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She’s still fighting after surgery,
radiation, and chemotherapy.

How can you respond when
she asks what’s next?

give her for efficacy

O

In a pivotal phase Il trial

O ABRAXANE® delivered nearly
double the overall response
rate vs solvent-based paclitaxel’

21.5%vs 11.1%

(P=.003) for all study patients.!

15.5% vs 8.4%

(P=NS) for study patients who failed combination
chemotherapy or relapsed within 6 months of
adjuvant chemotherapy.!

o The albumin-bound paclitaxel,

ABRAXANE, eliminates the need
for Cremophor®EL*, allowing
delivery of a 49% higher dose
vs solvent-based paclitaxel*

JHbraxane

ABRAXANE for Injectable Suspension is indicated for the treatment of breast
cancer after failure of combination chemotherapy for metastatic disease or
relapse within 6 months of adjuvant chemotherapy. Prior therapy should
have included an anthracycline unless clinically contraindicated.

WARNING: ABRAXANE for Injectable Suspension (paclitaxel protein-bound particles for injectable
suspension) should be administered under the supervision of a physician experienced in the use
of cancer chemotherapeutic agents. Appropriate management of complications is possible only
when adequate diagnostic and treatment facilities are readily available.

ABRAXANE therapy should not be administered to patients with metastatic breast cancer who
have baseline neutrophil counts of less than 1,500 cells/mm®. In order to monitor the occurrence
of bone marrow suppression, primarily neutropenia, which may be severe and result in infection,
it is recommended that frequent peripheral blood cell counts be performed on all patients
receiving ABRAXANE.

Note: An albumin form of paclitaxel may substantially affect a drug's functional properties relative
to those of drug in solution. DO NOT SUBSTITUTE FOR OR WITH OTHER PACLITAXEL FORMULATIONS.

IMPORTANT SAFETY INFORMATION

In the randomized metastatic breast cancer study, the most important adverse events included
neutropenia (all cases 80%; severe 9%), anemia (all 33%; severe 1%), infections (24%), sensory
neuropathy (any symptoms 71%; severe 10%), nausea (any 30%; severe 3%), vomiting (any 18%;
severe 4%), diarrhea (any 27%; severe <1%), myalgia/arthralgia (any 44%; severe 8%), and
mucositis (any 7%; severe <1%). Other adverse reactions included asthenia (any 47%; severe 8%),
ocular/visual disturbances (any 13%; severe 1%), fluid retention (any 10%; severe 0%), alopecia
(90%), hepatic dysfunction (elevations in bilirubin 7%, alkaline phosphatase 36%, AST [SGOT] 39%),
and renal dysfunction (any 11%; severe 1%). Thrombocytopenia (any 2%; severe <1%),
hypersensitivity reactions (any 4%; severe 0%), cardiovascular reactions (severe 3%), and injection
site reactions (<1%) were uncommon. During postmarketing surveillance, rare occurrences of severe
hypersensitivity reactions have been reported with ABRAXANE.

WARNINGS, PRECAUTIONS, AND CONTRAINDICATIONS

The use of ABRAXANE has not been studied in patients with hepatic or renal dysfunction. In the
randomized controlled trial, patients were excluded for baseline serum bilirubin >1.5 mg/dL or
baseline serum creatinine >2 mg/dL.

ABRAXANE can cause fetal harm when administered to a pregnant woman. Women of childbearing
potential should be advised to avoid becoming pregnant while receiving treatment with ABRAXANE.

for Injectable Suspension
(naclitaxel protein-bound particles for injectable suspension)
(albumin-bound)

BOUND AND DETERMINED

Men should be advised to not father a child while receiving treatment with ABRAXANE.
ABRAXANE contains albumin (human), a derivative of human blood.

Caution should be exercised when administering ABRAXANE concomitantly with known substrates
or inhibitors of CYP2C8 and CYP3A4.

ABRAXANE therapy should not be administered to patients with metastatic breast cancer who have
baseline neutrophil counts of less than 1,500 cells/mm?. It is recommended that frequent peripheral
blood cell counts be performed on all patients receiving ABRAXANE. Patients should not be retreated
with subsequent cycles of ABRAXANE until neutrophils recover to a level >1,500 cells/mm* and
platelets recover to a level >100,000 cells/mm?.

In the case of severe neutropenia (<500 cells/mm® for 7 days or more) during a course of
ABRAXANE therapy, a dose reduction for subsequent courses is recommended.

Sensory neuropathy occurs frequently with ABRAXANE. The occurrence of grade 1 or 2 sensory
neuropathy does not generally require dose modification. If grade 3 sensory neuropathy develops,
treatment should be withheld until resolution to grade 1 or 2 followed by a dose reduction for all
subsequent courses of ABRAXANE.

It is recommended that nursing be discontinued when receiving ABRAXANE therapy.

Severe cardiovascular events possibly related to single-agent ABRAXANE occurred in approximately
3% of patients in the randomized trial. These events included chest pain, cardiac arrest,
supraventricular tachycardia, edema, thrombosis, pulmonary thromboembolism, pulmonary
embolism, and hypertension.

To learn more ahout ABRAXANE, visit our Web site at www.abraxane.com
Please see Brief Prescribing Information on the following page.

Reference: 1. ABRAXANE [prescribing information]. Los Angeles, Calif: Abraxis Oncology, a Division of Abraxis BioScience, Inc; May 2007.
Abraxis Oncology is a division of Abraxis BioScience, Inc. All Abraxis BioScience, Inc. corporate names, names of services, and names
of products referred to herein are trade names, service marks and/or trademarks that are owned by or licensed to Abraxis BioScience,
its divisions, or its affiliates, unless otherwise noted.

*Cremophor EL (polyoxyethylated castor oil) is a registered trademark of BASF Aktiengesellschaft.

ABRAXANE is marketed under a co-promotion agreement between Abraxis BioScience, Inc. and AstraZeneca.

Copyright © 2008 Abraxis BioScience, Inc. and AstraZeneca Pharmaceuticals LP. All Rights Reserved.
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Jbraxane:

Table 1: Frequency® of Important Treatment Emergent Adverse Events
in the Randomized Study on an Every-3-Weeks Schedule

Rare reports of hepatic necrosis and hepatic encephalopathy leading to death have been received as part
of the continuing surveiliance of paciitaxel injection safety and may occur following ABRAXANE treatment,

Overall 11% of patients experienced creatinine elevation, 1% severe. No discontinuations, dose reductions, or

Nausea/vomiting, diarrhea, and mucositis were reported by 33%, 27%, and 7% of ABRAXANE treated patients

Rare reports of intestinal obstruction, intestinal perforation, pancreatitis, and ischemic colitis have been
received as part of the continuing surveillance of paclitaxel injection safety and may occur following
the coadministration of
G-CSF, were observed in patients treated with paclitaxel injection alone and in combination with other

Injection site reactions have occurred infrequently with ABRAXANE and were mild in the randomized clinical trial.
Recurrence of skin reactions at a site of previous extravasation following administration of paclitaxel injection at

Rare reports of more severe events such as phlebitis, cellulitis, induration, skin exfoliation, necrosis, and fibrosis
have been received as part of the continuing surveillance of paclitaxel injection safety. In some cases the onset
of the injection site reaction in paclitaxel injection patients either occurred during a prolonged infusion or was

Given the possibity of extravasation, it is advisable to closely montor the infusion sie for possible inftration

Asthenia was reported in 47% of patients (8% severe) freated with ABRAXANE in the randomized trial. Asthenia

Rare cases of cardiac ischemia/infarction and thrombosis/embolism possibly related to ABRAXANE treatment
have been reported. Alopecia was observed in aimost all o the patients. Nai changes (changes in pigmentation
or discoloration of nail bed) were uncommon. Edema (fiuid retention) was infrequent (10% of randomized trial

The following rare adverse events have been reported as part of the continuing surveillance of paciitaxel
injection safety and may ocour following ABRAXANE treatment: skin abnormalities related to radiation recall as
well as reports of Stevens-Johnson syndrome, toxic epidermal necrolysis, conjunctivitis, and increased
lacrimation. As part of the continuing surveillance of ABRAXANE, skin reactions including generalized or
maculo-papular rash, erythema, and pruritis have been observed. Additionally, there have been case reports of

reactions, radwaum recall phenomenon, and in some patients previously exposed to

pl Because these events have been reported during
clinical practice, true estimates of 1veuuency cannot be made and a causal relationship to the events has not

No repors of accidental exposure to ABRAXANE have been received. However, upon infalation of pacitaxel,
dyspnea, chest pain, burning eyes, sore throat, and nausea have been reported. Following topical exposure,

There is no known antidote for ABRAXANE overdosage. The primary anticipated complications of overdosage

After failure of combmatmn chemotherapy for metastatic breast cancer or relapse within 6 months of adjuvant
regimen for ABRAXANE for Injectable Suspension (paciitaxel protein-bound

particles for \mec\ame suspensmn] is 260 mg/m? administered intravenously over 30 minutes every 3 weeks.

Patients who experience severe neutropenia (neutrophil <500 cells/ mm® for a week or longer) or severe sensory
neuropathy during ABRAXANE therapy should have dosage reduced to 220 mg/m? for subsequent courses of
ABRAXANE. For recurence of severe neutropenia or severe sensory neuropathy, addiional dose reduction
should be made to 180 mg/m?. For grade 3 sensory neuropathy hold treatment until resolution to grade 1 or 2,
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and product manufacturing processes, it carries an extremely remote risk for transmission of viral diseases. A
theoretical risk for fransmission of Creutzfeldt-Jakob Disease (CJD) also is considered extremely remote. No
cases of transmission of viral diseases or CJD have ever been identified for albumin.

PRECAUTIONS:
Drug Interactions
No drug interaction studies have been conducted with ABRAXANE.

The metabolism of pacliaxel is catalyzed by CYP2C8 and CYP3A4. In the absence of formal clincal drug
interaction studies, caution should be exercised when administering ABRAXANE (paciitaxel protein-bound particles
for injectable suspension) concomitantly with known substrates or inhibitors of CYP2C8 and CYP3A4 (see
CLINICAL PHARMACOLOGY)

Potential interactions between pacitaxel, a substrate of CYP3Ad, and protease inhibitors (such as ritonavir,
‘saquinavir, indinavir, and neffinavir), which are substrates and/or inhibitors of CYP3A4, have not been evaluated
in clinical trials.

Hema

ABRAXANE therapy should not be administered to patients with baseline neutrophil counts of less than 1,500
cells/mm?. In order to manitor the occurrence of myelotoxicity, it is recommended that frequent peripheral blood
cell counts be performed on all patients receiving ABRAXANE. Patients should not be refreated with subsequent
cycles of ABRAXANE until neutrophils recover to a level >1,500 cells/mm® and platelets recover to a level
>100,000 cells/mm?. In the case of severe neutropenia (<500 cells/mm? for seven days or more) during
a course of ABRAXANE therapy, a dose reduction for subsequent courses of therapy is recommended (see
DOSAGE AND ADMINISTRATION)

Nervous System

Sensory neuropathy occurs frequently with ABRAXANE. The occurrence of grade 1 or 2 sensory neuropathy
does not generally require dose modification. If grade 3 sensory newropathy develops, treatment should be
withheld until resolution to grade 1 or 2 followed by a dose reduction for all subsequent courses of ABRAXANE
(see DOSAGE AND ADMINISTRATION)

Injection Site Reaction

Injection site reactions occur infrequently with ABRAXANE and were mild in the randomized clinical frial. Given
the possibity of extravasation, it s advisable to closely monitor the infusion site for possible infilraion during
drug administration.

