they are treated on pediatric treatment protocols. For 
example, teens and young adults with acute lymphoblastic 
leukemia (one of the most common AYA cancers) have a 25 
percent improvement in survival when they are treated on 
pediatric treatment regimens. 

Seattle Children’s Cancer and Blood Disorder Center ranks 
as one of the top pediatric cancer centers in the nation, accord-
ing to U.S. News & World Report. Our team consists of more 
than 30 doctors specializing in cancers that affect newborns 
to young adults. These physicians co-lead a multidisciplinary 
team of pediatric oncologists, hematologists, surgeons, radia-
tion oncologists, social workers, child-life specialists, clinical 
dietitians, pharmacists, pain management specialists, and pro-
fessionals from many other disciplines to provide the best care 
possible. Under the care of this team, our patients experience 
better outcomes than the national average (see Table 1, page 
31). It’s important for patients to know that, depending on 
their diagnosis, the location of their treatment matters and 
pediatric protocols can dramatically improve their outcome. 

Expanding Our Program
Seattle Children’s, which serves a multi-state region, including 
Washington, Alaska, Idaho, and Montana, treats more newly-
diagnosed young cancer patients than any other institution in 
the region. Teens and young adults comprise a significant pop-
ulation of patients receiving cancer treatment at Seattle Children’s, 
where about one-fourth of the patients are currently age 15 and 

By Douglas S. Hawkins, MD

older. When a lack of available beds resulted in patients being 
turned away, the hospital made the decision to expand to ac-
commodate a growing patient demand. 

In April 2013 the hospital opened its newly expanded facility, 
known as Building Hope. The new facility houses:
•	 The Cancer Center, with 48 new private rooms for child, 

adolescent, and young adult cancer patients, providing the 
comfort and privacy families need

•	 An Emergency Department
•	 A Critical Care Unit, with 32 new private rooms. 

With this expansion, Seattle Children’s became the first hospital 
in the United States to open an inpatient cancer unit exclusively 
for adolescents and young adults. The 16-bed unit is located on 
the top floor of Building Hope. Within one month of Building 
Hope’s April 2013 opening, all of the new 80 beds were filled, 
including those in the AYA cancer unit. 

Building Hope is the first phase of a four-phase approach to 
expanding Seattle Children’s. We began the design process in 
2010, with a goal of creating a patient-focused facility. From the 
beginning, we incorporated patients, families, and staff members 
in our planning advisory board to help create an environment 
that would support the physical, emotional, and psychological 
aspects of healing from the people who knew best. 

The primary goal of the advisory board was to discuss ways 
to improve the hospital for patients and families. A secondary 
goal was to make our staff more efficient. To create an open and 
collaborative forum, we adopted a motto of “no idea is a bad 
idea” for the advisory board meetings. 

The advisory board offered diverse perspectives and ideas on 
how to make Seattle Children’s the best place for healing. This 
brainstorming led to insights into how to improve the physical 
space in Building Hope, as well as how to improve our services 
to better accommodate patients and families. For example, one 
parent thought it would be important for a child to have a visual 
assessment as soon as he or she entered the emergency depart-
ment. Another suggested quiet areas where families could talk 
privately with hospital staff and process the events of the day. 

Special consideration was given to the AYA unit’s physical 

Our team consists of more than 30 
doctors specializing in cancers that 
affect newborns to young adults.
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features and environment. For example, providing these patients 
with some control over their rooms was important given that 
they have little control of much else when undergoing treat-
ment. Some of the unique features of our AYA inpatient cancer 
unit are listed in the box on page 33.

Meeting the Unique Needs of AYAs
Our AYA cancer unit is designed to address the particular needs 
of adolescents and young adults—ages 14 to 21 (and up to age 
30 for certain diagnoses)—who often fall between the cracks 
in the healthcare system. The unit also houses the hospital’s 
AYA oncology program, which focuses on the unique needs 
and treatment challenges of this age group and has a special 
emphasis on offering psychosocial support.

Until now, there was no medical home for this age group 
since cancer programs are typically divided into pediatric and 
adult care where teens and young adults are a distinct minority. 
Thus, adolescents and young adults often feel isolated when 
they are battling cancer because they do not have contact with 
people their own age that they can relate to. Peer interactions 
are especially important for teens and young adults because 
they look to one another to see what milestones they should 
be reaching. Healthy peers are viewed as moving forward very 
fast as they head toward adulthood. If cancer treatment causes 
patients to miss months of school, or key events like graduation 
and going to college, patients may feel like their whole world 
has moved on without them. 

Creating an AYA unit in Building Hope was a top priority 
so that we could not only offer an age-appropriate care envi-
ronment, but also so that patients could benefit from the support 
of their peers during one of the most challenging times in their 
lives. Just knowing that they aren’t alone and are on a similar 
path as others their age can be very valuable.

Tailored Treatment & Programming 
Seattle Children’s has one of the leading AYA cancer programs 
in the country. Our program offers a multidisciplinary team 
that includes experts in many specialties that have a specific 

focus on caring for this population, such as our dedicated AYA 
psychologist and AYA child-life specialist.

Seattle Children’s pediatric oncology and hematology experts 
are both scientists and physicians, who place as much emphasis 
on diagnosis and care planning as they do on developing new 
treatments. Our cutting-edge research makes the newest protocols 
available to patients from infancy through young adulthood. 
We also offer patients greater access to groundbreaking clinical 
trials, such as the cellular immunotherapy Phase I cancer trial 
currently taking place at Seattle Children’s Research Institute. 

We have done a lot of work to create innovative programs, 
as well as teen- and young-adult-focused educational materials 
and tools designed to help patients meet their treatment goals 
while also improving their quality of life. 

From educational and supportive tools like the “Good Times 
and Bald Times” video series, to a Healing Arts Program that 
provides psychosocial support by helping patients share their 
stories through creative arts, these programs help to improve 
a patient’s treatment experience. 

Seattle Children’s Healing Arts Program has been particularly 
beneficial to patients. The arts can be a powerful tool in helping 
patients and families through challenging circumstances. This 
program gives patients a voice in telling their stories through 
photography, film, music, and writing. Some of the patient-
created works that have come out of the program include:
•	 Chris Rumble’s music video “Stronger,” which went viral 

last year and caught the attention of singer Kelly Clarkson
•	 “The Cat Immersion Project” starring Maga Barzallo 

Sockemtickem
•	 “The Hidden Shadows of Cancer” featuring Ruby 

Smith’s photography
•	 “Haunting A Head” starring Jenna Gibson
•	 “Sara Takes Her Leap into the Bone Marrow Sea” by 

Sara Mirabdolbaghi.

We understand missing school can also be a major issue for 
children, teens, and young adults while they are undergoing 

Building Hope expansion Artwork in AYA Unit

(continued on page 32)
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*The blue bar shows the survival rates for Seattle Children’s patients; the green bars show the national average survival rates.

Table 1. Percentage of Children with Cancer between 1998 and 2005 Who Have Survived 
Cancer for at Least Five Years after Diagnosis* 

0 100Percentage Five-Year Survival rate

Brain

Hodgkin lymphoma

Non-Hodgkin 
lymphona

Acute lymphocytic 
leukemia

Acute myeloid 
leukemia

100%
93%

82%
77%

88%
79%

58%
54%

74%
69%

Seattle Children’s

National Average

94%
91%

97%
89%

100%
99%

73%
69%

60%
62%

67%
68%

60%
61%

Rhabdomyosarcoma

Germ cell

Wilms

Thyroid carcinoma

Neuroblastoma

Osteosarcoma

Ewing sarcoma

Soothing hallway in AYA Unit AYA patient room
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cancer treatment. Because of this, we help patients continue 
with their education during treatment. 

Another major area of focus in our AYA program is educat-
ing patients about fertility preservation. When a patient is first 
diagnosed as a teen, starting a family can be the furthest thing 
from their mind. But it’s a crucial time to educate patients 
about how they can take steps to preserve their fertility, inform-
ing them of their options and connecting them with the neces-
sary fertility preservation services that are available. 

Becoming a Survivor
The word “remission” can be a breath of fresh air for patients 
and their families. However, young cancer survivors need to 
understand there are long-term risks to their overall health. 

According to a 2006 study in The New England Journal of 
Medicine, about two-thirds of childhood survivors suffer from 
at least one chronic health condition and about one-third will 
experience another life-threatening condition.3

At Seattle Children’s we understand that comprehensive, 
long-term support is crucial for cancer survivors to help prevent 
a relapse or other life-threatening illness. We’ve collaborated 
with the Fred Hutchinson Cancer Research Center in Seattle 
to create a Cancer Survivor Program that aims to keep survivors 
healthy throughout their lives by providing care and education 
about health risks.  

This program is open to all survivors of childhood cancer 
who have completed treatment and have no signs of cancer, 
no matter where their treatment took place. Most survivors 
come to our survivorship clinic about two years after finishing 
therapy. 

The program provides three types of services to childhood 
cancer survivors: education, clinical care, and research. Each 
survivor receives a notebook that describes the specific treat-
ment they received, the health issues they should be aware of, 
and recommendations on how to stay healthy and improve 
their long-term outcomes. A personalized cancer treatment 
summary and long-term follow-up recommendations are also 
sent to the survivor’s primary care provider. 

In addition, this program helps ease the transition from 
pediatric to adult care and provides the opportunity to network 
with other cancer survivors and their families. Participants also 
have the option to take part in ongoing research studies about 
medical and psychosocial issues for long-term survivors.

Key Takeaways
While Seattle Children’s was the first medical center to create 
a specific unit for AYAs, the concept of creating a medical home 
for adolescent and young adult patients is gaining interest in 
other parts of the country. At Seattle Children’s, we have helped 
to pave the way for the creation of other AYA cancer units 
across the United States. We are excited to see other facilities 
follow in our footsteps and we hope that with an increased 
focus on this population, we can begin to move the needle on 
improving survival outcomes. 

Douglas S. Hawkins, MD, is the associate hematology/oncol-
ogy division chief and the associate director of the Center for 
Clinical and Translational Research at Seattle Children’s Hos-
pital. He is also a professor at the University of Washington 
School of Medicine, the principal investigator for Children’s 
Oncology Group (COG) at Children’s and chair of the COG 
Soft Tissue Sarcoma Committee.
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Unique Features of Building Hope’s  
INpatient Cancer Unit 
•	 Private rooms with more space. Rooms are approximately 

330 square feet, which includes bathrooms with show-
ers and space for two family members to stay overnight. 
Previously, family members needed to walk to a special 
area in the hospital to shower. Each of the private rooms is 
equipped with curtains to provide adolescents and young 
adults with privacy from their families as well. These 
patients are also no longer sharing rooms with young chil-
dren, who may have different sleep patterns or, in the case 
of infants, may awake crying in the middle of the night. 

•	 In-room conference table. There is now a private space in 
every patient room for hospital staff, patients, and families 
to discuss treatment plans—a design element that empow-
ers patients and families to participate in the medical care. 

•	 Medication and supply pass-through cabinets. Care teams 
deliver medication, linens, and other items to and from 
patient rooms through cabinets with doors on the inside 
and outside of the room. By using pass-through cabinets, 
we hope to reduce the risk of transmitting infection. The 
private rooms also help to eliminate what can be nearly 
200 interruptions a day from physicians, nurses, aides, and 
others, helping our patients to rest with more privacy. 

•	 Flat-screen TVs and “Get Well Town.” Each patient room 
includes a 42-inch television with “Get Well Town,” an 
interactive, internet-equipped TV entertainment system with 
access to live and on-demand TV programming, movies, 
and games. The TV system allows patients to access social 
media sites, such as Facebook or Instagram, to stay con-
nected to friends and family and reduce feelings of isolation. 
We’ve already heard from patients that being able to con-
nect to the web via their TV is one of their favorite features. 

•	 Personalized rooms. Patients get to choose not only their 
room’s temperature, but also the color of the lighting, 

which some patients call their “mood lighting.” Glass 
door panels include multi-color LED lights, which can be 
tailored to fit personal preferences. This small enhance-
ment gives patients some sense of control over their living 
space. Rooms also have a personal refrigerator so pa-
tients and families can keep their own food and beverages 
onsite, as well as a private safe. 

•	 Therapy gym. This gym serves the fitness and rehabilita-
tion needs of all cancer patients. 

•	 Quiet rooms and family lounges. The AYA unit, as well as 
the other cancer floor and critical care floor in Building 
Hope, include quiet rooms and patient and family lounges 
that offer a space for reflection away from a patient’s room. 
The patient and family lounges also serve as a gathering 
area for patients on the cancer units to come together, hang 
out, play games, or partake in activities like movie nights. 

