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Logistics

e All participants are muted during the webinar

e Questions —including technical issues you may
be experiencing — should be submitted through
the question pane

* Questions will be answered as time permits;
additional questions and answers will be posted
on the website

e Please complete the post-webinar evaluation
you will receive via email

© American College of Surgeons 2023. Content may not be reproduced or repurposed without the written permission of the American College of Surgeons.

N A P B C National Accreditation Program for Breast Centers
American College of Surgeons

File View Help @v O™ x
5

Sound Check =HE #?

(@) Computer audio

@ O Phone call
O No audio
Y MUTED

Microphone (Conexant ISST Audio) ~

Speakers (Conexant ISST Audio) v

Talking:

EEE Cancer Programs - Webinar

Webinar ID; 561-048-875

&) GoloWebinar



Introducing our Panelist

Kathryn Schmitz, PhD, MPH, FACSM, FTOS, FNAK Jennifer Ligibel, MD
Professor, Hematology Oncology, University of Dana-Farber Cancer Institute
Pittsburgh Harvard Medical School

Hillman Cancer Center
(Vice-Chair, NAPBC Standards Committee)
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Exercise, Diet, and Weight
Management in Breast Cancer

Jennifer Ligibel, MD

Director, Zakim Center for Integrative Therapies and Healthy Living
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Obesity is a poor prognostic factor in early breast cancer

BMI and All-Cause Mortality (64 studies; 32,507 deaths)

3.0

Best fitting cubic spline
D~ | T 95% confidence interval

20- P non-linearity < .001

Higher BMI Also Linked To:

Increased breast cancer mortality: 1.10

(1.06-1.14) per 5 kg/m2

Increased risk of second cancers: 1.14
(1.04-1.26) per 5 kg/m2
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Chan et al. 1JC 2022
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Physical activity and fitness also associated with outcomes in

early-stage breast and other cancers

Cardiorespiratory fitness (CRF) and

cancer-related mortality

Post-diagnosis physical activity and

cancer mortality

Table 1. Individual and pooled risk estimates from prospective cohort studies that related postdiagnosis physical activity to cancer-specific mortality, by

Cancer Death
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0 2 4 6
Years
Number at risk
METs Achieved >8 1034 891 614 362
METs Achieved 5-8 480 383 255 172
METs Achieved <5 118 83 61 43

282

Groarke et al. AJCC 2018;

0.25 0.50 1.00

Relative risk (log scale)

cancer site
No. of Effect
Author, year events/cases estimate 95% Cl
Breast
Bradshaw, 2014 (10) 195/1,033 027 0.17-0.42
Holick, 2008 (26) 109/4,482 049 0.27-0.89 -
Borch, 2015 (9) 155/1,327 050 0.15-162
L O W ‘ R F Holmes, 2005 (27) 280/2,987 060 0.40-0.89
Irwin, 2011 (11) 86/2,910 061 0.38-0.99
Irwin, 2008 (28) 15/933 065 0.23-187
Williams, 2014 (8) 46/986 076 0.63-092 —.—
de Glas, 2014 (12) 39/435 077 0.28-2.12
| | E——
. -
Breast, colon and prostate cancers:
(active vs inactive survivors) :
. Baade, 20T (16) 3I57TBT5 (0):1:3 067115 —8
2 —,
H | g h ( R F Pooled Estimate (> = 56.6%) 1,071/9,698 062 0.45-0.86
rostate
10] Kenfield, 2011 (17) 12/2,705 042 0.20-0.88
Friedenreich, 2016 (18) 170/830 056 0.35-0.90
Bonn, 2015 (19) 194/4,623 073 0.51-1.05 - =
Pooled Estimate (> = 0.8%)  476/8,158 062 0.47-0.82
101
43 Any ——
17 Lee, 2014 (20) 337/1,021 062 0.44-087 I
Inoue-Choi, 2013 (21) 184/2,017 072 0.47-110
Overall
Pooled Estimate (> = 47.9%) 3,307/38,560 063 0.54-0.73 L
I T T 1
0.1 0.2 05 1.0 20
Effect Estimate