Carcinogenesis, Mutagenesis, Impairment of Fertility
The carcinogenic potential of ABRAXANE has not been studied,

Paclitaxel has been shown to be clastogenic i vito (chromosome aberrations in human lymphocytes) and
in vivo (micronucleus test in mice). ABRAXANE was not mutagenic in the Ames test or the CHO/HGPRT gene
mutation assay.

Administration of paclitaxel protein-bound particles to male rats at 42 mg/m’ on a weekly basis
(approximately 16% of the dally maximum recommended human exposure on a mg/m? basis) for 11 weeks
prior to mating with untreated female rats resulted in significantly reduced fertiity accompanied by decreased
pregnancy rates and increased loss of embryos in mated females. A low incidence of skeletal and soft tissue
fetal anomalies was also observed at doses of 3 and 12 mg/m?/week in this study (approximately 1% to 5% of
the daily maximum recommended human exposure on a mg/m? basis). Testicular atrophy/degeneration has also
been observed in single-dose toxicology studies in rodents administered pacitaxel protein-bound particles at 54
mg/m? and dogs administered 175 mg/m? (sec WARNINGS)

ffects: Preg cy Category D

gnancy -
(See WARNINGS sectior)
Nursing Mothers

Itis not known whether paclitaxel is excreted in human milk. Following intravenous administration of carbon-14
labeled paclitaxel to rats on days 9 to 10 postpartum, concentrations of radioactivity in milk were higher than
in plasma and declined in parallel with the plasma concentrations. Because many drugs are excreted in human
milk and because of the potential for serious adverse reactions in nursing infants, it is recommended that nursing
be discontinued when receiving ABRAXANE therapy.

Pediatric Use

The safety and effectiveness of ABRAXANE in pediatric patients have not been evaluated.

Geriatric Use

Of the 229 patients in the randomized study who received ABRAXANE, 11% were at least 65 years of age
and <2% were 75 years or older. No toxicities occurred notably more frequently among elderly patients who
received ABRAXANE.

AADVERSE REACTIONS:

The following table shows the frequency of important adverse events in the randomized comparative trial for
the patients who received either single-agent ABRAXANE or pacitaxel injection for the treatment of metastatic
breast cancer.

Tahle1 Frequency o' Important Treatment Emergent Adverse Events
Study on an Every-3-Weeks Schedule

* Based on worst grade
* ABRAXANE dose in mg/m*/duration in minutes
¢ paclitaxel injection dose in mg/m?/duration in hours
9 paclitaxel injection pts received premedication
¢Includes d events related to
pain, hypotension) that began on a day of dosing.

" Severe events are defined as at least grade 3 toxicity
¢ During study drug dosing.

Myelosuppression and sensory neuropathy were dose related.
Adverse Event Experiences by Body System
Unless otherwise noted, the following discussion refers to the primary safety database of 229 patients with
metastatic breast cancer treated with single-agent ABRAXANE in the randomized controlled trial. The
frequency and severity of important adverse events for the study are presented above in tabular form. In some
instances, rare severe events observed with paciitaxel injection may be expected to occur with ABRAXANE

Hematologic
Neutropenia, the most important hematologic toxicity, was dose dependent and reversible. Among patients
with metastatic breast cancer in the randomized trial, neutrophil counts declined below 500 cells/mm? (Grade
4)in 9% of the pahean 1reated wwm a dose of 260 mg/m? compared to 22% in patients receiving paclitaxel
injection at a dose of 1

In the randomized metasmc breast cancer study, infectious episodes were reported in 24% of the patients
treated with a dose of 260 mg/m? given as a 30-minute infusion. Oral candidiasis, vﬁsmralmy fract infections
and pneumonia were the most frequently reported infectious complications. Febrile neutropenia was reported in
2% of patients in the ABRAXANE arm and 1% of patients in the pacitaxe! injection arm

Thrombocytopenia was uncommon. In the randomwzed metastatic breast cancer study, bleeding episodes
were reported in 2% of the patients in each reament ar

ia (Hb <11 g/dL) was observed in 33% of uanems freated with ABRAXANE in the randomized trial

and was severe (Hb <8 g/dL) in 1% of the cases. Among all patients with normal baseline hemoglobin, 31%
became anemic on study and 1% had severe anemia.
Hypersensitivity Reactions (HSRs)
In the randomized controlled metastatic breast cancer study, Grade 1 or 2 HSRs occurred on the day of
ABRAXANE administration and consisted of dyspnea (1%) and flushing, hypotension, chest pain, and arrhythmia
(all <1%). The use of ABRAXANE in patients previously exhibiting hypersensitivity to paclitaxel injection or human
albumin has not been studied

During postmarketing survellance, rare occurrences of severe hypersensitivity reactions have been reported with
ABRAXANE. The use of ABRAXANE in patients presiously exhibifing hypersensifiity to pacitaxel injection or humen abumin
s not been studied. Patients who experience a sevese hypersensihly reacion to ABRAXANE should not be rechalinged
with the dng.

Cardiovascuar
Hypotension, during the 30-minute infusion, occurred in 5% of patients in the randomized metastafic breast
cancer trial. Bradycardia, during the 30-minute infusion, occurred in <1% of patients. These vital sign changes
most often caused no symptoms and required neither specific therapy nor treaiment discontinuation.

Severe cardiovascular events possibly related to single-agent ABRAXANE occurred in approximately 3%
of patients in the randomized trial. These events included chest pain, cardiac artest, supraventricular tachycardia,

(e.g. flushing, dyspnea, chest

ABRAXANE is a cytotoxic anticancer drug and, as with other potentially toxic paclitaxel compounds, caution
should be exercised in handling ABRAXANE. The use of gloves is recommended. If ABRAXANE (lyophilized cake
or reconstituted suspension) contacts the skin, wash the skin immediately and thoroughly with soap and water.
Following topical exposure to pacitaxel, events may include tinging, burning and redness. If ABRAXANE
contacts mucous membranes, the membranes should be flushed thoroughly with water.

Given the possibility of extravasation, it is advisable to closely monitor the infusion site for possible infitration
during drug adminisiration. Limiting the infusion of ABRAXANE to 30 minutes, as directed, reduces the ikelihood
of infusion-related reactions (sec PRECAUTIONS: Injection Site Reaction)

No premedication to prevent hypersensitivity reactions is required prior to administration of ABRAXANE.
Preparation for Intravenous Administration
ABRAXANE is supplied as a sterile lyophilized powder for reconstitution before use. AVOID ERRORS, READ
ENTIRE PREPARATION INSTRUCTIONS PRIOR TO RECONSTITUTION.

Each mL of the reconstituted formulation will contain 5 mg/mL pacitaxel.

1. Aseptically, reconstitute each vial by injecting 20 mL of 0.9% Sodium Chloride
Injection, USP.

2. Slowly inject the 20 mL of 0.9% Sodium Chloride Injection, USP, over minimum of 1
minute, using the sterile syringe to direct the solution flow onto the INSIDE WALL OF
THE VIAL,

3.D0 NOT INJECT the 0.9% Sodium Chloride Injection, USP, directly onto the
Iyophilized cake as this will result in foaming.

4. Once the Injection is complete, allow the vial o sit for a minimum of 5 minutes to ensure proper wetting of
the Iyophilized cake/powder.

5. Gently swirl and/or invert the vial slowly for at least 2 minutes until complete dissolution of any cake/powder
occurs. Avoid generation of foam

6. If foaming or clumping occurs, stand solution for at least 15 minutes until foam subsides.

Calculate the exact total dosing volume of 5 mg/mL suspension required for the patient: Dosing volume
(mL) = Total dose (mg)/5 (mg/mL).

The reconstituted suspension should be milky and homogenous without visible particulates. If particulates
or setlling are visible, the vial should be gently inverted again to ensure complete resuspension prior o use.
Discard the reconstituted suspension if precipitates are observed. Discard any unused portion.

Inject the appropriate amount of reconstituted ABRAXANE into an empty, sterile IV bag (plasticized polyvinyl
chloride (PVC) containers, PVC or non PVC type IV bag). The use of specialized DEHP-free solution containers or
administration sets is not necessary to prepare or administer ABRAXANE infusions. The use of an in-iine fiter is
not recommended.

Parenteral drug products should be nspected visually for particulate matter and discoloration prior to
administration whenever solution and container permit.

Stability
Unopened vials of ABRAXANE are stable unti the date indicated on the package when stored between 20°C to 25°C
(68°F to 77°F), in the original package. Neither freezing nor refrigeration adversely affects the stability of the product.

Stability of Reconstituted Suspension in the Vial

edema, thrombosis, puimonary thromboembolism, pulmonary emboli, and Cases of
attacks (strokes) and transient ischemic attacks have been reported rarely.

Electrocardiogram (ECG) abnormaliies were common among pafients at baseline, ECG abnormalities on
study did not usually result in symptoms, were not dose-limiting, and required no intervention. ECG abnormalities
were noted in 60% of patients in the metastatic breast cancer randomized trial. Among patients with a normal
ECG prior to study entry, 35% of all patients developed an abnormal tracing while on study. The most frequently
reported ECG modifications were non-specific repolarization abnormaliities, sinus bradycardia, and sinus
tachycardia,

Respiratory

Reports of dyspnea (12%) and cough (6%) were reported after reatment with ABRAXANE in the randomized
frial. Rare reports (<1%) of uneummﬁmax were reported after treaiment with ABRAXANE. Rare reports of
interstitial pneumonia, lung fibrosis, and pulmonary embolism have been received as part of the continuing
surveillance of paclitaxel injection safety and may occur following ABRAXANE treatment. Rare reports of radiation
pneumonitis have been received in paclitaxel injection patients receiving concurrent radiotherapy. There is no
experience with the use of ABRAXANE with concurrent radiotherapy.

Neurologic
The frequency and severity of neurologic manifestations were influenced by prior and/or concomitar
with neurotoxic agents.

In general, the frequency and severity of neurologic manifestations were dose-dependent in patients
receiving single-agent ABRAXANE. In the randomized frial, sensory neuropathy was observed in 71% of
patients (10% severe) in the ABRAXANE arm and in 56% of pafients (2% severe) in the pacitaxel injection
arm. The frequency of sensory neuropathy increased with cumulative dose. Sensory neuropathy was the cause
of ABRAXANE discontinuation in 7/229 (3%) patients in the randomized tral. In the randomized comparative
study, 24 patients (10%) treated with ABRAXANE developed Grade 3 peripheral neuropathy; of these patients,
14 had documented improvement after a median of 22 days; 10 patients resumed treatment at a reduced
dose of ABWANE and 2 discontinued due to peripheral neuropathy. Of the 10 patients without documented

int therapy

the study due to peripheral neuropathy.