•	 Future rooftop terrace. Once completed, patients will 
have access to a therapeutic garden situated on the roof 
of the building, just outside the AYA cancer unit. The 
terrace will be part of a green roof and includes beauti-
ful vistas of the area and incorporates benches and other 
spots for resting and healing. Glass panels will block the 
wind and create an unobstructed view.

•	 Care team work spaces. The unit includes work spaces 
for caregivers in the room, on porches just outside the 
room, and in centralized team stations within clear sight 
of rooms. We have also enhanced the age-appropriate 
environment of the new AYA unit by making changes to 
some of our procedures and practices to better fit teens 
and young adults. We extended visiting hours to midnight 
and our staff does rounds later in the morning.

Patient and Family Lounge
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oday genetics and personalized medicine are core com-
ponents of multidisciplinary cancer care. Genetic counsel-
ing is a key factor along the entire cancer care continuum 

from prevention to screening to treatment and into survivorship.1 
It provides education to patients and family members on he-
reditary and familial causes of cancer, and aims to empower 
individuals to make informed decisions about cancer prevention, 
screening, and treatment. Genetic counseling evaluations are vital 
for identifying those at high risk to develop cancer and recom-
mending appropriate strategies for cancer surveillance and risk 
reduction. Numerous professional organizations, including the 
National Society of Genetic Counselors (NSGC), have identified 
core components of a cancer genetic counseling and risk-assessment 
program.2 Essential elements often include the following:3

•	 Documentation of an individual’s family, reproductive, 
medical, and surgical histories to aid in risk assessment.

• 	 Collection of a three to four generation pedigree analysis 
and use of currently available risk-assessment models to 
determine an individual’s risk for developing cancer and 
chance of having a hereditary cancer syndrome.

• 	 Education regarding cancer genetics, hereditary cancer syn-
dromes, and inheritance patterns.

• 	 Genetic testing as indicated by evidence-based guidelines.
• 	 Discussion of the risks, benefits, and limitations of genetic 

testing, including issues related to genetic discrimination.
• 	 Informed consent prior to specimen collection.  
• 	 A pre-test assessment of the patient’s ideas about cancer 

risk and etiology, as well as a psychosocial assessment.
• 	 Post-test result counseling and re-assessment.

While it is critical for institutions to assess the strengths and 
weaknesses of their cancer genetic services to identify areas in 
need of improvement, few resources and/or tools exist to help in 
these efforts. To help meet this need, the National Cancer Institute 
Community Cancer Centers Program (NCCCP) developed a self-
assessment tool to assist cancer centers in assessing their programs 
and developing quality improvement plans. (For more on the 
NCCCP and its role in improving cancer genetic services, see box 
on page 41).

By Melanie S. Moshier, MS, CGC  
Jennifer N. Eichmeyer, MS, CGC  
Patricia D. Hegedus, RN, OCN, MBA   
Kimberly C. Banks, MS, CGC  
Zohra Ali-Khan Catts, MS, LCGC

Developing the CGCAT
NCCCP sites developed the Cancer Genetic Counseling Assess-
ment Tool (CGCAT) to address the goal of providing enhanced 
genetic and molecular testing at NCCCP community cancer 
centers. In 2008 the Quality of Care Subcommittee formed a 
Genetics Working Group; the group consisted of 10 individuals 
from 8 of the NCCCP sites that either had existing cancer genetic 
services or were interested in developing an oncology genetic 
counseling program. Those participants with genetics programs 
described a variety of different methodologies for providing genetic 
counseling services, including:
• 	 Onsite genetic counseling
• 	 Referral to outside services
• 	 Contracted genetic counselors
• 	 Telehealth and telemedicine.

Genetic counseling services at these NCCCP sites were provided 
by a combination of genetic counselors, oncologists, and nurse 
practitioners. 

With so much variety, the NCCCP Genetics Working Group 
recognized the need for a tool to help programs set internal goals 
and growth measurements. The first step in the tool development 
process was an extensive literature review to identify benchmarks, 
guidelines, and position statements. This literature review did 
not reveal any models for systematically evaluating a cancer 
genetics program. 

Next, to establish key components to include in the CGCAT, 
the NCCCP Genetics Working Group reviewed professional posi-
tion statements and guidelines regarding cancer genetic counseling 
and testing from several organizations, including the American 
Society of Clinical Oncology (ASCO), NSGC, the U.S. Preventive 
Services Task Force (USPSTF), the American Society of Human 
Genetics (ASHG), and the Oncology Nursing Society (ONS).4-8 

All position statements recommended that:
• 	 Cancer genetic counseling and testing to be performed by 

a qualified healthcare provider, including certified genetic 
counselors as well as oncologists and advanced practice 
oncology nurses with specialized education in hereditary 
cancer genetics. 

T
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Component 1: Patient Identification
This component quantitatively assesses the percentage of patients 
for a given disease site who are referred for a genetic counseling 
consultation. Approximately 20 percent of cancers develop from 
hereditary or familial causes.4,9 Based on this statistic, the Genet-
ics Working Group set a 20 percent increment for appropriate 
referrals per disease site (primarily breast and colon) as the highest 
target goal. Thus, if a community cancer center were to refer 10 
percent of its breast cancer patients appropriate for genetic 
counseling, this site would have reached 50 percent of the target 
goal (Level 3). A site that referred 20 percent of its appropriate 
breast cancer patients would have reached 100 percent of the 
target goal (Level 5).  

The patient identification component may be used for any 
type of cancer for which a significant proportion of the cancer 
results from hereditary or familial causes. Flexibility is built into 
the component such that programs can choose to assess a patient 
population of interest or in greatest need of improvement. Ad-
ditionally, there is no set time frame for analyzing the “patient 
identification” component. For example, if a program identifies 
a paucity of referrals for breast cancer and decides to implement 
an improvement plan over a one-year time frame, it can track 
the number of referrals for breast cancer using the patient iden-
tification component on a monthly basis for that year.  

In addition, this component may also be used to track referrals 
for unaffected individuals. For example, if a program identifies 
a dearth of referrals for a family history of breast cancer and 
decides to improve on this over a one-year time frame, the program 
may assess the percentage of individuals seen for screening mam-
mography that are referred for genetic counseling services using 
the patient identification component on a monthly basis over the 
course of that year. Such analysis will aid a program in determin-
ing if intervention strategies for improving patient identification 
and referrals are effective.

Component 2: Physician Referrals
This component quantitatively assesses what percentage of genetic 
counseling referrals come from a given type of healthcare pro-
vider. The percentage is analyzed by summing the number of 
referrals received from one type of physician specialty, such as 
medical oncology, and dividing this number by the total number 
of referrals received for genetic counseling. The physician refer-
rals component uses a tiered system:
• 	 Tier one: physicians who refer the most often for cancer 

genetic counseling services
• 	 Tier two: physicians who refer often or occasionally
• 	 Tier three: physicians who rarely refer.  

For example, if 100 referrals are received for genetic counseling 

With so much variety, the NCCCP Genetics Working Group recognized the need for 
a tool to help programs set internal goals and growth measurements. 

• 	 Patients at risk to have a cancer-predisposing mutation  are 
to be appropriately identified.

• 	 Genetic testing is performed only subsequent to pre-test 
counseling and in conjunction with post-test counseling.  

By consensus, the NCCCP Genetics Working Group selected 
seven clinical and programmatic components as “essential” to a 
successful cancer genetics program:
1.	 Patient Identification 
2.	 Physician Referrals 
3.	 Services Provided
4.	 Pre-Test Counseling
5.	 Post-Test Counseling
6.	 Documentation of the Cancer Genetics Consult in the Pa-

tient’s Medical Record
7.	 Financial (billing).

As a numerical measurement, the NCCCP Genetics Working 
Group modeled the CGCAT after the NCCCP Multidisciplinary 
Care Assessment Tool. The CGCAT uses a five-level measure-
ment system ranging from Level 1 (having few to none of the 
elements for a given component) to Level 5 (having all the ele-
ments for a given component). 

After multiple revisions, the NCCCP Genetics Working Group 
finalized the CGCAT in 2009; it was subsequently approved by 
the NCCCP Quality of Care and Executive Subcommittees. In 
2010 the NCCCP employed the CGCAT to establish a retrospec-
tive baseline at the NCCCP sites, and then to prospectively assess 
current program status, set goals, and identify desired program 
enhancements. 

In 2011 the NCCCP formed a second working group to revise 
the CGCAT to capture incremental growth and observe effective 
strategies for program enhancement, which was not available in 
the previous tool. The updated 2011 CGCAT included the same 
seven component areas of performance as the 2009 version.  
Updates were made to the component areas of “physician refer-
rals” and “services provided” (see specific core element below), 
while the other five component areas were not amended. The 
2011 CGCAT can be found on pages 38-39.

The NCCCP CGCAT is intended to be used to assess individual 
genetics programs within the context of the unique qualities and 
challenges that any given institution may face. The tool can be 
used to look at the program as a whole or to look at specific 
areas (e.g., only colon cancer referrals). Additionally, cancer 
programs should select the core elements to include in the assess-
ment based on their unique needs and quality improvement 
efforts. The goal is for cancer programs to identify areas of op-
portunity and to use the self-assessment tool to provide measurable 
outcomes based on their own strategic plan.
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and 75 of the referrals are made by oncologists, 20 referrals from 
primary care physicians, and 5 referrals from other healthcare 
specialties, this would correspond to Level 3 on the CGCAT.

The NCCCP Genetics Working Group determined the per-
centage for each tier by using the collective performance of the 
NCCCP sites as a reasonable standard. This tiered system allows 
programs to identify the most common referral source provider 
type and the provider that refers less frequently.  This data allows 
programs to focus the target of their marketing efforts.  

Over time, the Genetics Working Group amended the physician 
referrals component of the CGCAT.  The 2009 CGCAT version 
defined the provider types for physician referrals as front line 
“cancer” clinicians (i.e., medical oncologists, radiation oncologists, 
and surgical oncologists), primary care clinicians, and specialists.  
Use of the CGCAT before 2011 revealed a greater diversity of 
front line referring providers at NCCCP cancer genetic counseling 
sites than previously thought. For example, one NCCCP site 
reported that dermatologists were a primary type of referring 
physician. To make the CGCAT more robust, the definition for 
“physician referrals” was revised in 2011 to remove specific 
provider types. Additionally, the 2011 revision added two more 
rating levels, the 2009 CGCAT had allotted only three levels by 
which sites could score their performance. The inclusion of five 
levels allows programs to more closely monitor their progress.

Component 3: Services Provided
This component assesses the diversity of the indications for which 
patients are referred for a genetic counseling consultation. Reasons 
for referral for genetic counseling are varied, but often include:10 

• 	 Cancer diagnosed at an unusually young age (e.g., breast or 
colon cancer before age 50).

• 	 Multiple close family members with either the same type of 
cancer or related cancers (e.g., breast and ovarian cancer; 
colon and uterine cancer). 

• 	 Two or more primary cancer diagnoses in the same individ-
ual (e.g., breast cancer in both breasts, ovarian and breast 
cancer, colon and uterine cancer). 

• 	 Certain rare cancers or tumors (e.g., medullary thyroid  
cancer, male breast cancer, adrenocortical carcinoma,  
pheochromocytoma). 

• 	 Other features associated with a hereditary cancer syndrome 
(e.g., multiple colon polyps). 

This component is analyzed by summing the number of refer-
rals received for a particular indication, such as breast cancer, 
and dividing this number by the total number of referrals re-
ceived for genetic counseling. For example, if 100 referrals are 
received for genetic counseling and 60 of the referrals are for 
a personal and/or family history of breast cancer, 30 referrals 

are for colon cancer, and 10 referrals are for other types of 
cancer this would correspond to a Level 5 on the CGCAT.

The services provided component allows programs to identify 
which type of cancer is the primary indication for referral. As 
with physician referrals, the percentage for each tier was based 
on what the Genetics Working Group believed was a reasonable 
standard, using the collective performance of the NCCCP sites 
with existing genetic counseling services as a guide. This com-
ponent allows programs to identify if there are certain disease 
sites for which referrals are rarely made so that strategies may 
be implemented to improve these referrals.  

Component 4: Pre-Test Counseling
This component assesses information from a patient’s personal 
and family history, as well as the information that is provided to 
a patient. The following four elements are a critical part of quality 
genetic counseling:2,3,5

1.	 Ascertainment and documentation of a three to four gen-
eration family pedigree.

2.	 Evaluation of the personal and family history for the pur-
pose of determining what, if any, genetic testing is  
appropriate.