Friedenreich et al. Clin Can Res 2016



So10r}IR [eroads 00sv

'.) Check for upda

Exercise, Diet, and Weight Management
During Cancer Treatment: ASCO Guideline

Jennifer A. Ligibel, MD?; Kari Bohlke, ScD? Anne M. May, PhD?; Steven K. Clinton, MD, PhD*;, Wendy Demark-Wahnefried, PhD, RD%;

- Susan C. Gilchrist, MD, MS®; Melinda L. Irwin, PhD, MPH’; Michele Late®; Sami Mansfield, BA®; Timothy F. Marshall, PhD, MS*?,

Jeffrey A. Meyerhardt, MD, MPH?!; Cynthia A. Thomson, PhD, RD!?; William A. Wood, MD, MPH?; and Catherine M. Alfano, PhD*?

Guideline Question:

For adult patients with cancer undergoing active treatment with
systemic antineoplastic therapy or radiotherapy, or who are in the
peri-operative period, do interventions involving exercise, diet,
and/or weight control compared with no intervention, lead to
meaningful improvements in outcomes related to treatment
toxicity, quality of life, or cancer control?
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For adult patients with cancer undergoing active treatment with
systemic antineoplastic therapy or radiotherapy, or who are in the peri-
operative period, do interventions involving exercise, diet, and/or weight
control compared with no intervention, lead to meaningful
improvements in outcomes related to treatment toxicity, quality of life,
or cancer control?

* Does not include recommendations for individuals with breast cancer being treated with endocrine
therapy, given the extensive representation of this population in other guidelines.
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Guideline Question

For adult patients with cancer undergoing active treatment with
systemic antineoplastic therapy or radiotherapy, or who are in the peri-
operative period, do interventions involving exercise, diet, and/or weight
control compared with no intervention, lead to meaningful
improvements in outcomes related to treatment toxicity, quality of life,
or cancer control?

* Guideline only considers evidence from RCT’s

* Guideline does not address mind-body exercise (such as yoga), dietary supplements, cancer cachexia,
malnutrition, enteral feeding, or parenteral nutrition.
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Guideline Question

For adult patients with cancer undergoing active treatment with
systemic antineoplastic therapy or radiotherapy, or who are in the peri-
operative period, do interventions involving exercise, diet, and/or weight
control compared with no intervention, lead to meaningful
improvements in outcomes related to treatment toxicity, quality of life,
or cancer control?
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* A systematic review of the literature identified systematic reviews and RCTs (with >
25 subjects/arm) in adults during active treatment evaluating:
e Aerobic and resistance exercise
* Specific diets and foods
* Intentional weight loss and avoidance of weight gain

* Qutcomes:
e Quality of life
* Physical function
* Treatment toxicity
* Cancer control (recurrence, survival, second cancers, etc)

 GRADE quality assessment labels (i.e. high, moderate, low, very low) were assigned
for each outcome by the project methodologist

© American College of Surgeons 2023. Content may not be reproduced or repurposed without the written permission of the American College of Surgeons.
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Evidence Base

* PubMed and the Cochrane Library searched from 1/2000 to 5/2021

* Evidence base consisted of 52 systematic reviews and 23 additional RCTs:
* 42 SR’s for exercise
* 9 SR’s for diet, and
e 1 SR for weight management

* Most commonly studied types of cancer
* Breast
* Prostate
* Lung
e Colorectal

© American College of Surgeons 2023. Content may not be reproduced or repurposed without the written permission of the American College of Surgeons.
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Guideline Recommendations

Question 1: Does exercise during cancer treatment safely improve outcomes related to Qol, treatment toxicity, or cancer
control?