Percent of Patients NU‘h\HD’\der‘éceSZO gradi4 Ser\dsory n[%uropa h‘eisﬂvwwe re[po‘r‘(edd‘\ﬂ ‘the clinical trial. Only one incident of motor
- P neuropathy (grade 2) was observed in either arm of the controlled trial
ABRAXANE Paclitaxe! Injaction s of autonomic neuropathy resulting in paralytc ileus have been received as part of the continuing
260/30min 175/3h survelance of pacltaxel injecton safety.
(n=229) (n=225) Cranial nerve palsies have been reported during postmarketing surveillance of ABRAXANE. Because these
Bone Marrow events have been reported during clinical practice, true estimates of frequency cannot be made and a causal
Neutropenia refationship to the events has not been established
<20x 109L 80 82 QOcular/visual disturbances occurred in 13% of all patients (n=366) treated with ABRAXANE in single arm
U5 X0 9 2 and randomized tils and 1% were severe. The Severe cases (keralis and bluted ision) were reported in
= - patients in a single arm study who received higher doses than those recommended (300 or 375 mg/m?). These
Thrombocytopenia effects generally have been reversible. However, rare reports in the literature of abnormal visual evoked potentials
<100x 10°L 2 3 in patients treated with pacitaxel injection have suggested persistent optic nerve damage.
<50 x 10%L <1 <1
Anemia Forty-four percent of patients treated in the randomized trial experienced arthralgia/myalgia; 8% experienced
<1 g/dL 33 25 severe symptoms. The symptoms were usually transient, occured two or three days afier ABRAXANE
<8 g/dL 1 <1 and resolved within a few days.
Infections 24 20 Hepat
Febrile i 2 1 Amoug panems with novma\ basgline hvev function lvealpn with ABRAXANE in the randomized trial, 7%, 36%,
Bleeding 2 2 and 39% tions in bilrubin, ind AST (SGOT), respectively. Grade 3 or 4 elevations
Contied) in GGT were reported for 14% of uanems freated with ABRAXANE and 10% of patients freated with paclitaxel
( j

injection in the randomized trial

fituted ABRAXANE should be used immediately, but may be refrigerated at 2°C to 8°C (36°F to 46°F) for
a maximum of 8 hours if necessary. If not used immediately, each vial of reconstituted suspension should be
replaced in the original carton to protect it from bright light. Discard any unused portion.
Stability of Reconstituted Suspension in the Infusion Bag
‘The suspension for infusion prepared as recommended in an infusion bag should be used immediately, but may
be stored at ambient temperature (approximately 25°C) and lighting conditions for up o 8 hours.

HOW SUPPLIED:

Product ~ NDC

No. No.

103450  68817-134-50 100 mg of paciitaxel in a single use vial, individually packaged in a carton.

Storage
Store the vials in original cartons at 20°C to 25°C (68°F to 77°F). Retain in the original package to protect from
bright light.

Handling and Disposal
Procedures for proper handiing and disposal of anticancer drugs should be considered. Several guidelines on this
subject have been published. ™ There is no general agreement that al of the procedures recommended in the
quidelines are necessary or approprate.

S. Patent Numbers: 5,439,686;
6,753,006
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A Prescription for the Rest of One’s Life
by Richard B. Reiling, MD, FACS

he focus of my ACCC presidency (2007-2008)

has been survivorship. Cancer survivorship

is not a new concept to cancer patients or to

oncology care providers. However, the process

of providing comprehensive survivorship
programs zs new. The Institute of Medicine’s (IOM) recent
report, From Cancer Patient to Cancer Survivor: Lost in
Transition, set out both the problems and the challenges
we face as we strive to provide the support and services our
survivors want and need.

In my President’s Message column for Oncology Issues,
I have written about a survivor’s need for “A Prescription
for the Rest of One’s Life.” As both an oncology surgeon
and a cancer survivor myself, I view the need from both
perspectives. And as a cancer survivor looking forward
to the rest of my life, T am mindful that survivorship
encompasses more than just the cancer patient and his or
her healthcare providers—it involves the patients’ family,
friends, and caretakers, as well.

With this special supplement on Survivorship, ACCC
brings together practical resources and tools to help
community oncology programs respond to the need for
comprehensive survivorship services. Included are ACCC’s
Cancer Program Guidelines new section on “Survivorship

The art becomes a
valuable tool with

Services,” which outline optimal survivorship components which to enter the
within a comprehensive cancer program. unconscious, to
As the model programs described in this supplement express what words
make clear, innovative survivorship efforts are already often cannot.
underway at ACCC member institutions—ranging from —Lori Nathan, ATR
small community hospitals to large community health Art Therapist at the Center for

Cancer Care at Exeter Hospital

systems. (See page S2I for more.)

Currently, there are 12 million cancer survivors in
the United States. Unfortunately, almost all of us will
either be a survivor of cancer or closely related to a loved
one with cancer. ACCC is committed to serving as a
resource for helping all of its member facilities to develop
comprehensive survivorship programs. We trust that this
supplement will be the springboard for providing your
center the tools to help you do just that.

The Association of Community Cancer Centers (ACCC) and its editorial staff would like to thank
Guest Editor, Virginia T. Vaitones, MSW, OSW-C, who provided expert guidance in the development
of this tool. With more than 30 years of experience as an oncology social worker, Ms. Vaitones

has also been an active participant and supporter of ACCC, serving on the Association’s Board of
Trustees, and ACCC’s Program, Guidelines, and Patient Advocacy Committees. ACCC would also
like to thank AstraZeneca and Abraxis Oncology for sponsoring the development and dissemination
of this publication.
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ACCC’s Cancer Program Guidelines 2008

Survivorship Services: Chapter 4, Section 16

The Association of Community Cancer Centers
(ACCC) Board of Trustees recently approved

ACCC’s Cancer Program Guidelines 2008, which
features a new Survivorship Services section. The
revised guidelines state that “an optimal comprehensive
cancer program should make available information

and programs specific to survivorship issues to cancer
patients and their families.”

Cancer survivorship—a key component of
comprehensive care—has been a key ACCC focus issue
in 2007-2008. Survivorship has figured prominently
in ACCC’s two annual national meetings. This special
supplement, “Comprehensive Survivorship Services: A
Practical Guide for Community Cancer Centers,” in
Oncology Issues as well as publication and distribution
of ACCC’s Cancer Program Guidelines 2008 are part
of the 2007-2008 Presidential Grant, sponsored by
AstraZeneca, LP, and Abraxis Oncology.

We hope you’ll share ACCC’s Cancer Program
Guidelines 2008, and particularly its Survivorship
Services section, with your cancer care team. The entire
document is available online at ACCC’s website:
WWW.ACCC-CANCer.org.

ACCC’s Cancer Program Guidelines 2008
have been established to assist cancer programs that

Survivorship Services

Guideline 1: Information and programs specific to
survivorship issues are available to cancer patients and
their families.

Rationale

Survivorship is defined as the experience of living with,
through, and beyond cancer for both patients and the
people in their lives who are impacted by the diagnosis.

It comprises the physical, psychological, emotional, social,
spiritual, and economic aspects of life that may be influ-
enced by cancer at any time from diagnosis through
treatment and all remaining years of life.

Characteristics

A. Programs and educational resources for survivors

and their families should include but are not limited to

the following:

1. A written cancer treatment summary and follow-up
care plan that would include a summary of the cancer
treatment, recommended follow-up for cancer surveil-
lance, late and long-term effects of their disease and
its treatment(s), symptom management, as well as psy-
chosocial, spiritual, and financial concerns. Access to
information about cancer prevention, early detection,
genetics, disease treatment, symptom management
and psychosocial, spiritual, financial concerns through
written materials and/or referrals via the Internet, other

want to develop and/or maintain a comprehensive
interdisciplinary program that meets the needs of
cancer patients and their families. These guidelines
were developed to reflect the optimal components for
a cancer program. ACCC’s guidelines are not intended
to act as an accrediting or credentialing mechanism
and are not a list of standards, such as those published
by the American College of Surgeons Commission
on Cancer. Guidelines should not be a surrogate for
independent medical judgment; they serve only as the
term implies: as guidelines to help programs meet the
optimal attributes.

Suggestions and comments for future additions to
ACCC’s Cancer Program Guidelines are welcome. You
can email us at info@accc-cancer.org.

Sincerely,

Alan S. Weinstein, MD, FACP
Chair, ACCC Committee for Program Guidelines

Virginia T. Vaitones, MSW, OSW-C
Member, ACCC Committee for Program Guidelines

Patricia A. Spencer-Cisek, MS, APRN-BC, AOCN
Chair, ACCC Patient Advocacy Committee

experts, or support organizations

2. Information about local, regional, and national
resources on surv1vorsh1p and survivorship research via
written materials and/or referrals through the Internet,
other experts, or support organizations for any aspect
of their cancer, cancer care, research, advocacy, and
survivorship

3. Access to support groups either on-site or by referrals
to local or web-based support groups and other support
mechanisms, such as telephone connection programs
linking survivors together

4. Information about specific survivorship issues, such as
employment rights, insurance coverage, late and long-
term effects of disease and treatment, advance direc-
tives, living will and durable power of attorney, estate
planmng, options for recurrent disease management,
and end-of-life care planning

5. Programmatic opportunities to participate with the
care team to develop community outreach education
and support programs for quality cancer care in the
community and to educate professional staff about the
cancer experience.

B. Resources are allocated to provide a robust survivorship
program.

C. National standards for survivorship will be incorporated
into program planning, implementation, and evaluation.
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Survivorship: A Psychosocial
Perspective
A conversation with Brad Zebrack, PhD

Brad Zebrack, PhD, is assistant professor at the
University of Southern California School of Social
Work. His teaching and research interests are in the
area of health, medicine, and quality of life, with a
particular focus on the impact of cancer on patients,
survivors, and their families. A long-term survivor
of Hodgkin’s disease, Dr. Zebrack currently serves
on the board of directors for the American Psy-
chosocial Oncology Society and the Association

of Oncology Social Work, for which he chairs the
Social Workers in Oncology Research Group.

o A surgical oncologist and cancer survivor, Dr.
Richard Reiling chose survivorship as the theme of his
ACCC Presidency (April 2007-April 2008). What are the
key issues in cancer survivorship today from the provider
and patient perspective?

A.. From a medical point of view, I think providers need to
be prepared to deal with some of the ongoing or long-term
effects of cancer. Many people are living longer with can-
cer, but they are struggling with physical, psychological, or
social late effects of the cancer or cancer treatment that can
extend many years beyond the end of their treatment. So
the focus on survivorship has been for the medical estab-
lishment to start paying attention to some of these associ-
ated effects.

From the patient’s point of view—survivorship is a
very unique and individualized experience. There 1s no
one way or one model way of being a cancer survivor.
While from the medical point of view we want to provide
comprehensive programs and services, from the patients’
point of view, they may not always want to take advantage
of these services. Simply knowing that these services are
available may be helptul.

Q. What would you suggest are the first components that
community cancer centers should attempt to address in
their survivorship programs?

A.. The first goal that comes to mind is taking care of

any long-term physical symptoms or physical side effects
associated with cancer and its treatment. So many of

the other aspects of cancer survivorship—psychological
well-being, social well-being, quality of life—are so often
tied back to physical symptoms. People who have fewer
physical symptoms—they don’t have pain, they don’t have
discomfort—are just much better off in many other aspects
of their lives.