3.	 Calculation of risk assessment via computer-based risk as-
sessment models (as appropriate).

4.	 For patients pursuing genetic testing, discussion of all ele-
ments of ASCO-informed consent.5

Component 5: Post-Test Counseling
This component assesses the information provided to a patient 
after the initial risk assessment and evaluation of the genetic 
counseling session. The following six elements are essential to 
quality genetic counseling:2,3,5  

1.	 Cancer risk estimation based on genetic test result (if appli-
cable) or empiric data.

2.	 Recommendations for cancer screening and prevention.
3.	 Discussion of risk-reduction surgeries, if appropriate.
4.	 Provision of educational resources and referrals, as needed.
5.	 Disclosure and interpretation of genetic test results within 

the context of personal and family history (if applicable).
6.	 Discussion of additional genetic testing options (if applicable).

Component 6: Documentation of the Cancer Genetics 
Consult in the Patient’s Medical Record 
The Genetics Working Group identified the following elements 
as essential components for documentation within a patient’s 
medical record:5 
• 	 Personal history
• 	 Family history

(continued on page 39)
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COMPONENTS ELEMENTS/DEFINITION LEVEL 1 LEVEL 2 LEVEL 3 LEVEL 4 LEVEL 5

Patient 
Identification

Potential patient numbers 
based on 20% of applicable 
yearly analytic cases having 
hereditary and/or familial 
predisposition for:

•  Breast, breast/ovarian
•  Colon, colon/uterine
•  Other

▲  Genodermatoses
▲  Thyroid
▲  Renal/neuroendocrine 
▲  Pediatric

0–20%  
of appropriate 
patients 
identified

21–40%  
of appropriate 
patients 
identified

41–60%  
of appropriate 
patients 
identified

61–80%  
of appropriate 
patients 
identified

81–100%  
of appropriate 
patients 
identified

Physician 
Referrals

Subtypes of clinicians:

•  Tier one top referring 
physician subtype  
(e.g., medical oncology)—
always to often refers

•  Tier two—refers 
occasionally to often

•  Tier three—rare to few 
referrals

Majority 
(>90%) of 
referrals from 
tier one

85% tier one  
15% tier two

75% tier one
20% tier two
5% tier three

70% tier one
25% tier two
5% tier three

60% tier one
30% tier two
10% tier three

Services 
Provided

Cancer Genetics Service Lines: 

•  Breast, breast/ovarian
•  Colon, colon/uterine
•  Other

▲  Genodermatoses
▲  Thyroid
▲  Renal/neuroendocrine
▲  Pediatric

Majority 
(>90%) of 
cancer genetics 
consultations 
occur for one 
service line

85% for one 
service line 
with at least 
15% occurring 
for a second 
service line

75% for one 
service line 
with at least 
20% occurring 
for a second 
service line and  
5% from a third 
service line

70% for one 
service line with 
at least 25% 
occurring for a 
second service 
line and 5% 
from a third 
service line

60% for one 
service line with 
at least 30% 
occurring for a 
second service 
line and 10% 
from third 
service line

Pre-Test 
Counseling

•  3-4 generation pedigree
•  Evaluation of the personal 

and family history to 
determine what, if any, 
genetic testing is appropriate

•  Run risk-assessment models 
as appropriate 

•  Provide all elements for 
ASCO informed consent

0–1 components  
of pre-test 
counseling 
provided

2 components 
of pre-test 
counseling 
provided  
and/or 
components 
provided 
episodically

3 components 
of pre-test 
counseling 
provided 
routinely

All components 
of pre-test 
counseling 
routinely 
provided

Level 4 plus 
utilization of 
computer 
applications for 
pedigree drawing 
risk calculation

Post-Test 
Counseling

•  Genetic test results 
disclosure and interpretation 
in the context of the 
personal and family history

•  Cancer risk estimates based 
on genetic test results or 
empiric data

•  Recommendations for 
cancer screening and 
prevention

•  Discuss risk-reduction 
surgeries, if appropriate

•  Educational resources and 
referrals given as needed 

•  Discuss additional genetic 
testing options

0–1  
components  
of post-test 
counseling 
provided

2–3  
components  
of post-test 
counseling 
provided and/or 
components 
provided 
episodically

4–5  
components  
of post-test 
counseling 
provided 
routinely

All components 
of pre-test 
counseling 
routinely 
provided with 
utilization of 
computer 
applications for 
risk calculation 
when available

Level 4 plus at 
least one of the 
following:
•  Patient is 

referred to 
long term 
follow-up 
program

•  Research 
options are 
reviewed

•  Resources are 
provided to 
assist without 
dissemination 
of information 
to family 
members

Cancer Genetic Counseling Assessment Tool 
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• 	 Initial impression
• 	 Genetic testing recommendations
• 	 Test result(s) 
• 	 Result interpretation
• 	 Cancer-risk estimates
• 	 Summary of the medical management recommendations.

Both for the initial, as well as the revised version of the CGCAT, 
the NCCCP Genetics Working Group defined only three levels 
of assessment.  

Note: this component does not specify whether documentation 
occurs in a hand-written chart or an electronic medical record. 
A genetic counseling program’s ability to document services in 
an electronic medical record depends, in large part, on the ability 
of clerical support staff and technical support, as well as rules 
and regulations stipulated by state laws to protect against genetic 
discrimination. The Genetics Working Group felt that it was 
critical not to impose requirements such as documentation within 
a medical record so that a program’s ability to score at a high 
level was not impacted by factors that are often not within the 
scope of control of a genetic counselor. 

Programs should also be aware of any privacy laws on 
protection of genetic information and the ability to protect 
information in electronic medical records as some systems may 
not be HIPPA compliant.

Component 7: Financial
Billing for genetic counseling services is essential to a program’s 
financial solvency. Historically, genetic counseling services have 
been poorly reimbursed; although there are various ways to 
bill for services, most have become outdated with the changes 
in healthcare billing policy. Reimbursement challenges may 
restrict the potential growth of an oncology genetic counseling 
program. The Genetics Working Group included the financial 

COMPONENTS ELEMENTS/DEFINITION LEVEL 1 LEVEL 2 LEVEL 3 LEVEL 4 LEVEL 5

Documentation 
of the Cancer 
Genetics 
Consult in the 
Patient’s 
Medical Record

•  Personal history
•  Family history
•  Initial impression
•  Genetic testing 

recommendations
•  Test result
•  Result interpretation
•  Cancer risk estimates
•  Summary management 

recommendations

Limited to no 
documentation 
in the patient’s 
medical record

N/A Applicable 
elements 
documented in 
the patient’s 
medical record

N/A Level 3  
plus copies 
distributed  
to the patient 
and his/her 
physicians

Financial No billing 
occurs for 
pre- or 
post-test 
counseling 
sessions

N/A Billing for pre-  
and post-test 
counseling 
session is 
episodic (e.g., 
only when MD 
is present)

N/A Global billing 
for pre- and 
post-test 
counseling 
session

Cancer Genetic Counseling Assessment Tool (cont.)

component in the CGCAT in order to encourage NCCCP sites 
to work toward billing for services to promote the sustain-
ability of genetic counseling programs. The financial component 
qualitatively measures the frequency with which billing occurs 
for genetic counseling services on three levels (Level 1, Level 
3, and Level 5).     

Genetic counselors can bill using Current Procedural Ter-
minology® (CPT) Evaluation and Management (E&M) codes 
99201-99205 or 99241-99245 linked to a physician within the 
hospital or use CPT code 96040 for “Medical Genetics and 
Genetic Counseling Services.” However, a 2010 survey of 
genetic counselors revealed that only one-third of cancer genetic 
counselors reported billing under the 96040 code.11 Of the 24 
respondents who participated in the survey for CPT code 96040, 
five (8 percent) said their facility received 10 to 30 percent of 
the amount they billed, ten (16 percent) received 31 to 50 
percent, six (9 percent) received 51 to 70 percent, and three (5 
percent) received 71 percent or more.11 Clearly billing and 
reimbursement continue to be areas in need of improvement 
for genetic services and should be included for future 
assessments.

CGCAT Case Study 
One NCCCP site identified a disparity in cancer genetic counsel-
ing and risk assessment in the minority population for an area 
that encompasses a large proportion of Hispanics and African 
Americans. The NCCCP site used the CGCAT to assess the 
healthcare system, and the initial score was Level 1 across the 
majority of components. It became clear that the genetics ser-
vices were being underutilized. Education was needed, as well as 
tools to identify and refer patients. 

These findings led the NCCCP site to create a pocket guide, 
key indicators for referral, and fax referral forms that were pro-
vided to the physician offices. 
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After disseminating the education materials, the NCCCP site 
saw an increase in the number of referrals. However, there was 
a high rate of patient no-shows to the appointments. 

Additional research into the high rate of no-shows revealed 
transportation challenges, lack of health insurance, and language 
as the major barriers to attendance for genetic counseling. The 
NCCCP site partnered with the state’s federally-qualified health-
care centers (FQHC) to bring genetic counseling services to the 
patients and the targeted community. 

In addition, the NCCCP site developed a cancer questionnaire 
in English and Spanish and made it available to patients to help 
identify if they might be at increased risk for a hereditary cancer 
syndrome. Genetic counselors reviewed the questionnaire and 
contacted patients who met the referral criteria. 

The NCCCP site used the CGCAT to re-assess progress 
monthly. Over the two-year project, the site’s CGCAT scores 
went from Level 1 to Level 4. Referrals increased from a total of 
12 annually to 9 referrals per month in the second year. This 
exceeded the site’s goal of 8 new referrals a month for year two. 
The NCCCP site saw the biggest increase in the number of refer-
rals in the second half of year two, which had an average of 14 
new referrals per month. This data is primarily attributed to 
addressing transportation barriers and bringing the service to the 
FQHCs, which are in walking distance of the residents. 

The cancer questionnaire allowed the NCCCP site to identify 
families with a variety of cancer diagnoses. Developing education 
for healthcare providers, fax referral forms, and the pocket guide 
also helped to identify patients and increase physician referrals.  

Discussion & Future Implications
Community cancer centers can use the CGCAT to focus on 
specific core elements and develop targeted quality improvement 
strategies. They may also want to establish their own time frames 

for when to re-assess their programs with the CGCAT to help 
with needs assessment, goal setting, and improvement planning.   

Community cancer centers should not expect to score a Level 
5 in all core elements; the objective is to use the CGCAT to de-
termine performance improvement targets and strategies to reach 
the level that is most realistic for each individual organization.  

For NCCCP sites, use of the tool enabled progress and promoted 
creative strategies for quality improvement in cancer genetics 
programs. Some NCCCP sites are working with survivorship 
teams and nurse navigators to attend community events. Other 
sites are instituting telegenetics, chart reviews, or a tracking system.  

Additionally, by using the CGCAT, the NCCCP sites were 
well positioned for compliance with the 2012 American College 
of Surgeons Commission on Cancer (CoC) Risk Assessment and 
Genetic Counseling Standard, which was only a draft at the time 
of the tool’s design.12 The CGCAT specifically addresses key 
competencies for a genetic counseling program as outlined by 
CoC, such as the need for identification of patients with indica-
tions for hereditary cancer conditions. By using the CGCAT for 
analysis of cancer genetic counseling services, NCCCP sites are 
not only able to monitor the performance of their genetic counsel-
ing services but are able to determine whether those services are 
in compliance with CoC standards. 

Genetic counseling services for oncology play an integral 
role in identifying patients at high risk for developing cancer 
and additional primary cancer. Such identification may lead 
to appropriate cancer surveillance and early intervention, 
thereby helping individuals to prevent and/or detect cancer at 
earlier stages when treatment will be most effective. A com-
prehensive metric tool is essential to providing the necessary 
genetic counseling services for a site’s at-risk oncology patient 
population. NCCCP sites designed the CGCAT to address the 
gap in quantifiable metrics for evaluating a cancer genetics 
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program. While the CGCAT has yet to be validated, NCCCP 
sites have used it extensively for self-assessment and program 
planning. The CGCAT is the first of its kind and provides 
community cancer centers with a tool for assessing specific 
cancer genetics programs.  
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he National Cancer Institute Community Cancer 
Centers Program is a network of community hospi-
tal-based centers collaborating to improve quality, 

enhance access to cancer care, and expand cancer research. 
Launched in 2007 as a pilot program with 16 community 
hospitals and expanded in 2010 with the addition of 14 
more hospitals, the program currently has 21 participating 
community hospitals. One of the NCCCP’s goals is to bring 
services typically only provided by large academic centers 
to the community setting. Genetic counseling is one such 
service and over the past six years the NCCCP community 
cancer centers have worked toward establishing or enhanc-
ing infrastructures for genetic and molecular testing 

services either onsite or through referrals. Program deliverables 
which focus on enhancing or improving genetic counseling ser-
vices have been in place since the inception of the program and 
remain in place today.    
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N ew technologies spread in medicine roughly the same way 
they do in other parts of society. There are early adopters, 
followed by the early majority, the late majority, and then 

everyone else. Genomic testing for breast cancer treatment is 
following this predictable pattern. The approach is now estab-
lished enough that both a first-generation test and a signifi-
cantly more evolved second-generation test are available. Neither 
test is experimental; their results are well accepted in the field.1,2 
Today these tests are transforming the approach to breast cancer 
treatment taken by oncologists, surgeons, and multidisciplinary 
breast care teams. 