Recommendation 1.1.
curative intent to mitig Oncology providers should recommend aerobic and resistance exercise during active treatment with

moderate to low; Stref curative intent

Note: Exercise interve OIS GUUVEe TCOUTTCT I TCUTICT TUUS0T, PTeotIVe CATUIUTCOP Aoy nuiess, priysear raretornmig,
and strength; and in some populahons improve QoL and reduce anx|ety and depression. In addition, exerC|5e mtervenhons

tred| exercise interventions during active treatment reduce fatigue; preserve cardiorespiratory fitness,

canl physical functioning and strength; and in some populations (mostly breast cancer) improve QoL and

reduce anxiety and depression

* Evidence quality: moderate to low
* Strength of recommendation: strong

© American College of Surgeons 2023. Content may not be reproduced or repurposed without the written permission of the American College of Surgeons.



Certainty of Evidence,
by Outcome:

Exercise during

chemotherapy or
radiation*

* Showing 6 of 10 outcomes

Outcome Sample Size

Effect estimates

Certainty of the
Evidence
(Quality of evidence)

Based on data from
1318 participants in 13
studies?

VO,max, mixed
cancer types

Difference: SMD 0.46 higher
(C195% 0.23 higher - 0.69
higher)

Moderate
Due to serious inconsistency?

Based on data from

Fatigue, mixed o )
1788 participants in 21

Difference: SMD 0.67 lower
(C195% 1.10 lower - 0.34
lower)

Moderate
Due to serious inconsistency®

cancer types studies?®
Self—;ep;g;ed Based on data from
p. Vs . participants in 25
function, mixed T
studies
cancer types
Quality of life, Based on data from
mixed cancer participants in 32
types studies?®
l:zzir E? ?ny Based on data from
. & . 974 participants in 8
patients with .
studies
breast cancer
Upper body
strength in Based on data from
patients with 494 participants in 8
hematologic studies?’

malignancies

Difference: SMD 0.22 higher
(C1 95% 0.13 higher - 0.32
higher)

Difference: SMD 0.16 higher
(C195% 0.08 higher - 0.23
higher)

Difference: SMD 0.37 higher
(C195% 0.25 higher - 0.50
higher)

Difference: SMD 0.20 higher
(C195% 0.02 higher - 0.37
higher)

Moderate
Due to imprecision®

Moderate
Due to serious imprecision®

High

Low
Due to serious risk of bias,
due to serious imprecision®




Is exercise during cancer treatment safe?

* Frequency of reporting AE variable across studies
« Rate of exercise-related AE's is low

« Literature review identified 11 systematic reviews/meta-analyses reporting exercise
Intervention-related AE’s during cancer treatment

Author |Intervention |Cancer Results AMSTAR quality

score
out of 11

STelo]il Aerobic and/or Mixed 13 of 14 studies of patients receiving cancer 8
20184 resistance Of 14 during- treatment reported on adverse events. Eleven

treatment exercise-related adverse events were reported:

studies: dizziness, hypotension, syncope, chest pain, acute

8 breast MI, leg pain, musculoskeletal adverse event (n=4),

3 prostate and tiredness.

1 NSCLC

1 Heme

1 Mixed



Diet and weight management recommendations

Question 2: Does consuming a particular dietary pattern or food(s) during cancer treatment safely improve outcomes related to
Qol, treatment toxicity, or cancer control?

Recommendation 2.1. | Currently insufficient evidence to recommend for or against dietary interventions

ketogenic or low-carbo} during treatment
toxicity, or cancer con

Recommendation 2.2. Neutropenic diets (specifically diets that exclude raw fruits and vegetables) are not recommended to

prevent iﬂfeCtiQ” in pal Neutropenic diets (diets that omit raw fruits and vegetables) for the purpose of
Evidence quality: low; | decreasing infection are not recommended during active treatment

Question 3: Do interventions to promote intentional weight loss or avoidance of weight gain during cancer treatment safely
improve outcomes related to QoL, treatment toxicity, or cancer control?