Then I think the other critical component for a survi-
vorship program is the psychosocial component. Commu-
nity cancer centers should have trained professionals who
can check in and touch base with cancer survivors and
assess their functioning in other aspects of their lives.

For example, employment is a critical component.

People take such a financial punch in the stomach as the
result of going through cancer treatment today. In fact, 50
percent of bankruptcies in the United States are somehow
associated with medical care and people being swallowed
up by the cost of medical care. So many other aspects of
people’s lives are affected by this one issue: the financial
impact of cancer.

The focus of a comprehensive cancer survivorship
program goes beyond treating the physical late effects. In
other words, when a cancer survivor has his or her symp-
toms addressed but then walks out of the clinic and feels
like he or she does not have help dealing with financial
issues, it is a missed opportunity. Instead, a social worker
or a mental health professional can help identify these
long-term problems or issues and then offer assistance.

Q. What has your research taught you about the needs of
cancer survivors?

A.. One size does not fit all. Take support groups, for
example. Support groups are valuable for a certain group of
people. And I think we still need to do more research into
identifying the people who are most likely to benefit from
support groups.

The growth of the Internet and the ability of people
to go online at 3:00 am and find information or check into
a bulletin board, forum, or chat room have opened up a
whole new set of support for cancer survivors. People who
are more private and not entirely comfortable going to a
support group can use these new forms of technology to
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access emotional support in the privacy of their own home.
So to answer your question, there is no set survivorship

“standard.” We have to still try to figure out what’s going
to work for which groups of people.

Can you describe the Impact of Cancer Scale Tool that
you've developed, which is aimed at assessing the effects of
cancer on different aspects of survivors’ lives?

Prior to the development of this scale, there were very
few instruments that were measuring the quality of life
of cancer survivors. Some of the emerging quality of life
scales were attempting to assess areas such as physical,
psychological, and social well-being; impacts on spiritual-
ity; how cancer affects an individual’s sense of purpose in
life, etc. We felt that when you look at these impacts on
different people’s lives, it’s hard to tease out how much of
those impacts are really related to cancer and how much
of those are just naturally occurring changes in life. It was
one obstacle we wanted to overcome.

When we look at much of the qualitative research in
cancer and listen to and read people’s stories, most can-
cer survivors talk about how their life has changed after
cancer. The other commonality in many stories and nar-
rative is that cancer survivors often talk about how there
is an interdependence in the physical, psychological, and
social aspects of their lives. In fact, they don’t exist as inde-
pendent domains. The physical affects the psychological
well-being; psychological well-being can affect the extent
to which someone feels comfortable interacting out in the
social world. If you're depressed, you don’t want to get
up and go to work. And if you don’t have work, it’s going
make you depressed. There’s a two-way arrow that con-
nects these domains. So we wanted to create an instrument
that captured that interdependence. The Impact of Cancer
Scale Tool has 82 items that cover 10 different domains of
people’s lives that seem to be affected by cancer.

And how can a community cancer program use this tool?

Community cancer centers can give this to cancer sur-
vivors and score them in each of the 10 different subscales.
There are five positive impacts subscales and five negative
impact subscales. So providers can get a picture of the
extent to which their patients are saying they have more
positive and/or more negative 1mpacts of cancer. One of
the interesting results is that it’s not necessarily one or the
other. Some people report both high positive changes as
well as high negative changes.

How do you see community-based cancer programs
using the information they gathered from this tool?

The information could be used to engage cancer sur-
vivors in further discussion about the specific problems
they might be having in their life. So for patients who have
a really negative perception of the way cancer has affected
their life, a social worker or psychologist or mental health
professional can then use that information as a starting
point to engage a person and say, “Let’s talk about differ-
ent ways that cancer has affected you.”

For example, one of the subscales is called Life
Goals. You could look at someone’s score on this section
and get a sense that this person really has no sense of a
future; that they really don’t have any sort of guiding
light or sense of an overall goal or, if they have goals, they

don’t feel like they can achieve those goals. As a social
worker I might then sit down with this person and say
let’s talk about this issue: Why do you feel this way? What
do you think are the barriers that are preventing you from
either establishing goals for your future or achieving the
goals that you have?

Our scale can help identify and maybe even prevent
negative problems that cancer survivor’s might be dealing
with, but it also helps to bolster and promote the positives.
(The Impact of Cancer Scale Tool is available on ACCC’s

website at www.accc-cancer.org.)

Would you describe your current research interests?

My research now is looking primarily at older adoles-
cents and young adults and the impact of cancer in that
particular age group. There are data out there to suggest
that young people between the ages of 15 and 40 have not
experienced some of the improvements in mortality and
long-term survival that both pediatric and older adult
patients have experienced. Why has this age group not
experienced some of the same improvements? There is
both theory and data to suggest that it might be the biol-
ogy of their cancer. It might be the way that physiologi-
cally they respond to therapy that’s ditferent from a child
and different from an older adult. It might be linked to the
time of life. So there is a lot of supposition about what it is
about these young adults that their outcomes are disparate.

I have funding right now to do a longitudinal study
of young adults, first approaching them within the first
few months of treatment and assessing the physical, psy-
chological, and social impacts of their diagnosis and then
following them over a period of two years. We hope to be
able to tease out useful data from this study because—as
I mentioned earlier—one of the struggles is how do you
separate the effects that someone is experiencing as related
to cancer as compared to what might have happened in
their lives normally anyway? By being able to follow
young adults longitudinally, we can pay close attention to
the changes in their lives that they are attributing to cancer
or cancer treatment.

Can you suggest any good sources of information for
community cancer centers and share any final thoughts?

There are some good model survivorship programs,
for example, the post-treatment resource center at Memo-
rial Sloan-Kettering Cancer Center. Particularly for young
adults, I think a lot of the model programs are Internet
based, and I would suggest a website called Planet Cancer
as a model for promoting peer support and peer relation-
ships for young adults.

Julia Rowland, PhD, a developmental psychologist
who is now director of the Office of Cancer Survivorship
at the National Cancer Institute, suggests that in cancer
there are universal effects that happen to everybody, and
yet, when you then look at it from a developmental per-
spective, depending on the time in life in which a person
is diagnosed, they experience those universal impacts
differently. A 50 year old diagnosed with colon cancer
will have different concerns than a 25 year old diagnosed
with Hodgkin’s disease. I would suggest that community
cancer centers looking to grow a cancer survivorship pro-
gram should step back and think about cancer across the
lifespan.
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Developing a Comprehensive Survivorship Program:

Getting Started
by Mary S. McCabe, RN, MA

ince the publication of the Institute of Medicine
report, From Cancer Patient to Cancer Survivor:
Lost in Transition, in 2005, much attention has been
focused on the needs of cancer survivors. This con-
sciousness raising has been an essential first step to
improving the quality of care for survivors. Still, the most
important efforts lie ahead; specifically, there needs to be
a national effort to design, implement, and evaluate pro-
grams and services that can become part of routine follow-
up care.

The Association of Community Cancer Centers
(ACCC) has set a wonderful example for all of us who care
for cancer patients by taking some of these first steps: first,
challenging us to make survivorship a formal component
of the continuum of care and second, by publishing a vari-
ety of models in Oncology Issues to serve as examples of
what can be achieved. But let’s take a step back from view-
ing programs that already exist and review how survivor-
ship care is provided today and the essential elements to
consider in setting up services and programs for the future.

Getting Started
Today, there are more than 12 million cancer survivors in
the United States. We know that post treatment follow-up
care is routinely occurring as a matter of practice. How-
ever, we also know that the duration of this follow-up care
and its associated services varies across the country. Most
often follow-up visits, however timed, are focused on sur-
veillance for recurrence, and communication with other
healthcare providers about the prior treatment and the plan
of care is woetully lacking. What is needed is the devel-
opment and application of a follow-up plan that is com-
prehensive yet practical so it can be provided in the com-
munity where the majority of cancer care in the United
States occurs. Based on the fact that survivors face lifetime
health risks that are dependent on the cancer, treatment
exposures, genetic predispositions, comorbid health condi-
tions, and lifestyle behaviors, such a plan should include at
a minimum:

Surveillance for recurrence of the primary cancer

Cancer screening for new cancers using national

guidelines

Identification and management of the physical and

psychological effects of cancer and its treatment

Health promotion recommendations

Provision of a treatment summary and follow-up care

plan (see Figure 1).

Since most busy oncology programs have very limited
time and resources for education and counseling, this plan
of care need not be provided solely by the oncology team.
Rather, a number of models of care can be considered
where different providers and organizations take responsi-
bility for various services. For example, the general medi-
cal follow-up care components can be “shared” with the
primary care provider (a model that is used successfully for
other chronic diseases). This type of provider is uniquely
suited to manage the health promotion counseling and
recommendations for cancer screening. In addition,
information about the community organizations offering
counseling and other forms of psychosocial support can
be provided as part of the package of survivorship care
through the development of simple resource lists. This
flexible, “shared-care” approach is very important in fig-
uring out how to deliver high-quality survivorship care.
What matters most is that there is a plan of care and that,
just like with an orchestra, there is a score to be followed,
someone in charge, with each independent group working
in concert.

What is needed now is action. We must begin to
expect good communication between oncologists and pri-
mary care providers using the care plan as the communica-
tion tool. Acknowledging the expertise of the other pro-
viders for important issues such as anxiety, depression, and
sexual dysfunction will assure they are addressed by those
more expert than the oncology team. As for psychosocial
services, remember that you don’t have to build it or own
it to use it. Most communities have excellent resources
for smoking cessation, physical rehabilitation, nutrition
counseling, and support groups. Aggressively refer to these
organizations and/or partner with them to have survivor-
focused programs.

We have a growing body of information about the
medical, psychosocial and economic issues facing sur-
vivors; we have recommendations from national groups
about the importance of addressing this period of oncol-
ogy care; and we have examples of care models from other
disease groups that are effective in providing quality ser-
vices. So, despite health system barriers and our still evolv-
ing knowledge base, it is critically important to get started.
Most importantly, our survivors deserve it.

Mary S. McCabe, RN, M A, is director of the Cancer
Survivorship Program at Memorial Sloan-Kettering
Cancer Center, New York, N.Y.
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Figure |I. Memorial Sloan-Kettering Cancer Center
Summary of Cancer Treatment and Follow-up Plan

Date of Preparation:

Name:

Cancer Diagnosis:

Date of Diagnosis:

Date Completed Therapy:

Relapse:

Cancer Treatment

Surgery

Surgeon/Phone:

Date Procedure

Pathology

Radiation Therapy

Radiation Oncologist/phone:

Dates Type

Field Dose (cGy)

Chemotherapy/Biotherapy

Medical Oncologist/Phone:

Regimen #1:

Regimen #2:

Drug Name

Significant Cumulative Doses
(units or mg/m?)