With genomic testing, one-size-fits-all medicine is giving way 
to personalized medicine—diagnoses and treatments that are 
tailored to the individual characteristics of each patient’s cancer. 
Cancer centers that provide genomic testing can offer many patients 
the choice of forgoing chemotherapy without increasing the risk 
of recurrence. That in itself can be an advantage for a cancer center 
in a competitive environment. More importantly, it is the appro-
priate way to provide patient care. Recent statements from a task 
force of the National Cancer Institute (NCI) and an international 
panel of breast oncology experts have underlined the growing 
value of genomic testing to determine both recurrence risk and 
molecular subtype to guide personalized treatment.

These tests are simple to adopt. They require no capital outlay 
and no major disruption to a cancer center’s ordinary administra-
tive processes, and yet, genomic testing for eligible patients has 
not reached even the “early majority” phase of adoption. This 
article explores the reasons for its slow diffusion in the field; details 
the multiple advantages of the tests for patients, providers, and 
the healthcare system at large; and describes the simple practical 
steps to provide the tests. 

How Genomic Testing Changes Diagnosis & Treatment
The advantages of genomic testing for breast cancer are  
profound—clinically, economically and, for patients, experi-
entially. Those advantages are available right now in certain 
applications, and expanded applications may be just around 
the corner.

The most noteworthy clinical advantage today is the ability to 
predict with a high degree of reliability how aggressive a tumor 
is—that is, how likely the cancer is to recur or metastasize. If there 
is a low risk of recurrence and no overwhelming factors where 

By James V. Pellicane, MD, FACS

more aggressive therapy would be supported by the literature, the 
medical oncologist may offer the patient the option of not under-
going adjuvant chemotherapy and the potential side effects. Women 
generally find the prospect of those side effects disturbing and 
often for good reason. 

Relatively common complications of adjuvant chemotherapy 
for breast cancer include nausea and hair loss, as well as compro-
mising of memory, concentration, and motor function (in one-
quarter to one-third of women).3,4 The latter may persist long 
term.3 Other potential complications include mouth sores, diarrhea, 
weight loss or weight gain, depression, and low blood cell counts 
leading to fatigue, vulnerability to infections, and easy bruising 
or bleeding.3,4 

Long-term complications of adjuvant chemotherapy can include 
anemia, thrombocytopenia (abnormal blood clotting), liver and 
kidney damage, neuropathy, allergic reactions, heart muscle damage 
and heart failure, other heart and nervous system problems, severe 
joint and muscle pain, menstrual abnormalities, sexual dysfunc-
tion, and infertility.3,4 Serious secondary cancers, such as leukemia, 
are a rare long-term complication.3,4   

These complications are not a secret. Women have heard of 
them and dread them. With genomic testing, many patients can 
now choose to safely avoid all of these complications without an 
impact on their chances of survival.5 

The financial impact of avoiding chemotherapy is consider-
able. While it is not possible to state an average cost of adjuvant 
chemotherapy due to the number of factors involved, costs range 
from tens to hundreds of thousands of dollars. The savings to 
the healthcare system, if genomic testing were more widely 
adopted, could be substantial. 

The value of genomic tests is underlined in new clinical practice 
guidelines, published in the August 2013 edition of Annals of 
Oncology and provided by the St. Gallen panel of international 
breast cancer experts along with European and Japanese Oncology 
societies.6 The St. Gallen guidelines emphasize the need to use 
genomic assays that can provide molecular subtyping to determine 
which patients need to undergo chemotherapy.6 

In the U.S., an NCI taskforce has recently pointed toward the 
value of molecular diagnostics to reduce overtreatment such as 
unnecessary chemotherapy for breast cancer.7 The taskforce noted 
that many patients are overdiagnosed and overtreated today. 
Overtreatment can have serious side effects that could be avoided, 
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for certain patients identified by molecular testing. “Molecular 
diagnostic tools that identify indolent or low-risk lesions need to 
be adopted and validated,” the authors said, adding that “under-
standing the biology of individual cancers is necessary to optimize 
early detection programs and tailor treatments accordingly.”7 

Why is Genomic Testing Not More Widely Used?
According to Google, breast cancer patients are the number-one 
seeker of healthcare information on the Internet, as evidenced by 
almost 2 million monthly hits searching the key words “breast 
cancer.” Breast cancer patients often arrive at the doctor’s office 
already informed about genomic tests. In fact, both companies 
making genomic breast cancer tests offer patient education web-
sites for this purpose. Should physicians be uninformed about 
these tests, they risk losing informed patients to cancer centers 
that offer these tests routinely.

While genomic testing is established enough to be covered in 
general practice guidelines, a significant number of clinicians have 
not even heard of the concept. Even among physicians who are 
aware of genomic testing, many have serious misunderstandings 
about molecular diagnostics, as revealed in “Molecular Testing 
the Community Setting,” an education program conducted by the 
Association of Community Cancer Centers (ACCC).8 

For this project ACCC conducted two informal online surveys, 
one of multidisciplinary team members and one of pathologists. 
Survey findings, along with focus group discussion and follow-up 
interviews, identified several barriers that stood in the way of 
molecular testing adoption. One of those barriers was, in the 
words of the ACCC survey report, “need for significant upfront 
capital investment and competing capital priorities.”8  

While this barrier may affect other forms of molecular testing, 
there is no upfront capital investment to stratify breast cancer 
patients with genomic testing. The tests are simply ordered online 
from either of the two companies that offer testing. The companies 
then bill the patient’s insurer(s) for the cost and design an individual 
payment plan for the patient for any uncovered fees. 

The education project also identified another financial barrier 
to adopting the tests: “Unwillingness on the part of administration 
to take risks and invest time…and staff upfront.”8 But as I will 
describe in more detail in the following section, it is becoming 
increasingly risky not to offer genomic testing. The staff commit-
ments for a cancer center are also minimal. 

Genomic testing is used to determine the nature of a diagnosed 
breast cancer patient’s breast tumor. Genomic testing provides in-
formation on how that specific tumor is behaving and what is 
driving the growth of the tumor. With this information, a more 
specific treatment plan can be developed for each patient. If the 
genomic test shows the tumor to be at low risk for recurrence, a 
patient can with good confidence elect to forgo chemotherapy, 

because further therapy to reduce recurrence risk is unnecessary.5 

There are two more reasons that genomic tests have not been 
more widely adopted: inertia and outright resistance to change. 
Sometimes, it is more comfortable for physicians to continue 
doing things as they have in the past because those things seem 
to work well for them in their practices. In addition, some physi-
cians may be more cautious than others in accepting new tech-
nologies and processes. 

That said, reluctance or delay in adopting genomic testing is 
perfectly understandable. Genomic testing is a significant paradigm 
shift in the way we think about breast cancer growth and metastasis 
and requires an equally significant shift in thinking. Physicians 
are also pulled in many directions at once, with constant change 
in all fields. They can certainly be forgiven for not having the 
time to review all the new literature about genomic profiling—
particularly if breast cancer therapy is not their main focus. This 
fact alone explains why many physicians will continue with their 
traditional approach to the disease.  

Advantages of Incorporating Genomic Testing 
There are many advantages to offering genomic testing at your 
breast cancer treatment center or community cancer center.

Ease and benign nature of testing.  Genomic testing is not an 
invasive test. It is performed on tissue previously removed by 
surgery or biopsy. It has no side effects. Genomic testing simply 
provides information on which to base treatment decisions. It 
means those decisions can be made more wisely than they could 
have been before the advent of genomic testing. In short, there is 
no clinical downside. 

Improved patient care. This is of course the most important 
factor. Genomic testing provides the information upon which 
more accurate and more personalized treatment decisions can 
be based. Patients who are found to be at low risk of recurrence 
have the option of avoiding the side effects and lifestyle disrup-
tion of chemotherapy. Patients shown to be at high risk of 
recurrence can choose a therapy regimen, likely including 
chemotherapy, which is personalized to their tumor biology.

Cancer centers that do not offer genomic testing run the 
risk of over- or under-treating their patients. These programs 
are operating on information that, while necessary and helpful 
in the current environment, can only be described as insufficient 
and outdated if considered alone. Clinicians are effectively 
assuming that all patients have the same need for and will get 
the same benefit from chemotherapy. But that’s not the state 
of objective medical knowledge today. These cancer centers 
may be needlessly recommending chemotherapy to some of 
their patients. Those patients will be exposed to risk and side 
effects but receive no treatment benefit because the decision to 
treat was based on outdated parameters. 
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How your cancer center is perceived. Genomic testing is well 
on its way to becoming the standard of care. Cancer centers that 
do not soon incorporate genomic testing will fall behind the 
mainstream, and may be viewed as such by the public and medical 
professionals alike. The positive side of this scenario is that if your 
cancer center offers genomic testing, prospective patients will 
perceive it as providing state-of-the-art diagnoses and treatment 
in a circumstance that affects their daily experience of life as well 
as their long-term survival. In short, it can be a strong market 
differentiator.

Cost. The only conceivable objection to genomic testing then 
could be cost: that it is not a cost-effective use of personal or 
healthcare system dollars. But the cost per patient to the healthcare 
system is about $4,000. That’s far less than the typical lifetime 
cost of adjuvant chemotherapy, resulting in a net savings to society. 
Government and most private payers cover genomic testing. Both 
testing companies also have financial assistance programs for 
patients based on financial need. 

As noted previously, there are no capital costs to adding genomic 
testing. No new medical or administrative staff need be added 
because the testing companies handle the billing. Because genomic 
testing is different from genetic testing, no genetic counselor is 
needed. The primary investment is brief training time for a medical 
oncologist or breast surgeon and a nurse or nurse navigator to 
better understand the test so they can knowledgeably interface 
with patients.

Deciding Which Test to Offer
Here are two genomic tests for breast cancer: 
•	 A “first-generation” test, Oncotype DX® Breast Cancer  

Assay, from Genomic Health, Inc.
•	 A “second-generation” panel called Symphony, from  

Agendia, Inc., which encompasses MammaPrint® and two 
other, closely related tests.

A cancer center must decide whether to offer both tests or just 
one—and if the latter, which test it wants to offer. 

In my view, the wisest strategy is to offer the second-generation 
panel of tests alone. This decision makes sense from both a clinical 
and a cost-effectiveness standpoint. The three tests in the panel, 
which are done at the same time on one tissue sample, are the 
most advanced scientifically; yield the most definitive results; and 
are applicable to many more breast cancer patients than is the 
first-generation test. 

The case for offering both tests does not hold up to scrutiny, 
in my opinion. That decision is better understood after examining 
the differences between the tests in detail (see “Actionable Results,” 
at right). Those differences come down to several factors:

Foundation science. The first-generation test was developed by 

studying 250 genes that breast cancer experts at the time (more 
than a decade ago) thought might affect cancer recurrence and 
which genes performed well in their assay.1 The research resulted 
in a 21-gene “signature.” 

In contrast, the second-generation test was developed using a 
scientific method based on the Human Genome Project. That is, 
the second-generation test was based on the examination of the 
approximately 25,000 genes mapped by the project.2 The meth-
odology made clear to researchers which genes were relevant to 
recurrence based on the difference between signatures of cancers 
that recurred versus cancers that did not recur, resulting in a 
70-gene signature giving a dichotomous result.2

Prospective outcome studies. The first-generation test has been 
more widely used, with more than 300,000 patients tested. 
However, I am not aware of the publication of any peer-reviewed 
study in which actual treatment decisions were prospectively based 
on the test and reported the patients’ outcomes.