Recommendgtipn 3. Currently insufficient evidence to recommend for or against weight loss/prevention of
of weight gain interd \y ejght gain interventions during treatment




Certainty of Evidence, by Outcome:

Diet interventions during chemotherapy or radiation

Certainty of the Evidence

Sample size Effect estimate ) :
pie Sz >t > (Quality of evidence)

Due to variability in

interventions, small sample

OV EIWANMII-NN Based on data from 136 sizes, and high risk of bias, data Very low
treatment toxicity, participantsin 4 are insufficient for drawing Due to serious risk of bias, due
or cancer control studies® conclusions regarding the effect to very serious indirectness,
of dietary restriction on quality due to very serious imprecision

of life, treatment toxicity, or

cancer control.
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Evidence Gaps

* Impact of diet and weight management interventions during treatment on any
outcome (Qol, patient reported outcomes, treatment toxicity, etc)

* Impact of exercise/diet/weight interventions in advanced disease

* Impact of exercise, diet or weight management interventions during treatment on
treatment outcomes and on cancer recurrence, progression, or survival

© American College of Surgeons 2023. Content may not be reproduced or repurposed without the written permission of the American College of Surgeons.
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How do we fill in these gaps?
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B W EQ The Breast Cancer Weight Loss Trial

Health education +
2-year telephone-based weight
loss intervention

42 calls from health coach (DFCI)

gl R
3136 parﬂmpants A Supplemented with workbook and tools
Key Eligibilitv: N to promote weight loss
D Based on Social Cognitive Theory
-Stage ll-lll breast [
cancer 0
M
‘HER-2 - |
z Health Education
*BMI 2 27 kg/m2 ‘ Alone
Primary Objective: Invasive disease-free survival

Key Secondary Objective: Weight change

Ligibel et al. npj Breast Cancer. 2017



BWE () Weight Loss

CONTROL WLI
_ (n=1173) (n=1222) PVALUE

Absolute Weight Change

at 6-months +0.2kg - 4.4 kg <0.0001

% Weight Change

0 - 0
at 6-months +0.3% 4.8% <0.0001

Absolute Weight

<
Change at 12-months 0.0001
% Weight Change
at 12-months <0.0001
203 ASCO ey Jennier Hiahel P ASCO :astiosms

Presentation is property of the author and ASCO. Permission required for reuse; contact permissions@asco.org KNOWLEDGE CONQUERS CANCER



ENICTO: Exercise and Nutrition Interventions to
Improve Cancer Treatment-Related Outcomes

 NCI-funded consortium (2022-2027) ENICTO Consortium Sites

 Primary endpoints focused on impact of
lifestyle interventions during treatment on
chemotherapy toxicity and received dose Qe
Intensi ty o s e @ —~ xso

PENNINGTON

 Four projects plus coordinating center L g
funded through U-01 mechanism: e —
— Breast S
— Ovarian
— Colon
— Rectal



: M Exercise to Preserve Functional Status and Prevent Disability
'th r‘ Ve among Cancer Patients Undergoing Chemotherapy

sixty - five

— THRIVE-65 Intervention:
270 participants R - Resistance and aerobic
Key Eligibility: A exercise training
N * protein support
«Stage I-lll breast D
cancer ﬁ 0
Starting M
f‘“th’acgc"": or | Supportive Care Program:
na:;:f’juisait o Z provided with materials on
- E mindfulness, art therapy,
*Age 2 65 years stretching and healthy
nutrition

- MPI: Schmitz, Ligibel, Berger



Exercise, Diet, and Weight Management in Breast
Cancer Survivors

Observational evidence provides strong evidence that obesity and inactivity
are linked to higher risk of developing and dying from cancer

Consistent evidence from RCT’s shows that exercise during cancer
treatment has significant benefits for cancer patients

Important evidence gaps remain regarding whether weight loss, increased
exercise and other lifestyle interventions during and after cancer treatment
will impact cancer and treatment outcomes



Nutrition and Breast Cancer - Review of
the Evidence

Tracy E. Crane, PhD, RDN

Associate Professor, Medical Oncology Miller School of Medicine

Co-Lead Cancer Control Research Program & Director of Lifestyle
Medicine, Prevention and Digital Health