Follow-up Plan

Visit Schedule

Testing

Screening Recommendations:

Colonoscopy

Prostate specific antigen (PSA)

Mammogram

Other

Nurse Practitioner:
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An Update on Survivorship Education for Quality Cancer Care
by Marcia Grant, DNSc, FAAN, and Denice Economou, MN, CNS

Survivorship Education for Quality Cancer Care
is an education program developed by the City
of Hope and funded by the National Cancer
Institute. The NCI grant supports four annual
courses for competitively selected, two-person
multidisciplinary teams from cancer centers
across the country. The City of Hope Quality
of Life Model for Cancer Survivors provided the
framework for curriculum development of the
program.

n July 2007, Survivorship Education for Quality

Cancer Care completed the second of four annual

courses. The program was developed to help jump-

start survivorship programs across the country by pre-

senting a three-day, goal-driven curriculum, and then
following participants’ progress at 6, 12, and 18 months
post course. (For a description of the first course, held in
2006, see Oncology Issues, July/August 2007.)

Apphcatlons to participate are submitted by two-
person teams from cancer institutions in which one
person must be a physician, nurse, or an administrator.
The team attends the three-day course together, and is
charged with carrying out team goals when returning to
their institution. Participants from the first two courses
represent 35 states and 102 teams and come from a variety
of cancer settings.

Presented by experts in cancer survivorship from
across the country, course curriculum is organized
around the City of Hope Quality of Life Model of
physical, psychological, social, and spiritual well-being.
Content relative to cancer survivors focuses on medi-
cal care follow-up, surveillance and screening schedules,
and supportive care needs. Models of excellence provide
examples of active programs from large and small set-
tings. Resources from the course are provided to the par-
ticipants and include: cancer content, overview of current
research, references, and resources in each section of the
curriculum.

Course staff is available for support via telephone or
email and provide a tri-annual newsletter to update teams
on current information and share team successes. Tele-
phone follow-up of participants’ goal achievements takes
place at 6, 12, and 18 months and provides an opportu-
nity to discuss specific achievements in detail.

Results for the 2006 course at 12 months show a
variety of new survivorship activities across the coun-
try—ranging from reconfiguring existing support ser-
vices to building new survivorship programs. For exam-
ple, some teams have reorganized their psychosocial
services under a different name that encompasses survi-
vorship issues including support groups and healthy life-
style classes; e.g., nutritional changes for weight control

and physical and occupational therapy programs.

Programs are defining survivorship to meet the needs
of individual institutions or the resources available. One
team is strictly focusing on the transition period from
treatment completion to two years post treatment. Their
focus then becomes more on long-term side effect man-
agement and psychosocial issues related to distress and
anxiety associated with ending treatment. Other teams
are organized around diseases and focus their activities
on disease-specific surveillance recommendations and
providing specific care planning for patients and primary
care physicians. Specific models of care vary according
to the settings and staff as well.

Multidisciplinary teams providing survivorship
follow-up clinics are primarily seen in large academic
medical settings. Community cancer centers provide
care appropriate to their settings, using local resources
such as church groups or community groups, as well as
larger psychosocial support groups like CancerCare or
the Wellness Community, American Cancer Society, and
Lance Armstrong Foundation. This collaboration helps
provide additional support to meet patients’ and families’
needs. Survivorship Education for Quality Cancer Care
has begun to help teams put into practice the recommen-
dations of the IOM report and develop the range of activ-
ities and models that can combine settings’ resources—
both structural and professional—to meet those needs.

The second Survivorship Education for Quality
Cancer Care course has just completed the 6-month fol-
low-up and goal achievements are positive. Institutional
surveys comparing 2006 and preliminary 2007 partici-
pants at baseline and 6 months show a change in baseline
data on how supportive administration is to survivorship
care. The results for how receptive, how comfortable, and
how effective survivorship care is within the institutions
compare closely at baseline. The comparison of barri-
ers identified in 2006 and 2007 courses at baseline found
similar results. The top two barriers to survivorship care
remain: 1) lack of survivorship knowledge, and 2) finan-
cial constraints.

The coordination of resources and the goal-driven
education provided by the Survivorship Education for
Quality Cancer Care effort has provided significant
momentum to help participating institutions jump-start
changes. The third course is scheduled for July 16 — 19,
2008. Applications are closed for the 2008 program; how-
ever, a fourth and final course will be offered in 2009. For
more information go to http://www.cityofhope.org/ CME/
Survivorship/SurvivorshipHome.him.

Marcia Grant, DNSc, FAAN, is director and research
scientist, Department of Nursing and Research Educa-
tion, and Denice Economou, MN,CNS, is project director,

Survivorship Education for Quality Cancer Care, at City
of Hope in Duarte, Calif.
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Living in the Future Cancer Survivorship Program
Survivorship as a distinct phase of care in the community setting

by Carol A. Rosenberg, MD, FACP

The Living in the Future (LIFE) Program at Evan-
ston Northwestern Healthcare (ENH) provides
continued care for post-treatment cancer survivors,
facilitating a smoother transition from the oncology
specialty care environment back to the community,
the family, and the primary care setting. The LIFE
Program earned a community grant from the Lance
Armstrong Foundation in 2006. Now in its second
year of operation, the program has been recognized
by survivorship experts for its commitment to the
long-term care of cancer survivors and serves as a
national model of an effective survivorship program
in a community setting.

As founder and director of the LIFE program,
I am proud of our program’s groundbreaking accom-
plishments and believe our experience will benefit
others in improving survivorship care nationwide. I
also maintain the role of physician champion is criti-
cal to creating institutional commitment to compre-
hensive survivorship services. Essential to any cham-
pion’s efforts are the merging of science and passion.
In my experience, the unique responsiveness of the
community care environment makes it the ideal
setting to nurture and grow these critical services.

he Institute of Medicine’s (IOM’s) 2005
report, From Cancer Patient to Cancer Survi-
vor: Lost in Transition, brought public atten-
tion to the healthcare service gap experienced
by cancer treatment survivors exiting their
treatment regimen and re-entering their lives.! Post-
treatment continuity with primary care providers and
other community support services were either non-
existent or difficult to navigate, especially when seeking
services close to home.
For ENH, obstacles to providing comprehensive sur-
vivorship care included:
A lack of community funding designated solely for sur-
vivorship programming
An absence of clarity about roles and responsibilities for
management of care of long-term cancer survivors
A lack of awareness about survivorship issues among
the general public as well as healthcare providers
An emphasis on curative results at the expense of long-
term physical and quality-of-life outcomes
Knowledge deficits and random collaboration on the
part of healthcare professionals.

All of these factors contributed to a lack of programs and
services that focused on cancer survivors as they exit the
high-technology treatment model to return to their pri-
mary care healthcare model, families, and communities.
In designing the LIFE program, my vision was to create

a program that would fill these gaps and serve as a bridge
between initial treatment and post-treatment care.

The LIFE Program

The LIFE program is the first community program in our
region specifically designed with the recommended cancer
survivorship guidelines from the Institute of Medicine.
The LIFE program is molded to meet the specific needs

of the community it serves while its protocols stay in

step with leading research. The goal of LIFE is to create a
straight path from post treatment back to the community,
family, and primary care setting.

The LIFE program establishes cancer survivorship
as a distinct phase of care within the ENH cancer care
continuum—a new model for the healthcare industry.
ENH’s primary service area includes northeast Chicago,
and north and northwestern suburbs, with a population of
1.5 million. In 2006, the ENH Cancer Registry recorded
2,810 new cancer cases: 93 percent of these were diagnosed
at ENH. Of that number, 97 percent of patients chose
to receive treatment at ENH, an NCI-designated Com-
munity Clinical Oncology Program (CCOP). We know
directly from surveying ENH patients treated at any one
of the three Kellogg Cancer Care Centers, that once their
treatment reglmen is completed, patients are uncertain
where their “new” medical home should be, how to return
to an informed primary care practitioner, how to monitor
their health, and where to go to marshal other resources.

Within this community hospital context, I envisioned
the LIFE Cancer Survivorship Program as a multifaceted
program to promote individualized healthcare and self
management at the re-entry phase following oncology
treatment.

The LIFE survivorship care model provides transi-
tion strategies aimed at cancer patients who are at least
three months out from an active treatment regimen and are
referred by an ENH medical, surgical, or radiation oncol-
ogist. A key factor in creating the LIFE care model is that
patients first diagnosed and treated at ENH remain within
the ENH family of healthcare providers for post-treatment
activities. The majority of people treated at ENH, live in
its service area and seek care close to home. Nearby survi-
vorship services and programs not only mean easy physi-
cal access for patients but also that cancer care providers
remain in the care continuum if and when needed.

LIFE Survivorship Care Plan

Patients first connect with the LIFE Program through a
patient-centered, risk-adapted consultation visit with
Carole Martz, RN, AOCN, the program’s clinical coordi-
nator, an advanced practice oncology nurse with expertise
in cancer survivorship. The LIFE program is designed

to become the survivor’s guide. The timing of the risk-
adapted risk is crucial, allowmg survivors to take advan-
tage of a “teachable moment” when they may be anxious
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PHOTOGRAPHS COURTESY OF THE ENH LIFE PROGRAM.

“Care by the community, for the community” is how Carol
A. Rosenberg, MD, (top photo, center) describes the ENH
LIFE Cancer Survivorship Program. The LIFE Program helps
educate and empower cancer survivors, assisting them in the
transition from the oncology specialty care environment back
to the community, the family, and the primary care setting.
Pictured below (L to R) are oncologist Leon Dragon, MD,
director of the ENH Highland Park Kellogg Cancer Center;
breast cancer survivor Helen Hackett; Carol A. Rosenberg,
MD, director of the LIFE Program; and Carole Martz, RN,
AOCN, clinical coordinator of LIFE.

about their next healthcare steps and eager to be educated
and proactive about ensuring their future health.

The goal of the risk-adapted visit—which is provided
free of charge—is to provide a framework for the design
of a personalized survivorship plan. This face-to-face,
one-hour visit is tailored to each survivor as a unique indi-
vidual, and includes:

» Customized education about future risks

® Medical surveillance guidelines

m Directed navigation to health professional services
m Survivorship resources.

The visit also serves as a communication vehicle between
the survivor and his or her healthcare providers. It is
the basis for a dialogue about what has happened, what
the future may hold, the resources available for address-
ing current and anticipated problems, and the roles of all
involved (both survivor and healthcare providers) going
forward.
Survivorship Care Plan tools include a customized
Survivorship Care Plan (for example, see the breast can-
cer Survivorship Care Plan template on pages S14-S15).
At our program, these templates are in an electronic
format. The Survivorship Care Plan becomes part of the
patient’s medical record, and the patient also receives
a consolidated hardcopy, printed out at the time of the
risk-adapted visit as a portable detail for his or her own
records. ENH was among the first multi-site healthcare
systems to become completely electronic and is a paper-
less institution. All patients have an electronic health
record (EHR) that can be accessed through a password
protected website. The LIFE Survivorship Care Plan
works well in the ENH ecosystem by recycling medical
information available in our EPIC computer system, and
applying it into useful formats such as the Survivorship
Care Plan. This technology has revolutionized survivor-
ship care for the community by making the sharing of
information between survivors and their healthcare pro-
viders more efficient. In fact, the electronic format of the
LIFE Survivorship Care Plan has actually surpassed the
progress of larger medical centers.
For each survivor, LIFE’s clinical coordinator and I
develop a customized Survivorship Care Plan that includes:
® An understandable summary of the patient’s diagnosis
and treatment history;

® Guidelines for continued monitoring of recurrence and

second malignancy;

Long-term consequences of cancer treatment;

m Recommended lifestyle modifications;

m Assistance in selecting a primary care physician who fol-
lows recommended IOM’s survivorship guidelines; and

» Navigation to LIFE’s community-based programs,
which address all aspects of survivorship including
lifestyle, employment, insurance, fertility, psychosocial
services, and legal protection.