The second-generation test does have prospective data validat-
ing it. A study published this year in the International Journal of 
Cancer showed that among women who were identified by 
MammaPrint as having a low risk for recurrence—the majority 
of whom chose not to receive chemotherapy—97 percent were 
cancer-free five years later.5 The study also found that among 
women identified by the test as being at high risk—who then chose 
to undergo chemotherapy—91 percent were cancer-free five years 
later.5 The results, which apply to women with early-stage breast 
cancer who are lymph-node-negative, further validated the 
second-generation test. They show that the second-generation 
test accurately stratifies patients into low-risk and high-risk groups 
for purposes of personalizing their cancer treatment.5  

Applicability. While both tests are for early-stage breast cancer 
patients, the first-generation test is only applicable to women who 
are estrogen-receptor (ER) positive and HER2/Neu-negative.9,10 
The second-generation test has no such limitation. It can be used 
for all early-stage breast cancers.11,12

It is also important to understand that the first-generation test 
is based on research with women who had completed five years 
of tamoxifen therapy. Its validity is unclear if women have not 
completed a full course of tamoxifen.1 That is important to note, 
because studies show about half of women who begin taking 
tamoxifen quit before the five-year point.13 Again, there is no such 
limitation with the second-generation test because the test was 
developed and subsequently validated on untreated patients.2  

Actionable results. The first-generation test stratifies women 
into three groups: low-risk, intermediate, and high-risk. Women 
in the low-risk group may choose to avoid chemotherapy and 
those in the high-risk group are advised to pursue a more aggres-
sive approach. But those in the intermediate group, encompassing 
about 37 percent of results, are in treatment limbo.14 The first-
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generation test does not indicate any particular action and those 
patients are no better off than if they had not had the test at all. 
This test does not appear sophisticated enough to stratify all women. 
It may be helpful at either end of the spectrum, but for the significant 
number of patients in the middle, the test provides no help. 

In contrast, all results of the second-generation test are “action-
able.” The test stratifies women into low- and high-risk groups 
only, and the implications regarding chemotherapy are clear for 
everyone. This difference is most likely related to the objective 
way in which the genomic signatures were derived. Again, the 
second-generation test began with 25,000 candidate genes as 
opposed to 250. Plus, the study design lets the tumor itself guide 
the gene selection, instead of researchers adding bias to the test 
by choosing the genes that scientists thought were relevant at the 
time the first-generation test was developed. 

The issue of actionable results gets to the crux of whether a 
cancer center should offer two tests or one. Some cancer centers 
test women with the first-generation test, and if a woman gets an 
intermediate result, they then test her with the second test to de-
termine definitively if she is at low- or high-risk for recurrence. If 
clinicians had simply started with the second-generation test, they 
would have had a definitive result to begin with and could have 
begun treatment earlier.

Cost-effectiveness. While both tests cost about the same 
($4,000), more than one-third of women who take the first-
generation test will get an intermediate, non-actionable result—
meaning the test did not help with treatment decision making and 
insurance still must be billed. The second-generation test has no 
such drawback. Offering both tests potentially doubles the cost 
for patients in terms of co-payments, co-insurance, deductibles, 
and other out-of-pocket-expenses. 

Looking at cost-effectiveness in a larger framework, a paper 
published last year in the journal Cancer found the second- 
generation test to be significantly more cost-effective for the 
healthcare system at-large.15 The researchers compared “the costs 
and quality-adjusted life-years (QALYs) of treatment decisions 
guided by” the tests. In this scenario, patients who used the first-
generation test to guide treatment decisions spent $27,882 and 
gained 7.364 QALYs. Those who based their treatment decisions 
on the second-generation test spent substantially less—$21,598—
and gained 7.461 QALYs. Both differences were statistically 
significant.15 

Patient relationships. Patients seek definitive answers from 
clinicians and tests. Ambiguity is upsetting to them. Yet, cancer 
centers that offer the first-generation test will frequently have to 
report ambiguous intermediate results to their patients. If clinicians 
then use routine clinico-pathologic guidelines to “split the differ-
ence,” they may end up recommending that a majority of those 
patients consider chemotherapy—when in fact as many as half of 
patients may not benefit from it. 

Molecular subtyping. The second-generation test provides 
quantitatively more information for treatment decision making. 
That’s because it is actually part of a three-assay suite of tests. For 
instance, one of the assays (BluePrint™) classifies breast cancer 
into basal, luminal, and ERBB2 (HER2/Neu dominant) molecular 

subtypes. Each subtype is known to have a different prognosis 
and to respond differently to various therapies. This additional 
layer of information goes beyond the basic stratification of patients 
into low-risk and high-risk groups and can help guide—and 
personalize—treatment decisions. 

The value of molecular subtyping will increase over time as 
more data is accumulated. For example, paradigm-shifting findings 
continue to emerge about clinically HER2-positive patients and 
the different subtypes they express. Studies are also revealing 
substantial findings about basal subtype patients. The first- 
generation test does not provide molecular subtyping and is 
therefore not really sophisticated enough to tease out these  
potentially relevant differences.  

No need for more personnel. With both of the genomic tests, 
staffing considerations are quite straightforward. Administrative 
and office staff, plus clinicians, including nurse navigators, need 
to be aware that the test is being offered. The cancer center will 
need a relationship with a pathologist and the breast surgeon who 
will obtain the tumor sample, either surgically or with a core 
biopsy. The sample is then typically sent to the testing company 
as formalin-fixed, paraffin-embedded (FFPE) tissue. The medical 
oncologist will use the test results to help patients decide on an 
appropriate treatment strategy. The two main companies that 
offer these tests handle the billing to Medicare, Medicaid, and 
insurance companies.

Going Forward
Genomic testing that stratifies breast cancer patients with regard 
to their risk of cancer recurrence is now beginning to figuratively 
stratify breast cancer treatment centers, as well. Those that offer 
genomic testing will be seen as providing the most advanced care 
available. Those that do not offer genomic testing will increas-
ingly be perceived as behind the curve. 

This is particularly true when it comes to the decision process 
about whether or not a patient should undergo chemotherapy. 
The consequences of that decision are so significant that informed 
patients will seek the most sophisticated advice they can find. 
Today, that means genomic testing. 

James V. Pellicane, MD, FACS, is director of Breast Oncology at 
the Bon Secours Cancer Institute in Richmond, Va. He is board 
certified by the American Board of Surgery, a fellow of the Amer-
ican College of Surgeons, and a member of the American Society 
of Breast Surgeons. 
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E.L., a physical therapist in Richmond, Va., wasn’t expecting 
any surprises when she received the results from her first-ever 
mammogram in November 2011. But she got one. The radi-
ologist found what looked like breast cancer. 

Among the many fears racing through her head was the pos-
sibility that she would have to undergo chemotherapy after her 
surgery, to prevent a cancer recurrence. “You always hear about 
people being really sick, throwing up, losing all their hair,” said 
E.L. “Then I researched it on my own and read about having 
long-term heart problems, getting ‘chemo brain,’ and other serious 
issues. I have a friend who had an intestinal cancer. She had chemo 
and got neuropathy, including numbness, in her hands. That would 
have been a real problem in my profession.” 

Before her surgery, E.L. met with her breast surgeon, who 
recommended that her tumor be evaluated with the second- 
generation genomic test. Following her January 2012 operation, 
her medical oncologist advised that the first-generation test be 
ordered, as well.	

The results for both tests arrived in mid-March 2012. The 
first-generation test result was confusing. It was right on the border 
between the test’s low-risk and intermediate categories, which 
meant there was no clear direction about whether chemotherapy 
would be helpful. The second-generation test result left no such 

questions. It placed her squarely in the low-risk category. But how 
should she weigh that score against her first-generation test reading? 

E.L. consulted with her breast surgeon, who had first told her 
about the second-generation test. He said that he could not make 
the decision for her but made it clear that in her situation, he 
would not choose chemotherapy. He also assured E.L. that the 
second-generation test, besides providing more straightforward 
results, was more sophisticated than the first-generation instru-
ment. E.L. decided she could safely choose to avoid chemotherapy 
and not look back. 

Today, E.L. is in the midst of tamoxifen therapy, a normal 
recommendation for her hormone receptor-positive form of the 
disease. It affected her mood at first but other than that, the therapy 
has gone smoothly. Because there’s no chemotherapy in the picture, 
she’s back to the life she enjoys—playing tennis, taking exercise 
classes, and working a full schedule. She’s a big believer in the 
benefits of genomic testing.

“It just makes sense to look at what’s driving the tumor,” E.L. 
said. “And no one should have to do chemo if they don’t really 
have to. If a woman has breast cancer and her doctor doesn’t do 
genomic testing, I would definitely recommend that she find 
another doctor who does.”

Genomic Testing for Breast Cancer:  
A Patient’s Story
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The  
Performance Pivot 

Using Theory of Constraints, Lean & Six Sigma 
to make breakthrough improvements



www.accc-cancer.org  |  November–December 2013  |  OI      49

by paul schilstra

Cancer programs around the country are currently pursuing 
a number of strategies to improve their services, stay com-
petitive, and achieve profitable growth. Unfortunately, many 

of these strategies fail to deliver the long-term expected benefits 
(see Table 1, page 50). A number of underlying factors—usually 
based on incorrect or incomplete assumptions—may ultimately 
lead to the failure of these improvement and growth efforts,  
including:
1.	 The “productivity paradox” combined with cost accounting
2.	 Incomplete and incorrect use of Lean and Six Sigma
3.	 Sub-optimization within the cancer program
4.	 An overall failure to create a continuously learning, improv-

ing, and growing organization.

The “Productivity Paradox”
It’s every cancer program administrator’s dream: everybody and 
everything in the cancer program working at 100 percent effi-
ciency (read: doing more with less) and 100 percent productiv-
ity (read: be 100 percent busy all the time). But how does a cancer 
program achieve this outcome? And is it even realistic? Before 
we can answer these questions, we have to define what these 
terms really mean.  

Efficiency is defined as the number of units of output or desired 
results (e.g., revenues, outcomes, etc.) generated per unit of input 
or resource (e.g., money, people, equipment, etc.). Ideally, efficiency 
should at least be equal to or greater than one.   

Utilization is the one and only measurement for determining 
how busy a resource is. However, a resource should never and 
cannot ever be busy 100 percent of the time. It is mathematically 
impossible. Variations in demand, available capacity, treatment 
duration, and quality all conspire to make it impossible to achieve 
100 percent utilization. Cancer programs that strive for this goal 
will only experience longer wait lines and wait times.  

Productivity is often equated with “being busy,” but that in-
terpretation is wrong. Productivity should measure to what extent 
a cancer program is able to reach a specific goal—not whether 
somebody or something (a piece of equipment) is busy all the 
time. As such, productivity and efficiency are closely related. Any 
activities or resources that bring a cancer program closer to 

achieving its goals are productive; activities or resources that do 
not are unproductive and, therefore, wasteful.  

The problem with pursuing efficiency (“doing more with less”) 
and utilization (“being busy”) is that it can lead to erroneous 
decisions about individual performance and staffing levels, as 
well as required capacity for equipment, rooms, chairs, beds, and 
more. Worse yet, these efforts may have a serious and negative 
impact on safety, quality, cost, and the overall patient experience 
if pursued in a vacuum. 

Cost Accounting Challenges
Cost accounting, as it is usually practiced with fully-loaded cost 
per patient or unit of service, can cause a number of problems.

For example, the idea that it is critical to reduce the total cost 
per procedure or patient often leads to the desire to increase 
utilization at the departmental level. This goal may adversely 
affect the performance of the cancer program as a whole because 
it may unintentionally create bottlenecks and issues with patient 
throughput. A cancer program’s goal should not be to reduce 
the cost per patient or procedure, but rather to provide superior 
outcomes and stellar patient services—at a price the market is 
able and willing to pay. Healthcare is a business. As such, cancer 
programs are expected to bring in revenue and profitable growth. 
Remember: no margin, no mission! 