Sylvester Comprehensive Cancer Center | University of Miami
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Diet and Breast Cancer Risk

e 119 studies from around the world, >12 million women and > 260,000
cases of breast cancer

 Strong evidence consuming alcoholic drinks INCREASES the risk of pre and
post menopausal breast cancer

* Some evidence consuming non-starchy vegetables might decrease the risk
of ER— breast cancer

e consuming foods containing carotenoids might decrease the risk of breast
cancer (unspecified)

e consuming dairy products might decrease the risk of premenopausal
breast cancer

* diets high in calcium might decrease the risk of pre and post menopausal
breast cancer

© American College of Surgeons 2023. Content may not be reproduced or repurposed without the written permis of the American College of Surgeons.



Diet and Breast Cancer Risk RCT

WHI Components and Outcomes

Partial factorial Clinical Trial

Observational Study

(‘

DM: 48,835

‘w Observational Study |

Hormone Therapy Trials

* Primary: Coronary Heart Disease
* Secondary: Hip Fracture

» Safety: Breast Cancer

Calcium/Vitamin D Trial:
* Primary: Hip fractures
* Secondary: Colorectal Cancer

Dietary Modification Trial:
* Primary: Breast Cancer and Colorectal Cancer
* Secondary: Coronary Heart Disease

Total: 161,808 women

Anderson et al., Ann Epidemiol. 2003 Oct;13(9 Suppl):S5-17.
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WOMEN’S
HEALTH

Low-fat diet, with increased
fruit, vegetables and whole
grains.



WHI

* Initial 8.5 year follow up:

* No significant difference in breast cancer incidence (8% lower
intervention, p = 0.09) or death from breast cancer (HR 0.67;
95% Cl, 0.43-1.06, p=0.08)

* In sub-group analysis ER-/PR- breast cancer had a statistically
significant reduction in deaths after breast cancer (HR 0.64; 95%
Cl, 0.49-0.84, p=0.02) however deaths from breast cancer
specifically was not significant

WOMEN'S
HEALI'H

* Longer term 19.6 year follow-up:

 Significant reduction in deaths after breast cancer (HR 0.85; 95%
Cl, 0.74-0.96, p=0.01) and breast cancer specific deaths (HR
0.79; 95% Cl, 0.64-0.97, p=0.02)

© American College of Surgeons 2023. Content may not be reproduced or repurposed without the written permission of the American College of Surgeons.
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PREDIMED Trial — diet and breast cancer risk

0.020

e Secondary analysis of women A V003 ol 038 G5 G, 026057 P 02
at high risk for CVD

* N=4,282 women (2003-2009)

* Mediterranean diet (+ olive oil
or nuts) vs. advice to follow a
low-fat diet

HR MeDiet + nuts vs control, 0.62 (95% CI, 0.29-1.36); P= .24
0.015

Control diet

0.010 MeDiet + nuts

0.005

Incidence of Invasive Breast Cancer

MeDiet + EVOO

g‘ s 0 1 2 3 4 5 6
. A ) No. at risk Time, y
N - MeDiet + EVOO 1476 1463 1369 1184 1013 785
MeDiet + nuts 1285 1271 1117 879 741 532
Control diet 1391 1353 1209 940 759 573

Toledo E. et al. JAMA Int Med. 2015
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What about diet after a diagnosis of breast cancer?
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WINS and WHEL Trials Womers
WHEL ecting and
Living Study
* WINS (n =2,437) * WHEL (n = 3,088)
e < lyear of diagnosis, post- * Invasive breast cancer
menopausal * Followed for 7.3 years
e Low-fat diet (<15% of calories + 5 vegetable servings, 16 oz of
from fat) vegetable juice, 3 fruit
* 2.6% between-group difference servings, 30g of fiber and 20%
for breast cancer events, energy from fat vs. ACS dietary
however this was non- guidelines

significant (p=0.077) * No reduction in breast cancer

events or mortalities

© American College of Surgeons 2023. Content may not be reproduced or repurposed without the written permission of the American College of Surgeons.
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WINS and WHEL post-hoc analyses

WINS

ER+ Breast Cancer

ER- Breast Cancer

© American College of Surgeons 2023. Content may not be reproduced or repurposed without the written permission of the American College of Surgeons.