Survivorship Education for the Community
Once an individual’s Survivorship Care Plan is in place,
the LIFE program helps to further educate survivors on
how to be effective self advocates and offers a variety of free
health education options. The LIFE website (www.enb.
org/life) offers survivors access to an online array of survi-
vor resources and links, including daily updates in cancer
news from the American Cancer Society, and a calendar of
upcoming LIFE events and programs. The website provides
online registration for LIFE seminars and interactive
continued on page S16
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Sample Template: Breast Cancer Survivorship Care Plan

Risk-Adapted Visit—LIFE Program
Page |

Patient Name:

Medical Record Number:

Birth Date:

Date of Encounter:

Age at Diagnosis:

Hormonal Status at time of Diagnosis:

Family History of Cancer:

Date of tissue diagnosis:

Pathological Findings:

Stage: TNM
Initial Treatment Plan
(Treatments received, dates, locations, and providers)
Surgery
Right | Left | Bilateral
Lumpectomy
Mastectomy

Sentinel node biopsy

Axillary lymph node dissection

Reconstruction

Radiation Therapy

Whole breast

Partial breast

Boost

Total dose

Reconstruction

Chemotherapy (with dose details)

Hormonal Therapy (with dose details)

Unusual or Noteworthy Toxicities During
Treatment

This section is comprised of 30-40 drop down

boxes. If selected the drop down box offers smart
text. Examples: an allergic reaction to some form of
therapy; treatment delays due to neutropenia; passage
of kidney stone during chemotherapy; etc.

Potential Late Effects of Treatment

This section is comprised of 30-40 drop down boxes.
If selected the drop down box offers smart text.
Examples: premature menopause, infertility; fatigue;
weight gain; etc.

S14

Expected Short- and Long-term Effects of
Treatment

This section is comprised of 30-40 drop down boxes.
If selected the drop down box offers smart text.
Examples: alopecia; amenorrhea; fatigue; hot flashes;
memory changes; etc.

Late Toxicity Monitoring Needed

This section is comprised of 30-40 drop down
boxes. If selected the drop down box offers smart
text. Examples: thyroid testing; bone density;
mammography; lymphedema assessment, etc.

Narrative section includes recommendations for how
often these tests should be performed, the medical
reason why, and who should order them.
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Sample Template: Breast Cancer Survivorship Care Plan

Risk-Adapted Visit—LIFE Program
Page 2

Surveillance for Potential Recurrence of Primary Cancer (narrative)

Included here are recommendations as to how often breast examinations, diagnostic mammography, or other
surveillances for the primary cancer should be performed and by whom.

Surveillance Needed to Monitor for Second Primary Malignancies (narrative)

Narrative that alerts to the development of second malignancies and suggests surveillance testing, how often,
and with which provider based on the patient’s cancer, treatment, and other personal risks. For example, BRCA
testing in a young woman with breast cancer; gynecologic assessment for a woman on tamoxifen as surveillance
for endometrial cancer; etc.

Physicians Identified for Monitoring Toxicity, Recurrence, and Second Malignancies
Included here are drop down boxes with names and contact information, e.g., primary care provider;
gynecologist; surgeon, etc., with narrative which suggests those providers most appropriate for monitoring for
toxicity, recurrence, and second malignancy:.

Identified Psychosocial and Health Concerns
Included here are drop down boxes (with smart text). Drop down box examples: concerns about cancer
recurrence; late effects of treatment; vaginal dryness; weight gain; fatigue; depression; osteoporosis; cardiac

disease; smoking cessation; nutrition; diet; sleep problems; sexuality; insurance; employment; etc.

These are combined into a narrative format that includes both physician and survivor concerns. The survivor’s
“pre-visit” self assessment and/or concerns are discussed and documented here.

/. LRI
e

Future

This section is the heart of the Survivorship Care Plan. It provides key information that is used both by the
survivor and the survivor’s healthcare providers going forward.

Herein is an extensive, understandable narrative that summarizes and integrates all of the above information.
This section also provides navigation for the survivor through a wide array of accessible LIFE program offerings,
such as the LIFE Survivorship 101 series seminars and Evenings of Survivorship Symposia and other specific
survivorship community resources to optimize physical and emotional health.

The plan also delineates modifiable health behaviors along with ways and programs to address them. For
example: smoking cessation; dietary changes; decreased alcohol consumption; increased physical activity.
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workshops designed to address common concerns of cancer
survivors, including the LIFE Survivorship 101 Seminar
series: T/arwersth and LIFE’s Evenings of Survivorship.

Held in collaboration with the American Cancer
Society, the LIFE Survivorship 101 seminars are two-hour
group workshops offered monthly to all in the commu-
nity. These workshops cover major topics related to cancer
survivorship, as well as promote the acquisition of skills to
understand, select, and navigate community-based cancer
survivor resources.

Seminar topics include: Eat to Beat Malignancy
and Walk Away from Cancer, Self Esteem and Sexual
Intimacy, and How LIFE Events Impact Insurance and
Employment. Facilitating the workshops are experts in
the science of survivorship, including the LIFE program’s
physician director and nurse clinical coordinator, dieti-
tians, psychologists, social workers, and lawyers. Seminar
participants receive comprehensive written materials that
explore and reinforce the information presented.

LIFE also partners with the Wellness Community to
present larger regional symposia—Evenings of Survivor-
ship. These multiple interactive workshops focus on topics
such as: Tired of Not Sleeping, The New Normal, Coping
with Cognitive Changes, Stress Reduction Technigues, and
Food Facts and Myths for Survivors.

Survivorship Education for Healthcare Professionals
Although healthcare providers can play a pivotal role
in improving the long-term health of cancer survivors,?
few healthcare providers have received training on
follow-up care for survivors post treatment.>* To facili-
tate the critical competencies that should be part of the
routine care for cancer survivors, the LIFE Health Pro-
fessional Education Course and accompanying manual,
are offered to all community healthcare professionals
in centralized locations and lecture settings including
Grand Rounds, academic conferences, and keynoted
engagements for regional organizations such as the
Wellness Community.

As director of the LIFE Program, I develop and
present the program’s health professional course and
manual resource, which include the topics: prevention of
secondary cancers, late effects and long-term complica-
tions of cancer and its treatments, quality-of-life issues,
and lifestyle imperatives for cancer survivors. Healthcare
professionals attending these courses receive CME and
CEU credit, and also become “primary care partners”
with LIFE—membership on an ever-increasing LIFE
resource roster of community healthcare providers who
are knowledgeable in the after care of cancer survivors.

Care by the Community, for the Community

Since the LIFE program began in November 2006, we
have conducted more than 350 risk-adapted visits with
survivorship care plans and reached another 500 survi-

vors through the Survivorship 101 Seminars and Sympo-
sia. Additionally, LIFE has helped more that 700 health-
care professionals gain critical professional understanding
of survivorship issues through continuing medical educa-
tion courses targeted to this specific audience.

While many large academic medical institutions
across the country are developing survivorship programs,
ENH is unique in that it has developed and implemented
a successful community prototype.

The LIFE program is funded in part by ENH as
well as through a two-year community education imple-
mentation grant from the Lance Armstrong Foundation.
Two years of external funding have been granted from
the community’s Healthcare Foundation of Highland
Park, the Myra Rubinstein Weis Health Resource Cen-
ter, Kemper Educational and Charitable Foundation,
and various individual charitable contributions. This
combined support has covered personnel expenses for
the program director and the nurse clinical coordinator,
as well as a stipend for non-personnel expenses, such as
course materials, specified survivorship space, and train-
ing and seminar speakers.

The Lance Armstrong Foundation’s theme of
“knowledge is power” is what drives LIFE’s educa-
tional goals. By providing each cancer patient who exits
treatment with a Survivorship Care Plan and special-
ized educational seminars and resources, and by offer-
ing healthcare professional competency courses, LIFE
creatively, collaboratively, and compassionately plays a
proactive role in addressing the survivorship needs of the
community it serves. LIFE is paving the way for other
community cancer centers to follow its example as more
and more cancer survivors look forward to ...Living in
the Future.

Carol A. Rosenberg, MD, FACP, is founder and director
of the Living in the Future (LIFE) Cancer Survivorship
Program and director, Preventive Health Initiatives at
Evanston Northwestern Healthcare in Illinois.
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Improving Survivorship Care:

A Community Cancer Center’s Approach
by Marlene A. Runyon, RN, BSN, OCN®, CHTP; Diane M. Otte, RN, MS, OCN®,

and James E. Novotny, MD, FACP

n the spring of 2006, Franciscan Skemp Healthcare
(FSH), a 160-bed hospital located in La Crosse,
Wisconsin, took a bold step forward in addressing the
needs of cancer survivors and their families. The Can-
cer Center applied and was accepted as one of 48 teams
competitively selected from cancer programs across the
United States to participate in the July 2006 Survivorship
Education for Quality Cancer Care conference, a National
Cancer Institute (NCI)-supported program at the City
of Hope (COH) in Duarte, California. The conference
brought together national experts and teams represent-
ing healthcare professionals from across the United States
to learn how to improve cancer survivorship care in their
home communities. (For more information, see page S11.)
Attending the conference from FSH was a BSN-prepared
nurse with oncology nursing certification who serves in a
unique role as Cancer Guide at our program, and a Cancer
Center social worker.

Conference Highlights

The conference theme centered on institutional change and
the development and implementation of new programs—
with the goal of improving quality of care and quality of
life for cancer survivors. Attendees received updates on

the current status of cancer survivorship in the United

= 'a,,- =

()

The multidisciplinary
Survivorship Planning Team at
Franciscan Skemp Healthcare
included representatives from
all areas of the Cancer Center.

States. National experts in the field of cancer survivorship
provided “State of the Science” seminars, describing how
survivorship affects four dimensions of quahty of life:
physical, psychological, social, and spiritual. Innovative
community programs supporting quality of life for the
cancer survivor were featured in “Models of Excellence”
seminars.

Where to Begin?

Participants were encouraged to develop institutional
goals with COH providing follow-up and support for 18
months post conference. The FSH team developed the fol-
lowing three goals:

1. By January 1, 2007, 90 percent of FSH/Mayo Cancer
Center staff and providers will participate in survivor-
ship education offered through two, one-hour work-
shops and demonstrate understanding measured by a
pre- and post-test.

2. By June 1, 2007, 50 percent of radiation and medical
oncology patients who have completed treatment will
receive a survivorship care plan that will also be sent to
the primary care provider.

3. By June 1, 2007, 75 percent of radiation and medical
oncology patients who have completed treatment will
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receive a “Life after Treatment” packet of survivorship
resources to support them in their transition.

With the excitement generated by the survivorship con-
ference and the full support of FSH administration, the
Cancer Center then began to create the area’s first cancer
survivorship program. The staff who attended the COH
conference became the project coordinators. Our first goal
was to provide survivorship education for Cancer Center
staff and providers through two in-service training ses-
sions. Using resources and information from the COH
conference, we developed educational sessions focused on
recommendations from the Institute of Medicine (IOM)
report, From Cancer Patient to Cancer Survivor: Lost in
Transition, including the excellent video by the same title."
The spec1ﬁc training objectives for both in-service sessions
are outlined in Table 1.