Second, the traditional fully loaded cost plus profit margin 
per procedure and patient approach frequently leads to inflated 
costs and prices. This practice, in turn, may lead cancer programs 
to forego valuable opportunities for profitable growth. An 
example of this thinking was the recent announcement by a 
number of physician-owned cancer clinics to turn away Medicare 
patients because they became “unprofitable” as a result of the 
reimbursement cuts caused by sequestration. Table 2, page 51, 
shows a simplified example of a cancer clinic affected by the 
sequestration cuts. In this example, the current patient volume 
is 100 patients per year while its maximum capacity is 140 
patients per year. This example shows that accepting more 
Medicare patients can actually increase a program’s net revenue 
and profit. In this example, a cancer program could actually 

Long-term commitment to new learning and new philosophy 
is required of any management that seeks transformation.  
The timid and the fainthearted, and the people that expect 
quick results, are doomed to disappointment.  
                                                                   W. Edwards Deming, 1982

(continued on page 51)
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Initiative Objective Reason For Failure

Stop investments and 
reduce operating expenses

•  Improve the bottom line
•  Improve productivity

•  Narrow, short-term focus on reducing cost
•  Fails to take the need for revenue growth into account

Pursue accreditation •  Improve the program’s image for  
 marketing efforts 

•  Attract more patients
•  Improve the quality of care

•  Focus on improving the image only

Start a marketing  
campaign

•  Attract more patients •  Insufficient investment
•  Poorly-defined goals
•  Poorly-defined targeted audiences
•  Poorly-defined value propositions for each  

targeted audience
•  Ineffective or inappropriate communication channels 

and media
	

Acquire physician  
practices

•  Secure referrals
•  Increase market share

•  Poor integration of physicians and practices
•  Poorly-validated assumptions about the impact  

on growth

Partner with a major 
academic medical center 
or national oncology 
network

•  Improve the program’s image  
 for marketing efforts

•  Attract more patients
•  Improve the quality of care

•  Focus on improving the image only
•  Poor alignment of stakeholders
•  Poor integration of the two organizations 

Invest in new cancer 
treatment capabilities 
and services

•  Improve the program’s image  
 for marketing efforts

•  Attract more patients
•  Provide more value

•  Focus on improving the image only 
•  Failure to conduct the necessary research to justify 

purchases or additions to service line (i.e., does  
patient volume and patient mix support new  
equipment or new services)

•  Failure to include patients and staff in purchasing 
decisions

•  Not improving and redesigning processes

Build a new cancer  
treatment facility

•  Improve the program’s image  
 for marketing efforts

•  Attract more patients
•  Improve the quality of care

•  Focus on improving the image only
•  Failure to include patients and frontline staff in the   

design
•  Poor design of the new facility
•  Not improving and redesigning processes

Acquire or merge with  
another hospital or 
network

•  Reduce operating expenses
•  Capture greater market share
•  Secure better leverage with payers

•  A power struggle ensues between the two  
leadership teams 

•  The two organizational cultures do not integrate well

Apply Lean and/or  
Six Sigma

•  Eliminate waste
•  Reduce errors
•  Reduce variation
•  Reduce cost 
•  Improve the quality of care

•  Cost reduction is really the primary driver
•  Senior management is not engaged and supportive
•  Lean and/or Six Sigma are not applied correctly 

Table 1. Improvement & Growth Strategies
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increase its total profit from $400,000 to $440,000, even though 
the profit per patient decreases by $333.

The allocation of total fixed expenses—both direct and  
indirect—across individual procedures and patients is often where 
problems lie. Fixed costs typically make up most of a cancer 
program’s total expenses so they are vulnerable to distortions. 
Few costs can be directly linked to an individual patient, except 
perhaps, for items like medication, meals, gowns, etc. In addition, 
many cancer programs are part of a larger organization that al-
locates a portion of its overall overhead to the cancer program, 
which further increases the total cost per patient or unit of service.

Other cost accounting challenges include:
• 	 Cost accounting often ignores available extra capacity 

that can be used to increase revenues and overall profit-
ability of a cancer program.

• 	 Inventory, equipment, and facilities are treated as assets 
on the balance sheet, even though, in reality, they are li-
abilities that generate a host of operating expenses, e.g., 
maintenance, support, and upgrades. These expenses fur-
ther add to the total cost of a cancer program.

• 	 Traditional accounting metrics, such as cash flow, profit 
& loss, and return on investment are not easily translated 

into specific management actions.

Incorrect Use of Lean & Six Sigma
For some cancer programs, Lean and Six Sigma may not always 
consistently yield profound and sustained improvements. The 
reason is that few are aware of the history and context in which 
Lean and Six Sigma were developed or limitations to this ap-
proach. Lean has been mostly used to eliminate waste (Muda) 
in order to reduce cost. However, many Lean projects often 
overlook unevenness in patient flow (Mura) and overburdening 
of physicians and staff (Muri). These Lean improvement efforts 
tend to fail if frontline people (lower-level managers, physicians, 
and staff) are not properly trained, empowered, engaged, and 
supported. Often, these staff are already overburdened and stressed 
by just doing their job and sacrificing personal time in the process. 
Assigning yet more work to them in the form of improvement 
projects may very well tip the balance toward a culture of burnout, 
apathy, and cynicism.

A Lean project that does not take into account patient flow 
and overburdening of staff will often look like this:
✓	 Step 1: Reduce inventories

*Under the traditional cost accounting approach, where all fixed costs are allocated proportionally to individual patients, sequestration results in a net loss of $400 per patient. Under the recommended approach, 
when patient volume grows to meet its maximum capacity, profitability is reached.

Before After Gain (Loss) Decision

Maximum Capacity in Patients Per Year  120 120

Total Patients Per Year  100 120                

Total Fixed Costs Per Year $  1,000,000 $   1,000,000

Traditional Cost Accounting Approach (Per Patient Analysis)

Average Net Revenue  
Per Medicare Patient $     100,000 $        98,000 $       (2,000)

Average Cost of Drugs  
Per Medicare Patient $      86,000 $        86,000

Average Contribution  
Margin Per Patient $      14,000  $       12,000  $       (2,000)

Total Fixed Costs Per Patient $      10,000 $        10,000

Average Profit Per Patient $       4,000 $         3,667 $         (333) Reject More Medicare Patients

Recommended Approach (Throughput-Based Accounting)

Total Net Revenues $10,000,000 $ 11,760,000 $ 1,760,000

Total Cost of Drugs $  8,600,000 $ 10,320,000

Total Gross Margin $  1,400,000 $   1,440,000 $      40,000

Total Fixed Costs $  1,000,000 $   1,000,000

Total Profit $    400,000 $     440,000 $      40,000 Accept More Medicare Patients

Table 2. Reimbursement Example Before and After Sequestration*



52      OI  |  November–December 2013  |  www.accc-cancer.org 

✓	 Step 2: Reduce head count
✓	 Step 3: Redistribute tasks among people
✓	 Step 4: Step back and wait
✓	 Step 5: Results are good enough, so let’s move on to  

something else.

LEAN SIX SIGMA

Origin •  Henry Ford: training within industry
•  Edwards Deming: The Toyota Way, production system 

and business practices

•  Walter Shewart
•  Edwards Deming
•  Motorola

Typical 
Goals

•  Provide better value to the customer
•  Improve flow
•  Do more with less
•  Reduce cost

•  Reduce variation
•  Reduce defects or errors

Strengths •  Simultaneous focus on value, flow, efficiency, speed, 
and quality improvement

•  Can be effective for solving simple (“known 
knowns”) and complicated (“known unknowns”) 
operational problems

•  Limited need for statistical analyses
•  Can be taught to and adopted by many levels in the 

organization
•  Prefers proven, simple, and low-tech solutions

•  Scientific, quantitative, and structured methodology
•  Can be effective for solving simple (“known 

knowns”) and complicated (“known unknowns”) 
operational problems

Limitations 
& Potential 
Points  
of Failure

•  Is a significantly diluted and westernized version 
of the Toyota Way, the Toyota production system, 
and the Toyota business practices

•  Focuses mostly on operations and often ignores 
other important functions critical to growth, such 
as marketing

•  Assumes that patient volumes and case mix are 
fairly stable and that fluctuations in demand can 
be easily smoothed

•  Places too much emphasis on Lean as a set of tools 
and tends to ignore the concept of a learning, 
continuously improving and growing organization

•  May result in too much focus on short-term cost 
cutting rather than increasing and improving 
throughput and quality

•  Pays little attention to the impact of Lean projects 
on the existing workload of physicians and 
frontline staff

•  Is often applied in limited and one-time 
improvement projects instead of continuous, 
cancer-program-wide improvement efforts 

•  May lead to sub-optimization of individual 
processes, teams, or departments within the cancer 
program if the cancer program as a whole system 
is not taken into consideration

•  Is not effective in dealing with complex problems 
or significant crises (“unknown unknowns”),  
where there is no obvious relationship between 
cause and effect

•  Is a significantly diluted version of Total Quality 
Management and Continuous Quality Improvement

•  Focuses on the quality of operations only and 
ignores other important functions critical to 
growth, such as marketing

•  May not be appropriate in environments of 
regular and significant changes, e.g., due to rapid 
innovation

•  Places too much emphasis on Six Sigma as a set  
of tools and tends to ignore the concept of  
a learning, improving, and growing organization

•  Requires a great deal of measurements and 
statistical prowess

•  Does not include a focus on improving flow and 
workload leveling

•  Pays little attention to the impact of Six Sigma 
projects on the workload of physicians and 
frontline staff

•  Narrow focus may lead to sub-optimization of 
individual processes, teams, or departments within 
the cancer program because the cancer program  
as a whole system is not taken into consideration

•  Is not effective in dealing with complex problems 
or significant crises (“unknown unknowns”), 
where there is no obvious relationship between 
cause and effect

Table 3. Lean and Six Sigma Strengths and Weaknesses

In addition, Lean and Six Sigma are often used only once and in 
one limited area, say Lab or Pharmacy, without continuous efforts 
to keep improving the area. Performance improvement—including 
the use of Lean and Six Sigma—is like gardening: you have to 
continue weeding or the weeds grow right back.1 A short-term, 
one-time approach to Lean and Six Sigma can result in short-lived, 
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• 	 Understand the physics of the cancer program
• 	 Define the key performance indicators
• 	 Identify the “performance pivot” of the cancer program 
• 	 Improve and learn continuously.

1—A Systems Perspective
Cancer programs are complex and dynamic systems—mostly 
consisting of people—that have to continuously adjust to an 
ever-changing environment and demand for care (see Figure 1, 
below). Changes in demand often differ in acuity, frequency, and 
magnitude throughout the day, week, and year. These constant 
changes “shock” a cancer program and often result in the program 
being out of sync with its environment.3, 4 Cancer program lead-
ership should seek to optimize the overall performance of the 
cancer program in light of these constant shocks.  

2—Define the Goal 
The next transformation step is to develop clear and succinct 
definitions of the cancer program’s:
•	 Purpose. The difference the cancer program is trying to 

make.
•	 Vision. What the world will look like after the cancer pro-

gram has fulfilled its purpose. 
•	 Mission. How the cancer program will fulfill its purpose and 

vision.

The purpose and vision are the goals of a cancer program, while 
the mission represents its critical success factors: the things that 
must be done or must be in place to achieve the goals. Combined, 
these will guide future decisions and actions. Figure 2, page 54, 
shows an example of a possible set of cancer program goals, 
along with some corresponding critical success factors and neces-
sary conditions. Consider constructing a similar diagram using 
this cause and effect structure.5 

less than optimal improvements. Table 3, left, lists a number of 
reasons for why Lean and Six Sigma often do not yield the an-
ticipated benefits.

In many cases, individual departments within a cancer program 
have their own performance objectives, which usually consist of 
some mix of revenue growth and cost reductions. If individual 
departments all adopt the “do more with less” strategy, it could 
potentially lead to internal conflicts and adverse consequences 
for a cancer program as a whole. Picture the cancer program as 
a chain, in which each link represents a different department, 
team, or service. The strength of the cancer program’s chain is 
then defined by its weakest link. Most improvement efforts with 
Lean are one-time activities that focus on improving one link at 
a time, without knowing whether they strengthened the weakest 
link or a stronger one, and without knowing whether they, thus, 
strengthened the whole chain.2 

For example, a pharmacy— reporting to a different manager 
from the cancer program administrator—may be tasked to reduce 
waste and staff because overall patient volumes are stagnant. At 
the same time, the cancer program administrator is tasked with 
growing the cancer program. It is easy to see how the pharmacy 
department can quickly become a serious bottleneck if it is not 
equipped to handle the anticipated increase in cancer patients. 

Ultimately, the failure to pursue and create a continuously 
learning, improving, and growing cancer program is the main 
reason that improvements are often sporadic, limited in scope, 
and short lived. 