% With Relapse-Free Survival Events

o=
s £
=
=1

0.30

0.25 A

0.20

0.15 4

0.10

0.05

0.0 -

% With Relapse-Free Survival Events

95% ClI P value
06310 1.14 277

Diet Control HR
BBITTO 122/1189 0.85

Control  ----
Diet —_—

770 753 725 641 512 385 265 156
1189 1165 1122 995 802 613 440 270

95% CI P value
0.58 0.37 to 0.91 018

Diet Control HR
28/205

59/273

Contral  ---- — A -
Diet — R o

0 1 2 3 4 5 6 7
Years

205 196 182 166 135 105 7 45

273 205 230 203 163 133 a8 55

WHEL
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P NAPB

1.00 4
0.98
0.96
0.94
0.92
0.90 1
0.88 1
0.86
0.84 1
0.82
0.80 1
0.78
0.76 1
0.74 1
0.72 1
0.70
0.68 -
0.66 -
0.64 ]
0.62 -
0.60
0.58

Survivor Function Estimate

Baseline total carotenoid quartile
> 1
oo 2
888 3
<64 4

0

| LRI LI I I LA B B L L LI L L L L L L L L LB LB L LB B LB L B |

1 2 3

4 5 6 7 8 9 10 1 12
Years Since Diagnosis

Highest quartile of plasma total carotenoid
concentration had significantly reduced risk for a new
breast cancer event (HR, 0.57; 95% Cl, 0.37 to 0.89).

Chlebowski R. et al. JNCI 2006; Rock C. et al. JCO 2005



DIANA-5

e 1,542 patients with elevated risk for breast cancer recurrence (stage |-
I1l) due to estrogen receptor—negative cancer, or metabolic syndrome,
or high plasma levels of insulin or testosterone and within 5 years of
treatment completion.

 Random assignment to an active dietary intervention or a control for
12 months with 5-year follow-up
* Both groups given AICR dietary guidelines

* Intervention diet included cooking classes, education and community meals
and based on Mediterranean diet pattern

* A priori diet index to measure the difference between recommended and
discouraged foods

Berrino F et. al. Clin Ca Res 2023

© American College of Surgeons 2023. Content may not be reproduced or repurposed without the written permission of the American College of Surgeons.
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DIANA-5

Overall recurrence-free survival

o

°. -

T ™. -  =wmusuau== Control group

Intervention group

No impact on recurrence of
disease HR =0.99; 95% ClI:
0.69-1.40.

(o]

G! —

& = T T T T T

0 1 2 3 4 5

Time (yrs)
Berrino F et. al. Clin Ca Res 2023
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1.00

0.95

DIANA-5 post-hoc analysis

Overall recurrence-free survival

| ACSANI:

1st tertile of DI
3rd tertile of DI

2nd tertile of DI

Time (yrs)

American College of Surgeons 2023. Content may not be reprc
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Dietary Index change