The Planning Process
More than 90 percent of the Cancer Center staff attended
the in-service trainings. With enthusiasm high, finding
volunteers to serve on the Cancer Survivorship Planning
Team was not a problem. The 18-member team, which
included representatives from all areas of the Cancer Cen-
ter, held its first meeting in November 2006. FSH primary
care providers also participated in the Planning Team
serving in a consultative capacity throughout the planning
process. (Table 2 is a complete listing of Cancer Center
staff; an asterisk denotes participation on the Survivorship
Planning Team.)
The Survivorship Planning Team received exceptional
support and guidance from the Cancer Center director and
providers. Throughout the planning process their energy
and commitment to the project helped propel the team for-
ward. Team brainstorming sessions focused on nine core
areas of survivorship planning that, due to finite staff and
resources, were refined to focus on the following six areas:
1. Cancer survivorship care plan and exit interview process
2. Institutional, provider, and community awareness and
communication

3. Pilot project policy, procedures, and outcomes

4. Psychosocial and spiritual care, including patient and
family follow-up support (hospice, spirituality, bereave-
ment, loss, and grief)

5. Wellness programming

6. Survivorship resources for patients and families.

Facilitated by a group leader, work groups met indepen-
dently on a weekly or bi-weekly basis for six months, and
reported back to the larger planning group each month.

Publicity and Marketing Strategy

The planning team worked with the FSH marketing direc-
tor to develop a communication plan to announce our
survivorship program, which would be the area’s first. We

developed an internal and external communication plan
that included a situation analysis, program components,
communications objectives, audiences, spokespersons, and
the target date for launch to area media.

The planning team brainstormed names for the
new program. The chosen name was then taken to focus
groups and also went through our internal approval pro-
cess. On March 7, 2007, via news releases, TV, and radio
interviews as well as an internal bulletin, the Cancer
Center announced the formation of Living Well: A Pro-
gram for Those Surviving Cancer, with a pilot project to
begin June 1, 2007.

Program Overview

The goal of the Living Well program is to improve quality
of care and quality of life for cancer survivors and their
families and caregivers; and to provide for continuity of
care between oncologists, specialists, and primary care
providers ensuring that all of the survivors” health needs
are met. Over a six-month period, from November 2006 to
May 2007, the Survivorship Planning Team finalized pro-
gram policies and procedures (see Table 3).

The Living Well program has two components. Part
One consists of an array of supportive services, resources,
and educational events offered to all patients and families
during the course of their treatment and beyond. Part Two
is a six-month pilot program. For this pilot project—fol-
lowing the suggestion from COH conference leaders—the
team choose to start small. With input from oncology pro-
viders, we decided to unroll the pilot survivorship project
for patients with lymphoma, head and neck, and colorectal
cancer. Our rationale was that this population would
include high-risk patients of both genders and various ages.

The pilot program addresses end-of-treatment
survivorship needs, including a comprehensive cancer
survivorship care plan for the patients and their pri-
mary care providers and other specialists, and follow-up
interviews within six weeks of the end of treatment to
provide support for survivorship needs and set new
goals for healthy living.

Cancer Survivorship Care Plan and Patient Exit
Interview
We developed a survivorship care plan template by using
the Cancer Survivorship Care Plan from the IOM Fact
Sheet (Cancer Survivorship Care Planning, November
2005)? and by looking at various survivorship care plans.
The template provides a summary of treatment and
addresses the risk of recurrence, surveillance, prevention,
coordination of care between providers, and improving
quality of life. Table 4 outlines the components of the sur-
vivorship care plan.

Much discussion centered on how to make the plan

electronically available to all FSH providers, as FSH does
continued on page 520

S18 ACCC’s COMPREHENSIVE SURVIVORSHIP SERVICES: A PracTICAL GUIDE



The reception desk at the Cancer

Center at Franciscan Skemp

Healthcare in LaCrosse, Wisconsin.

Table 1. Survivorship In-service Training
Objectives

November 2006 In-service: “Introduction to Cancer

Survivorship”

1. Describe the current status of adult cancer
survivorship in the United States.

2. Recognize the impact of cancer survivorship on
quality of life.

3. Share conference goals for FSH Cancer Center for
survivorship program.

December 2006 In-service: “Developing a
Comprebensive Cancer Survivorship Program”

1. View From Cancer Patient to Cancer Survivor:
Lost in Transition.

Describe essential components of survivorship care.
Discuss barriers facing cancer survivors.

Look at existing model programs.

Brainstorm ideas for FSH survivorship program.

S g 89 I

Table 2. FSH Cancer Center Staff *

1 director™

3 medical oncologists*

1 radiation oncologist

1 radiation physician assistant*
1 oncology certified clinical nurse specialist*
1 pharmacist

1 pharmacy technician

1 phlebotomist

9 oncology certified nurses*

1 research nurse

1 cancer registrar

1 cancer registry assistant

1 Cancer Guide nurse*

1 dietitian*

1 chaplain*

1 social worker*

1 radiation supervisor™®

1 radiation dosimetrist

1 radiation physicist

5 radiation therapists®

1 radiation medical secretary

6 patient service representatives (receptionist/
scheduler/patient roomer) *

3 Reiki volunteers

1 massage therapist

10 volunteers™*

*Denotes representation on the Cancer Survivorship
Planning Team.
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Table 3. Living Well Policies and Procedures

v’ Patients with head and neck, lymphoma, or
colorectal cancer will receive a Survivorship Care
Plan at the end of their treatment summarizing
critical information needed for the survivor’s long-
term care.

v" The Cancer Center interdisciplinary team will
review the plan and update as needed.

v" A hard copy of the Survivorship Care Plan will be
sent to the primary care provider, and be available
on the electronic portal.

v" Cancer Center oncologists will be responsible for
follow-up cancer surveillance, including tests and
scans.

v Primary care providers will be responsible for
follow-up cancer prevention, healthy living goals,
and primary care needs.

v Select patient populations will be directed to their
primary care provider for cancer surveillance or to
an identified other provider, i.e., ENT, Urology, etc.

v" The Cancer Center will contact the patient’s
primary care provider at the end of treatment to
notify them that the patient has ended his or her
course of treatment and schedule an appointment.

v In the event the patient does not have a primary
care provider, or wishes to change providers, the
Patient Service Representative will assist the patient
to follow up with the primary care provider of his
or her choice.

v" At the completion of treatment, or within six weeks
of completing treatment, the patient will meet with
the Cancer Guide for an exit interview.

Table 4. Survivorship Care Plan Components

List of providers

Diagnosis (type of cancer, grade, stage)
Treatment history (type of treatment, drugs,
dosages, possible adverse effects and responses)
Potential long-term effects from therapy
Recommended cancer surveillance

Signs and symptoms of cancer recurrence
Psychosocial and spiritual concerns

Healthy living goals

Cancer team recommendations and patient goals
Resources (availability of psychosocial services in
the community).
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not currently have an electronic medical record (EMR).
With the help of FSH information technology specialists, a
care plan template was incorporated into the existing Cli-
nician Portal, an electronic patient information repository.
The patient receives the care plan within six weeks of

completing treatment at an exit interview with the Cancer
Guide. The purpose of the exit interview is to:

Go over the care plan and follow-up recommendations

Review patient needs and establish mutually-agreed-

upon goals for healthy living

Make referrals as needed, i.e., behavioral health, integra-

tive therapies, support groups, community services

Provide the Survivorship Resource Packet

Ensure the patient has an appointment established with

primary care provider

Encourage participation in ongoing program offerings.

Pilot Patient and Physician Surveys

Pre-pilot surveys were developed to serve as a baseline to
evaluate the pilot project. The surveys were sent to patients
who had completed cancer treatment in the three-month
period prior to the start of the pilot project. Primary care
providers for these patients received a physician survey.

An 11-question survey was sent to 37 patients with a
46 percent response rate. Results indicated a need for bet-
ter communication about the risk of cancer recurrence
(70.5 percent felt informed or very informed), the potential
late effects of treatment (82.3 percent felt informed or very
informed), and setting goals for healthy living (82.4 percent
felt supported).

Twenty-seven provider surveys (12 questions) were
sent, with a 37 percent response rate. These results indi-
cated the need for better communication about the risk of
cancer recurrence (10 percent felt informed) and potential
late effects of treatment (30 percent felt informed).

The Living Well pilot project ran from June 1 to
December 31, 2007. Sixty-eight patients were enrolled in
the project. Twenty-nine patients have completed their
treatment, and 15 exit interviews have been completed to
date. Verbal feedback has been positive from both patients
and providers. Project coordinators are currently gathering
data and mailing post-pilot surveys. Final program evalu-
ation will be completed when all pilot patients have com-
pleted their cancer treatment, received their care plan, and
participated in the exit interview.

From the beginning, the Survivorship Planning Team
followed the FSH institutional approval process, involving
administrative officials, the Cancer Center Clinical Prac-
tice Committee, and the FSH Cancer Committee. When
the pilot project evaluation is complete, the results will be
shared with the FSH Clinical Practice Committee.

Moving Forward
The Survivorship Planning Team faced challenges along
the way. Staff time and energy are limited, and the project

coordinators have other full-time responsibilities. As we

move forward with the program, we will need to:

v' Identify who will keep the Survivorship Care Plan up
to date.

v Decide which cancer diagnoses will be included in the
survivorship program and when.

v’ Integrate the Survivorship Care Plan into the EMR
without having to re-create the wheel. FSH is currently
moving toward an entirely electronic system.

v" Know the staffing requirements required to effectively
coordinate the program.

v" Ensure that staff has adequate time and resources to
address all the pressing needs of the survivorship
program.

v’ Identify reimbursable services.

Despite these challenges, the Survivorship Planning Team
is committed to the success and continuation of the Living
Well Survivorship Program. With the help of volunteers,
cancer survivors, and existing staff, our goal is to expand
services to include the following six areas:

Sexuality and intimacy

Genetic counseling

Rehabilitation and pain and symptom management
Community awareness and education

Caregiver and family support

Survivor and family retreats.

SRR S

The support of the entire institution, administrators,
providers, nurses, and other Cancer Center staff has
been key to the success of the project. The survivor-
ship training, resources, and online and phone support
provided by City of Hope Survivorship Education staff
has been crucial. However, the wholehearted, hands-on
support from the Cancer Center director, our oncology
providers, and the entire Cancer Center staff has truly
brought about the success of the Living Well Cancer
Survivorship Program, improving survivorship care and
quality of life for our patients and families.

Marlene A. Runyon, RN, BSN, OCN®, CHTP, is the
cancer guide; Diane M. Otte, RN, MS, OCN®, is the
director; and James E. Novotny, MD, FACP, is medical
oncologist and medical director of the Cancer Center of
Franciscan Skemp Healthcare in La Crosse, Wisconsin.
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A Model Cancer Wellness Program

Exercise and art in cancer survivorship
by Amy Litterini, PT, DPT

I had a vision in my mind of the defined components of
a comprehensive cancer center. If you choose to engage
in cancer care, you certainly need state-of-the-art
treatment modalities for medical oncology and radia-
tion oncology, and a formal research program; but I
wanted something more. I wanted to actively engage
our patients and their families at perbaps the most
difficult time in their lives and help them with their
individual journey. What we accomplished—with this
framework and this vision—was the Cancer Wellness
Program.