The Transformation Journey
To successfully transform a cancer program into a vibrant center 
of excellence, follow these six steps:  
•	 Start with a holistic, system-wide perspective of the 
	 cancer program
• 	 Define the system’s goals and critical success factors

Figure 1. A Holistic, System’s Perspective of a Cancer Program

Your Market 
Geography, Incidence Rates, 
Demographics, Payer Mix, 
Referral Sources

Your Cancer Program
Facilities, Equipment, Inventory

Throughput to  
Track & Measure
Volumes, Safety, Outcomes, 
Patient Experience

Programatic Expenses 
to Track & Measure
Physicians, Employees, 
Supplies, 3rd Party Services, 
Infrastructure, Technology

Operating  
Expenses to  
Track & Measure

Revenues to  
Track & Measure

Your Controls or Points of InfluencePhysical Flow

(Continued on page 55)
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Figure 2. Cancer Program Goals, Critical Success Factors & Necessary Conditions
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Survivors
Hospice Patients

Your Market: Geography, Volumes,  
Patient Mix, Payer Mix, Referral Sources

Dissatisfied Patients No Shows Complications Errors Harmed Patients Deaths from Adverse Events 

Leaks

3—Understand the Physics of the Cancer Program
Imagine a cancer program as a water pipeline that consists of 
different sections that represent different departments or re-
sources (see Figure 3, above). The sections differ in diameter, 
representing different levels of maximum available capacity. In 
addition, each section of the pipeline contains leaks, representing 
patients experiencing complications, errors, harm, or death. In 
this example, water (i.e., patients) flows through this pipeline, 
and the rate at which the water flows through is defined as 
“throughput.” A cancer program’s throughput is determined by 
the narrowest section of the pipeline—the bottleneck or 
constraint—and by the number and sizes of the leaks along this 
pipeline. Constant changes in demand, bottlenecks, and leaks 
create turbulence and an uneven flow of patients throughout this 
pipeline. In turn this will lead to unevenness in the staff workload 
along the pipeline.  

4—Define Key Performance Indicators
The next step is to use the systems-based framework and the 
cancer program’s goals and critical success factors to determine 
which key performance indicators best define and measure the 
program’s success. The task: optimize throughput—defined as 
the rate at which the cancer program achieves its goal(s). Through-
put should be measured along five dimensions: volume, outcomes, 
safety, patient experience, and top line growth, i.e., revenues 
minus those direct variable costs that can be directly associated 
with an individual patient or procedure.  

Once the cancer program’s throughput begins to improve, focus 
on reducing cost—provided that such cost reduction efforts do not 
lead to a decrease in throughput. Two major factors drive cost:
1.	 Investments. All the money the cancer program has invested 

in assets to care for cancer patients, e.g., facilities, equip-
ment, inventories, other assets, and liabilities.

2. Operating expenses. All the money the cancer program 
spends on caring for cancer patients. It is the sum of all 

direct fixed and all indirect expenses, i.e., those expenses 
that cannot be directly associated with individual patients 
or procedures.  

Investments such as facilities and equipment often generate sig-
nificant operating expenses associated with maintenance, support, 
and upgrades.  Careful and appropriate reduction of investments 
will, therefore, lead to reduced operating expenses. Often, efforts 
to improve throughput will simultaneously lead to opportunities 
for reducing investments and operating expenses.

Effective Oncology Dashboards track a limited number of key 
performance indicators that:
•	 Matter to all stakeholders: the cancer program, patients, 

payers, employers, physicians, and employees
•	 Are directly related to the cancer program’s goals, i.e., results
•	 Are well understood, valid, reliable, and easy to convert 

into corrective actions.  

Figure 4, page 56, shows an example of an Oncology Dashboard 
with key performance indicators. Define concepts such as quality 
care, superior outcomes, and patient experience in actionable 
terms. For the purpose of this article, quality cancer care is defined 
as the combination of superior outcomes and a great patient 
experience. Together clinical quality and the level of service that 
a cancer program provides determine the patient experience as 
a critical success factor.

Figure 5, page 57, shows how these concepts relate to each 
other from the customer’s point of view, i.e., patients and their 
families, referring physicians, employers, and payers.  Note: the 
safety of a cancer program’s services is often assumed and taken 
for granted by the general public. It is not a dimension of cancer 
care that new cancer patients will typically and explicitly consider 
in their choice of where to go for their treatment.

Figure 3. An Analogy of a Cancer Program as a “Pipeline”

Scheduling Registration Imaging Lab Treatment Planning Treatment Follow-up Care

New Patients
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5—Identify the “Performance Pivot”
In our current, dynamic, and complex healthcare environment, 
cancer programs require a powerful set of tools to effectively 
guide them towards their goal(s). The transformation process 
proposed in this article is adapted from three well-established 
and proven methods. Together, they complement each other and 
overcome the limitations of each:
1.	 Theory of Constraints (TOC) for optimizing an entire cancer 

program’s performance as a whole.
2.	 Lean for continuously improving value, flow, quality, and the 

workload of physicians and staff, while eliminating waste. 

3.	 Six Sigma for further reducing variation, complications, 
and errors.

TOC was developed by Dr. Eliyahu Godratt, an Israeli physicist 
who became an international manufacturing and business “guru” 
in the 1990s. In his book The Goal, he outlined his Theory of 
Constraints, a dynamic, systems-based and systematic approach 
to creating breakthrough improvements.2 TOC enables cancer 
programs to focus first and foremost on the most critical factor—
the constraint or weakest link—that limits the program’s ability 
to achieve its goals. The result: the constraint becomes the 

Key 
Performance 
Indicator

Category Versions or Definition Purpose Frequency of 
Measurement

Throughput Volume Inpatients
•  Admissions (scheduled, unscheduled, 

emergency, no shows)
•  Case mix (new and current patients, 

disease site)
•  Discharges

Outpatients
•  Visits (scheduled, unscheduled, 

emergency, no shows)
•  Case mix (new patients, current 

patients, survivors, disease site)
•  Discharges

Purpose
•  Identify constraints
•  Level workload 

(Mura) and create 
flow

•  Prevent 
overburdening of 
physicians and staff 
(Muri)

•  Eliminate waste 
(Muda)

•  Daily
•  Weekly
•  Monthly
•  Quarterly
•  Annually

Safety •  Patients experiencing complications 
during treatment

•  Patients harmed as a result  
of errors

•  Identify constraints
•  Strive for perfection
•  Improve the patient 

experience

•  Daily
•  Weekly
•  Monthly
•  Quarterly
•  Annually

Outcomes •  5-year disease-free survival by 
cancer site and stage

•  5-year progression-free survival by 
cancer site and stage

•  Identify constraints
•  Strive for perfection
•  Improve the patient 

experience

•  Monthly
•  Quarterly
•  Annually

Patient 
Experience

•  Dissatisfied patients •  Identify constraints
•  Improve the patient 

experience
•  Strive for perfection

•  Monthly
•  Quarterly
•  Annually

Financial •  Total net revenues—total direct 
variable expenses

•  Identify constraints
•  Measure financial 

value added

•  Monthly
•  Quarterly
•  Annually

Investment Financial •  Total value of facilities + equipment 
+ inventory + other assets  
and liabilities

•  Eliminate waste 
(Muda)

•  Monthly
•  Quarterly
•  Annually

Operating 
Expenses

Financial •  Total direct fixed expenses + total 
indirect expenses

•  Eliminate waste 
(Muda)

•  Monthly
•  Quarterly
•  Annually

Figure 4. Example of an Oncology Dashboard 
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Figure 5. Quality Care from the Customer’s Point Of View
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“performance pivot.” By effectively leveraging the constraint, 
cancer programs can “pivot” towards their goals and, thus, create 
a breakthrough improvement. A cancer program’s main constraint 
is often one of the following:  
•	 Market
•	 Referral network
•	 Capacity
•	 Quality
•	 Management time
•	 Policies. 

Improve & Learn Continuously
Constraints can and do move around over time, with or without 
active intervention, so it is important to establish an ongoing 
process of learning and improving. TOC consists of five focusing 
steps that enable cancer programs to effectively increase their 
throughput:
1.	 Identify the constraint
2.	 Exploit the constraint and generate as much throughput as 

possible with it
3.	 Subordinate everything else to the constraint to ensure a 

level and consistent throughput—and workload—across the 
entire cancer program

4.	 Elevate the constraint to increase throughput as needed
5.	 Don’t stop; repeat step 1.

In many instances, the market or the referral network is the 
constraint, rather than current capacity or quality problems. A 
number of tools are available if a cancer program is looking to 
attract more patients.6 Of course, cancer programs will need to 
have a compelling value proposition—i.e., unique selling points—
to convince more patients to come to their cancer program rather 
than to the competition. In addition, stellar patient services and 

an excellent patient experience should be critical elements in the 
value proposition.  

Figure 6, page 58, shows how to best integrate TOC with 
Lean and Six Sigma. TOC enables cancer programs to maintain 
a holistic system perspective, combined with a prioritization of 
key performance indicators. At the same time, Lean and Six Sigma 
allow cancer programs to exploit constraints, subordinate other 
processes and resources to the constraints, and, finally, elevate 
the constraint if feasible. This integrated approach focuses major 
efforts on addressing the constraint that most holds a cancer 
program back, while also learning about the many operational 
and clinical aspects and dynamics that ultimately drive the success 
of the cancer program. In addition, this approach is scalable in 
that it can be applied at all levels of the organization down to 
individual processes, departments, and teams.  

Paul Schilstra is President of primeASCENT, LLC, an oncology 
management consulting firm that helps cancer programs increase 
their patient throughput and profitability.  www.primeascent.com.
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Figure 6. An Integrated Process of Ongoing Improvement
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careers

Interested candidates can email: rmassey@cbccusa.com.
Submit resumes to: Pamela.McDonald2@MHShealth.com 
or apply online at: https://hca.taleo.net/careersection/
jobdetail.ftl?job=1483374. EOE.

The Operations Manager, Radiation Oncology at MedStar  
Washington Hospital Center will be responsible for coordinating  
and managing the daily operations of the Radiation Oncology 
department to include:
•  Oversee financial, clinical, and performance improvement 

objectives
•  Provide leadership and guidance to the staff
•  Coordinate with the physicians to assist them with their 

individual needs to practice radiation oncology
•  Stay abreast of new technology and growth opportunities in 

radiation oncology
•  Develop and administer operational plans and budgets to ensure 

financial targets are achieved
•  Make recommendations towards strategic growth.

To qualify, you must have a Bachelor’s degree in a healthcare-
related field (Master’s degree preferred or obtained within three 
years of employment), current radiation therapist license (certified 
dosimetrist, physicist, or oncology certified RN preferred), and at 
least three to five years of experience in an oncology field  
in a hospital or outpatient clinical setting (management preferred).

Operations Manager, Radiation Oncology 
Washington, D.C.

Learn more and apply online at:  
www.medstarwashington.org.
A tobacco-free workplace. EOE/AA.

The Medical College of Wisconsin in Milwaukee seeks a Cancer 
Center Administrator to help obtain NCI-designation by 2016.

Essential Responsibilities: The Administrator of the MCW 
Cancer Center will manage the administrative, financial, and 
regulatory infrastructure of the successful operation of the 
center. The Administrator manages the day-to-day business 
operations and supports the business cycle, including forecast-
ing, strategic planning for growth, grant administration, and 
ways to maximize reimbursement and revenue streams. 

Essential Requirements: The ideal candidate will be 
healthcare professional with strong business acumen and 
interpersonal skills. A Bachelor’s degree in business, finance, 
or related field from an accredited institution is required; a 
Master’s degree strongly preferred. At least 8 years of 
professional management experience, including experience in 
an academic environment is required. Successful candidates 
will have current or recent management responsibilities and 
demonstrated leadership within a cancer center that is 
NCI-designated or pursuing designation. 

Cancer Center Administrator 
Milwaukee, Wisconsin

To apply or receive additional information,  
contact: Jane Fischer, Tyler & Company.  
Email: jfischer@tylerandco.com  
or Telephone: 610-558-6100, ext. 231.

Minimum Requirements Include: 
•  Graduate of an AAMD-affiliated hospital or university- 

affiliated Medical Dosimetry Program.
•  Certified by Medical Dosimetry Certification Board
•  Skilled in all areas of radiation therapy
•  Experienced in Eclipse treatment planning system.
•  Skilled in IMRT, Rapid Arc, and 3D planning
•  Knowledge of computer and experience with ARIA
•  Current First Aid and BLS certification.

Responsibilities Include:
•	 Conduct patient treatment planning
•  Calculate distribution of doses for radiation therapy 

treatments including IMRT using Eclipse planning system  
for external beam treatments and MultiPlan for CyberKnife

•  Calculates plans for HDR and other brachytherapy  
procedures 

•  Provides support and problem solving with complex 
treatment set-ups to the simulator and therapy staff 

•  Assists physicists in data collection and quality checks
•  Assists physicist in performing checks and calibrations. 

Certified Medical Dosimetrist
Bakersfield, California

BMT Hematology/Stem Cell  
Transplant Administrator

San Antonio, Texas

Responsibilities: The BMT Administrator provides direction 
and support for the ongoing development of Methodist Hospital 
BMT and Hematologic Malignancy services for both adults and 
pediatrics. Individual will be responsible for aligning multiple 
departments, fostering interdepartmental collaboration, and 
ensuring quality in a common mission across the full continuum 
of care. Areas of responsibility include FACT preparation, 
contracting, quality and compliance, program management, 
strategic development, marketing and outreach, and research. 
Reporting directly to the Vice President of Oncology, the position 
will have administrative authority and responsibility for BMT and 
the Hematologic Malignancy Program related services, as well  
as its financial performance.