Breast cancer 1st Tertile 2nd Tertile 3rd Tertile

events (n) (<+2) (+2to +6.8) (>16.8) Pirend Continuous
Total population 142/1,300 1.00 0.86 (0.58- 1.29) 0.59 (0.36-0.92) 0.04 0.77 (0.60-0.96)
ER™ 29/265 1.0 2.58 (0.67-8.66) 2.25 (0.58-8.74) 0.81 1.45 (0.77-2.77)
ER™ 13/1,045 1.0 0.68 (0.42-1.09) 0.42 (0.26-0.77) 0.003 0.65 (0.49-0.86)
ER™ and tamoxifen treatment 71/606 1.0 0.45 (0.24-0.85) 0.30 (0.15-0.60) <0.001 0.54 (0.38-0.77)
ER™ and aromatase inhibitors 42/444 1.0 1.26 (0.56-2.84) 1.09 (0.42-2.98) 0.62 1.06 (0.66-1.70)
ER" and premenocpausal at diagnosis 66/625 1.0 0.60 (0.32-1.10) 0.24 (0.11-0.54) <0.001 0.51 (0.35-0.74)
ER™ and postmenopausal at diagnosis AT/ A2 1.0 0.99 (0.46-2.14) 1.27 (0.24-3.24) 0.63 113 (0.71-1.71)

Berrino F et. al. Clin Ca Res 2023



What about diet during treatment for breast
cancer?



DIRECT Trial

 Women with HER2-negative stage II/Ill breast cancer w/ planned
neoadjuvant chemotherapy (n = 131)

 Randomly assigned to fasting mimicking diet (FMD) vs. usual diet 3
days prior to and day of chemo

* FMD higher odds of radiological complete response (OR 3.16,
p=0.039) vs. usual diet

* FMD higher odds of pathological response w/ 90-100% tumor cell loss
(OR 4.11, p=0.016) vs. usual diet

* No differences in toxicity between groups

De Groot et. al. Nature Comm 2020

© American College of Surgeons 2023. Content may not be reproduced or repurposed without the written permission of the American College of Surgeons.
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Prolonged Overnight Fasting and Exercise

FastER

A FASTING AND EXERCISE STUDY FOR WOMEN WITH

Qrcadlan Allgnmew ADVANCED BREAST CANCER
Primary Aim
. . Fatigue
Prolonged Overnlgh‘t Fasting | > Secondary Aim
And/or Exercise a) Sleep, treatment toxicities and patient reported

outcomes (depression, anxiety, QOL)
b)  Physical function and body composition
Tertiary Aim

Figure 1. FastER mechanisms to
improve fatigue, body composition,
treatment toxicities and patient
reported outcomes.

Relation between circadian activity rhythms and 1)
fatigue, sleep, depression, anxiety and QOL and 2)
physical function and body composition

NCT06123988; RO1CA273209 Crane/Dieli-Conwright/Ligibel (MPI)
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FastER Study Schema

FastER

A FASTING AND EXERCISE STUDY FOR WOMEN WITH
ADVANCED BREAST CANCER

Prolonged Overnight Fasting (POF) Intervention
YES NO

12-week program (POF+EXE): 12-week program (EXE):

*  Weekly telephone calls (12 total) with a * 3 xper week (36 sessions total) Exercise
Registered Dietitian and behavioral health Trainer supervised® resistance + aerobic
coaching tofast for 14 hours each day exercise sessions
Daily tracking of start and stop time for eating Exercise sessions are completed during
3 x per week (36 sessions total) Exercise daylight hours to align circadian rhythm
Trainer supervised® resistance + aerobic
exercise sessions
Exercise sessions are completed during
daylight hours to align circadian rhythm

12-week program (POF): Attention Control:

*  Weekly telephone calls (12 total) with a «  Printed materials on nutrition and physical
Registered Dietitian and behavioral health activity information publicly available through
coaching to fast for 14 hours each day the American Cancer Society (cancer.org)
Daily tracking of start and stop time for eating Every other week calls (6 total) general

health education telephone calls with no

discussion of any intervention content

Recruit, Consent
Baseline Assessments
Randomize
12-week Assessment
6-month Assessment
12-month Assessment,
Exit Interview

Exercise (EXE) Intervention

NCT06123988; RO1CA273209 Crane/Dieli-Conwright/Ligibel (MPI)
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Considerations & Future Directions

* Diet is challenging to measure
 Study design and follow-up
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* Complexities of diet
* Patterns
* Meal timing
* Nutrients

e Environmental & Gene
Interactions

of the American College of Surgeons.