Mary Palmer, RN, MBA
Vice President of Cancer Care Services
at Exeter Hospital

xeter Hospital is a 100-bed facility on the seacoast

of New Hampshire recognized by the American

College of Surgeons Commission on Cancer as

a Comprehensive Community Cancer Center.

Since 1980, medical oncology care has been pro-
vided at the Center for Cancer Care at Exeter Hospital
by New Hampshire Oncology Hematology, PA, and in
2004, services expanded to include radiation oncology
In 2002, the Center for Cancer Care added the Cancer
Wellness program to provide a wide variety of compre-
hensive support programs that offer individual and group
services to help patients manage cancer and treatment-
related side effects.

The Wellness Program’s core services are traditional
counseling, nutrition, and rehabilitative care, which
include the Cancer Well-fit™ exercise program and such
integrative oncology services as yoga,

massage, and Reiki. Support groups are
offered for individuals, couples, gender-
specific survivor groups, and for those
with metastatic disease. Supportive
programs in the creative arts include
art therapy, journaling, and individual
and group art instruction. Other spe-
cialized programming includes pet
visitation, Look Good. .. Feel Better, a
weight management program, and an
outdoor ropes course offered in col-
laboration with the University of New
Hampshire.

The Art of Wellness

Exeter Hospital’s slogan, The Art of
Wellness, is a perfect fit for the Wellness
Program at the Center for Cancer Care
where a resident artist and an art thera-
pist, both master’s prepared, provide an
array of creative support programs for
patients and their loved ones through-
out their cancer journey.

Lori Nathan, ATR, the cancer
center’s art therapist since 2002, offers
group art therapy for adult survivors, a
family art program for the children and
grandchildren of patients, and a writing
program.

Kathleen Robbins, MFA, joined
the Cancer Center’s Wellness Program
as resident artist in 2006. She provides
a weekly healing arts class, taught in

Resident artist Kathleen Robbins (on
right) offers one-on-one art instruction
to a patient in the cancer center’s
infusion area.
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a traditional classroom setting, as well as one-on-one art
instruction in the infusion area from the rolling art cart
she created. Patients start with a demonstration on the
basics with all the materials provided, and then the patient
is set up to paint with a mentor. Over the past few months,
the one-on-one art sessions have expanded as more survi-
vors have expressed interest in learning basic watercolor
technique. Patients have been painting apples, flowers, and
landscapes from photographs while receiving their infu-
sions in the medical oncology clinic. In addition to the
traditional arts, patients have also enjoyed making cards
and scrapbookmg.

Robbins also teaches a traditional art class that meets
weekly in the cancer center’s conference room and involves
a group of survivors. The class explores a variety of tech-
niques and materials from acrylic painting to charcoal
drawing and mixed media exercises that include collage
and assemblage. Participants work from nature as well as
their imagination and enjoy exploring and discussing their
unique individual expressions. The class goal is to let the
creative process become the springboard for the emotional,
spiritual, and creative growth of the individual while also
encompassing a SUpport group activity.

Hundreds of patients have participated in creative art
services since the Cancer Center’s art program was initi-
ated in 2000 as a pilot project. In fiscal year 2007 alone,

98 new participants were provided services. Artwork cre-
ated by the participants has been exhibited in the hospital
and at local libraries and galleries. Permanent art displays
are on view in both the Cancer Center and the Synergy
Health & Fitness Center, which is located on the hospi-
tal campus. The Cancer Center’s new patient orientation
manual, new patient educational DVD, and the program’s
quarterly Wellness newsletter also feature patient artwork.
All art programs are free of charge to patients. The cost
of statfing and supplies is included in the Cancer Center’s
annual operational budget. Additional funds for special art
projects have been made available by generous donations
from local fundraisers.

Cancer Well-fit™

Synergy Health & Fitness Center (Synergy) on Exeter
Hospital’s campus has hosted the Center for Cancer
Care’s Cancer Well-fit™ exercise program since its incep-
tion in 2002. Synergy, a 40,000-square-foot, hospital-
based community health club built in 1998 with an aver-
age of 4,000 members, is also home to outpatient physical
therapy services for oncology care and lymphedema
management.

Cancer Well-fit™ is a free, twice-weekly program
lasting 20-weeks, or for the duration of cancer treat-
ment, whichever is longer. The program is designed to
help manage the physical and emotional side effects of
cancer treatment for survivors within one year of diag-
nosis. To date, the Well-fit™ program has served more

The Well-Fit™ staff (top row
from left) Tammy Mazur,

BS; Patti Bartlett (seated
center); Amy Litterini, PT,
DPT; Christine Buco, BS and
Chuck Memmesheimer, PTA,
(bottom, left).

than 1,000 cancer survivors from the community.

The Cancer Well-fit™ program is staffed by a
physical therapist, who is employed by the Cancer Center,
and eight oncology-trained personal trainers (employed by
Synergy). These personal trainers supervise 10 individual
classes per week for 50-75 patients per day twice weekly.
In addition to traditional exercise, the Cancer Center also
offers yoga with the goals of relaxation and improved pos-
ture, breathing technique, and flexibility. Two yoga classes,
taught by oncology-trained yoga instructors, are provided
each week.

Cancer Well-fit™ participants receive an individu-
alized exercise program consisting of cardiovascular,
strength training and flexibility exercises, offering a
comprehensive approach to fitness. Participants are
assessed by a doctoral-prepared oncology physical
therapist before starting their exercise program, and a
group of oncology-trained personal trainers assist them
with proper set up, technique, and progression of their
exercise program.

As fatigue is one of the most common complaints
in cancer survivorship, the Cancer Well-fit™ program
was initiated to help patients reduce fatigue and maintain
strength and endurance while undergoing treatment.
Research has routinely demonstrated benefits from exer-
cise on cancer related fatigue, as did the cancer center’s
own 2007 study of 200 heterogeneous participants.! Other
statistically significant benefits for study participants over-
all included increased grip and lower extremity strength,
and improved quality of life. The program is planning
additional research studies to examine the benefits of
exercise in patients with Stage IV cancer.

Training the Trainers

Most rehabilitation and fitness professionals do not learn
oncology principles during their core training curricu-
lum; therefore, oncology education is a requirement for
individuals interested in initiating a cancer exercise pro-
gram. In 2001, Exeter Hospital initiated an internal two-
day mandatory training curriculum for our rehabilitation
and fitness professionals involved in cancer care. The cur-
riculum includes basic and advanced lectures from physi-
cians, nurses, social workers, therapists and other oncol-
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Just Getting Started?

nce a community cancer center decides to

develop comprehensive survivorship services, the

first steps are to establish a framework for goal
setting and a timeline, keeping its mission and vision in
mind. Community cancer centers should also consider
conducting site visits and benchmarking against other
longstanding successful programs. Consider the format
that best fits your organization and seek similarly sized
programs to emulate. For example, before starting our
exercise program, three staff members (the director of
Cancer Wellness Services, the cancer center director, and
the vice president of oncology) traveled to Santa Barbara,
Calif., to look at the original Cancer Well-fit™ program
at the Santa Barbara Athletic Club. On our return, we
spent six months designing our exercise program to
enhance our existing oncology rehabilitation program
by meeting our clinical and medical setting needs, devel-
oping our policies and procedures, and establishing an
educational plan.

Community cancer centers should develop individ-
ual processes and procedures in order to customize the
program to their specific needs—budget, patient popula-
tion and volume, available space, staffing, and expertise.

ogy professionals in order to provide a solid foundation
for our staff. Topics include medical oncology, radiation
oncology, pathology, radiology, surgery, and end-of-life
care. Special topics have included lymphedema, pain
management, yoga, oncology massage, and spirituality.
Today, this annual program is attended by an average of
75 professionals from regional facilities throughout New
England, and educational offerings have expanded to
include hosting site visits and providing onsite training
consulting for other facilities.

Program Costs

The Cancer Well-fit™ Program at Exeter Hospital is free
to any patients from the community regardless of where
they receive their treatment. Patients outside of our system
are referred to us by their friends, family, and/or their phy-
sicians. All patients are required to have medical clearance
prior to initiating the program. Originally, the program
was funded, as a pilot project, by a $25,000 grant from

the Exeter Hospltal Associates. Today the expenses for

the program are included in the operational budget of the
Cancer Center. The annual contract with Synergy includes
monthly payments for space rental, equipment usage, and
an hourly group fitness rate for the personal training staff.
This partnership has historically benefited Synergy as
many of the program’s participants go on to become
regular members of the health club.

Since this type of exercise programming mimics the
widely accepted and often reimbursable phase II-III cardiac
rehabilitation model, insurance companies should begin to
consider similar reimbursement structures for the oncology
patient population. More research is needed to demonstrate
the efficacy of exercise programs on outcomes such as
return to work and performance of activities of daily living.

In spite of the fact that the wellness programs do not

Programs seeking funding should investigate grant
opportunities that may be available. Other sources of
funding may include a fee-for-service format or a local,
facility-specific fundraiser such as an annual walk, bike
race, or 5-10K races. Once funding, staffing, and target
populanon are established, staff education is the next
critical step.

Community cancer centers affiliated with a reha-
bilitation department should consider collaboration.
Such a partnership offers the highest level of expertise
for patient assessment and individualized exercise pre-
scription. In addition, this medically-based model allows
for the safe management of patients with complex medi-
cal histories and various diagnoses and stages of disease.
The partnership extends throughout the patient’s cancer
experience including preventative, restorative, support-
ive, and palliative phases of rehabilitation and includes
spemahzed services such as lymphedema management
and palliative care. It also allows for a more seamless
transition between levels of care such as from hospital-
ization to home health care and ultimately to outpatient
services and vice versa. Once discharged from physical
therapy and/or the Cancer Well-fit™ exercise program,
many of our patients become members of the fitness
center in order to continue their exercise program.

generate revenue directly, the benefits demonstrated by the
programs far out-weigh the financial risks. Many patients
have chosen to receive their cancer care at Exeter Hospital,
or have transferred their care to Exeter Hospital, based on
the availability of its extensive support programming or
the recommendation of former patients. In addition, the
oncologists and surgeons feel these services assist their
patients significantly in the process of completing and
recovering from cancer treatment, which can often be
debilitating.

“There is increasing evidence that exercise not only
benefits patients from the perspective of their well-
being, it also appears to have an effect on reducing
cancer recurrence rates and improving survival,” said
medical oncologist, Danny Sims, MD.

Survivorship is now possible fora greater number
of individuals diagnosed with cancer than ever before,
and many patients with advanced disease have treatment
options well beyond first-line therapy. Management of
disease and treatment-related side effects has become an
important focus in quality oncology care. With carefully
planned and implemented wellness programming, com-
munity cancer centers can expand and enhance the
supportive component of the care they provide.

Amy Litterini, PT, DPT, is director of Cancer Wellness
Services at The Center for Cancer Care at Exeter Hospital
wn Exeter, N.H.
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