Qualifications: Ideal candidate will support the Methodist 
Healthcare System mission and vision, as well as possess a 
Master’s degree combined with a minimum of 5 years of 
progressive healthcare/hospital management experience. 
Transplant and/or oncology experience required. Preference will 
be given to candidates with clinical experience in Nursing or a 
related field.



The Association of Community Cancer Centers and Medscape Oncology are pleased to provide an online educational initiative that offers a com-
munity provider perspective about important cancer treatment and care issues, as well as emerging data and treatment strategies presented at 
scientific meetings. The programs feature national experts and are available on demand, so you can participate in these leading-edge programs 
when it’s most convenient for you. Visit our website to see all of the programs that are available.

CME/CE
Opportunities

www.accc-cancer.org/CME

Matthew H. Kulke, MD
Dana-Farber Cancer Institute

Pamela L. Kunz, MD
Stanford Cancer Center

Alexandria Phan, MD
MD Anderson Cancer Center

Jonathan S. Strosberg, MD
H. Lee Moffitt Cancer Center
 

James C. Yao, MD
MD Anderson Cancer Center
 

Physicians: 

Maximum of 1.00  

 AMA PRA Category 1 Credit(s)™

Supported by an independent educational grant from Novartis Oncology

Review the diagnosis and treatment of resectable and 
nonresectable PNETs and the outcomes associated 
with these approaches.

The Evolving Treatment  
Landscape of Pancreatic  
Neuroendocrine Tumors

Individualizing Therapy  
for Patients with CLL: Focus  
on Age and Comorbidities 

Evaluate patient-and disease-related factors to assess risk 
and select treatment for patients with CLL. Compare 
treatment approaches, their mechanism of action, efficacy  
in clinical trials, and their suitability for patients with CLL 
who are elderly and/or have co-morbidities.

Ian W. Flinn, MD, PhD
Sarah Cannon Research Institute 

Supported by an independent educational grant  
from Genentech

Physicians: 

Maximum of 1.00  

 AMA PRA Category 1 Credit(s)™

Advances in Myeloid  
Disorders: Highlights and 
Analysis of Pivotal Data from 
the 2013 Summer Congresses 

Review the most significant clinical research and trial data 
from the summer congresses on myeloid malignancies. 
Examine the implications of emerging data for the treatment 
of patients with myeloid disorders and how these data are 
applicable and relevant in the community practice setting.

James Foran, MD
Mayo Clinic

Supported by independent educational grants from  
Boehringer Ingelheim and Novartis Oncology
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Maximum of .25  
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ACCC 30th National Oncology Conference

action
Nearly 600 cancer care professionals attended ACCC’s 30th National Oncology Conference in Boston, Oct. 2-5, 2013.  
Below are highlights of the meeting.

1  In the face of challenging new standards, 
evolving payment systems, and shifting regula-
tory demands, oncology providers may wonder 
how they’ll manage to achieve innovative, high-
quality cancer care. But the recent changes in 
the healthcare system create exactly the type  
of disruptive environment that fosters the  
most innovation, said Whitney Johnson, key-
note speaker, in her session “Dare to Disrupt:  
Innovate from the Inside.”

2  A panel discussion on “Innovation: Value, 
Quality, and Technology” continued the keynote 
theme on how to harness the synergy between 
disruption and innovation.

3  The ten 2013 ACCC Innovator Award Winner 
sessions offered during the conference provided 
attendees with patient-centered, data-driven, 
replicable solutions to real-world challenges 
in the delivery of quality cancer care. Look for 
articles from these 2013 ACCC Innovator Award 
Winners in Oncology Issues.

4  Paul F. Engstrom, MD, was presented with 
the ACCC Clinical Research Award on Friday, 
Oct. 4. In his acceptance remarks Dr. Engstrom 
noted ACCC’s long history of support for the 
role of community oncology in clinical research. 
“I believe clinical cancer research is only rel-
evant when it involves community patients and 
their oncologists,” he said. Dr. Engstrom was 
honored for his work in advocating for cancer 
prevention and screening programs in research 
through the U.S. and around the globe.

1 2

3 4
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Survivorship Services— 
We Owe it to Our Patients!

Staff at Pearlman Cancer Center, 
Valdosta, Ga., is continually 
challenged to identify the qualities 

and services that set us apart from our 
competitors. We recognized that taking 
the lead in developing a cancer survivor-
ship program was one way to distinguish 
our organization as an early adopter of 
this essential service line. 

As luck (or providence) would have it, 
my administrator ran across a flyer for the 
City of Hope’s upcoming Survivorship 
Education for Quality Cancer Care. The City 
of Hope, under a grant from the National 
Cancer Institute (NCI), was offering a 
series of courses to educate oncology 
providers in teams of two from across the 
country. The goal: to provide education on 
cancer survivorship that would result in 
the development of programs to improve 
the post-treatment care for cancer 
patients in the U.S. 

As the clinical trials coordinator, I was 
selected along with our education 
coordinator to attend the second of four 
annual conferences at the City of Hope in 
July of 2007. It was an eye-opening, 
challenging experience that left us with a 
sense of urgency to develop a survivorship 
program for our patients.

Fueled by excitement and oblivious to 
the true scope of our mission, we began 
work on the project immediately. We 
discussed the need for a survivorship 
program with our leadership. They were on 
board with the concept, but realistic 
about the prospects for funding an FTE to 
run the program. Undaunted, we mapped 
out what we thought represented an ideal 

survivorship program and began develop-
ing each component in earnest. Over the 
next three years, we crafted a program on 
paper that we felt would serve the major 
physical and psychosocial needs of our 
patients as they transitioned “from cancer 
patient to cancer survivor.”

It Takes a Village
We live in a community with a state 
university (Valdosta State University, VSU) 
that has a College of Nursing. We teamed 
up with one of the nursing faculty who 
incorporated the development of our 
psychosocial patient education handouts 
into the curriculum of her senior-level 
Nursing Research class. The students did a 
beautiful job creating these materials and, 
in the process, received meaningful 
real-world experience. 

Working with our academic partner, we 
conducted a baseline needs assessment of 
our current cancer survivors, analyzed 
results, published several articles, and 
presented at several national conferences.

VSU also has a Division of Social Work 
that offers a Masters Program. We worked 
with a senior MSW student to create an 
evaluation plan to measure the effective-
ness of educating our survivors on 
multiple aspects of physical and emotional 
well-being, as well as healthy choices in 
nutrition and physical activity. This work 
was accomplished during a year-long 
internship at our cancer center, during 
which the MSW student satisfied her 
course requirements, earned academic 
credits, and helped craft a critical 
component of our survivorship program. 

Collaborations between healthcare 
organizations and institutions of higher 
learning are mutually beneficial and 
stretch limited resources.

 
Sharing Our Knowledge
As we progressed in our program develop-
ment, we were struck by the magnitude of 
the undertaking and the realization that 
other cancer centers across the country 
would soon face the same monumental 
task. We discussed the idea of assembling 
our survivorship program into a “kit” and 
offering it to other cancer centers as a 
blueprint for developing their own 
survivorship program. 

We partnered with our regional cancer 
coalition, which underwrote the mass 
printing of two program brochures and the 
purchase of four key publications. In 
exchange, we would share our kit with the 
three other cancer centers in the region. 
Next, we turned our attention to making 
the kit available for purchase by cancer 
centers outside our region. We talked with 
our administrative leadership, and worked 
out the details of how to structure a 
commercial venture. The result is the 
Pearlman Survivorship Kit. The original 
files for all program elements are included, 
allowing each cancer center to customize 
the kit to fit its unique resources, 
capabilities, and vision. The kit is 
available for purchase online at www.
pearlmansurvivorshipkit.com.

The Pearlman Survivorship Kit
The kit is divided into four booklets. Book 
1 contains six scripted PowerPoint 

by Mary Ann Heddon, RN, MSN, OCN

views
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presentations to educate staff, adminis-
tration, physicians, survivors, and 
primary care providers. Photos of cancer 
center staff and patients can be added, 
along with the organization’s logo. A 
Survey of Needs is included to allow 
cancer programs to survey and identify 
the unique needs of their patient 
population. The survey can be repur-
posed to assess the level and sources of 
distress in patients completing treat-
ment. This Post-Treatment Needs 
Assessment serves as a baseline for 
transition into survivorship. If programs 
choose to offer a Survivorship Clinic, 
responses can guide the conversation 
and education at that appointment. 

Also included in Book 1 is a template 
for a comprehensive, yet compact, 
Survivorship Care Plan and the shorter 
Treatment Summary, which can be paired 
with a care plan such as Journey Forward 
or the LIVESTRONG Care Plan. These two 
components can help meet the American 
College of Surgeons 2012 Program 
Standards 3.2 (Psychosocial Distress 
Screening) and 3.3 (Survivorship Care 
Planning). 

For cancer centers electing to conduct 
survivorship education in a group 
setting, Book 1 includes a class syllabus 
and PowerPoint presentation developed 
by a multidisciplinary team. It’s a two 
hour class that starts with a patient 
video, addresses known physical and 
psychosocial issues experienced by 
survivors, and includes a questionnaire 
about nutrition, physical activity, and 
several quality of life issues. A post-
questionnaire can be administered six 
months to one year later to help assess 
the effectiveness of the class in 
modifying behaviors known to impact 
risk of recurrence.

Book 2 contains patient education 
handouts on 79 survivorship issues. 
They’re color-coded by domain addressed— 
physical, social, psychological, spiritual, 
and an “other” category. Responses on 
the Needs Assessment, which parallels 
the education sheets, can guide 
selection of the education materials for 
each patient completing treatment.

Book 3 focuses on survivorship 

program resources. Suggestions for 
organizing a series of six Survivorship 
Workshops for the community are included. 
Presenters are selected from experts in the 
cancer center and surrounding area, such 
as physicians, nurses, dietitians, exercise 
specialists, mental health professionals, 
attorneys, and Social Security personnel. 
Other components in Book 3 include:
•	 A cancer rehabilitation program that 

uses existing cardiac rehab facilities. 
Staff are cross-trained using the Cancer 
Exercise Specialist program or a similar 
program, and no additional equipment 
is required.

•	 A guide to available print and online 
resources to help cancer centers build 
their library for staff and patients. 

•	 A budget template in Good, Better, 
Best format, which allows facilities 
to tailor their program to available 
resources. 

•	 A selection of potential funding 
sources to augment the financial sup-
port of a new survivorship program. 

•	 Tools to share with primary care pro-
viders in the community. In the shared 
care model, longer-term survivors are 
transitioned to their primary care pro-
viders as oncologists focus their efforts 
on the acute needs of newly diagnosed 
patients. These tools help primary care 
providers to target their assessment 
on the late effects associated with the 
specific treatment received and com-
mon health problems experienced by 
survivors. Recommendations from the 
American Cancer Society are included 
as the standard for educating survivors 
on healthy choices in nutrition and 
physical activity. 

Book 4 contains an evaluation plan that 
can be used when applying for a grant to 
bolster program funding. 

Our Survivorship Program
Pearlman Cancer Center hired a FTE nurse 
practitioner in 2011 and opened its 
Survivorship Clinic in February 2012. We 
chose a consultation model and used 
selected components of the kit to quickly 
get our program up and running. Briefly, 
here’s how our program works. 

Patients completing treatment are 
shown a video about survivorship and 
asked to complete the Post-Treatment 
Needs Assessment. We create a Treatment 
Summary and Care Plan for the patient and 
pull together education sheets related to 
the issues self-identified in the Needs 
Assessment. The patient meets with the 
nurse practitioner for an hour in the clinic 
to review the Treatment Summary and Care 
Plan and discuss recommendations for 
nutrition and physical activity in the 
post-treatment phase. Eligible patients are 
offered a free 12-week cancer rehabilita-
tion program. Patients then see the 
dietitian and social worker to round out 
the Survivorship appointment. Follow-up 
appointments are made, depending on the 
patient’s needs.

It’s no surprise that feedback from the 
patients is very positive.  We’re giving 
them the tools and structure they need to 
go forward and be a successful survivor. 
While it’s certainly true that many patients 
choose not to make important choices that 
decrease their risk of recurrence, a new 
cancer, or other chronic illness, we’re 
meeting a critical need to provide the 
information that gives each survivor a 
fighting chance to experience quality of 
life after cancer. 

Mary Ann Heddon, RN, MSN, OCN, is clinical 
trials coordinator at the Pearlman Cancer 
Center, South Georgia Medical Center, in 
Valdosta, Ga. 
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