Additional research is needed to understand the impact
of diet on breast cancer outcomes with specificity for
tumor type and stage across the cancer continuum.
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Exercise and Nutrition in the
New NAPBC Standards

Kathryn Schmitz, PhD, MPH, FACSM, FTOS, FNAK
Professor, Hematology Oncology, University of Pittsburgh

Hillman Cancer Center
(Vice-Chair, NAPBC Standards Committee)



Overview

* New Standards

e Revisions intended to focus on the patient journey

* Pilot Sites in 2023
* New Standards in effect January 2025
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How We Came to View

Old Model New Model
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N A P B National Accreditation Program for Breast Centers
American College of Surgeons

Intensity of the Emotional Experience across the Journey

A
HIGH
. “It’s become so routine to
= the providers as it's
= become a job to them. I's
-] @  Dew for the patient. It was
3 i forme”
B 3
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; T .;; l'_ :." :,:
REEAS :
#1 o " & . i 5 ! E .
FJ0URNEY S
£ L .
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2 ]
= ¢
5 ‘._‘_:'
LOW

2,
Y e “The only result I want
- i L is to be still alive. I"'d
Pt e 8 “.4 :  rather be missing some
' parts and alive than ina
{  “Waiting for the mmkﬂ,,““ﬂ‘aumy
pathology report was i )
worse than waiting for
the test itself.” »
“My boys were 11 and i2. We ...
were in the garage when I
told them I had cancer. I
conld feel the energy go ont.”
“Words are so
important.
‘Survivorship’ feels like
a ‘don’t call us, well call
you'.”

Journey Over Time (does not depict relative duration)
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The 2024 NAPBC Standards

Paradigm shift: Care through the patient’s lens

Align with ACS emphasis on value-based care and CoC’s cancer care
goals

Standards will help provide high value patient care that is
feasible, educational and not punitive

Adjustable, fluid with long roll out for programs to adapt and grow
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Nutrition

Standard 2.3 Breast Care Team

* Nutritionists are specifically called out as being among the health
care professionals appropriate for the Breast Program Director and
Breast Program Leadership Committee to include in the Breast Care
Team.
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Nutrition

Standard 5.7 Comprehensive Evaluation of Patient Factors Before
Treatment

* Each calendar year, the Breast Program Leadership Committee must
review and assess one of multiple possible categories of patient pre-
treatment evaluations

* Evaluations for referrals to nutrition counseling is included in these possible
categories

e (Other options include functional assessments, evaluation for referrals to
oncofertility, cardiooncology, exercise programs, genetics, physical therapy, or
social well-being)
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Nutrition

Standard 5.11 Medical Oncology

* Protocols must be developed and implemented for assessment of
side effects of systemic therapy and appropriate referrals and
interventions.

* Multiple possible interventions to address side effects are listed including:

* Nutrition support is offered for patients to maintain a healthy diet while experiencing
the side effects of chemotherapy

e Acupuncture is offered for control of chemotherapy induced neuropathy
* Pharmacologic interventions are available to address symptoms
* Cold caps are offered to avoid chemotherapy induced alopecia
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Exercise

Standard 2.3 Breast Care Team

* Exercise Professionals are specifically called out as being among the
health care professionals appropriate for the Breast Program Director
and Breast Program Leadership Committee to include in the Breast
Care Team.
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Exercise

Standard 5.7 Comprehensive Evaluation of Patient Factors Before
Treatment

* Each calendar year, the Breast Program Leadership Committee must
review and assess one of multiple possible categories of patient pre-
treatment evaluations

e Evaluations for referrals to exercise programs and physical therapy are
included in these possible categories

* (Other options include functional assessments, evaluation for referrals to
oncofertility, nutrition counseling, cardiooncology, genetics, or social well-

being)
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Exercise

Standard 5.9 Surgical Care

Standard 5.10 Reconstructive Surgery
Standard 5.11 Medical Oncology
Standard 5.12 Radiation Oncology

* Protocols must be developed for pre-treatment functional
assessment and appropriate referrals to exercise, physical therapy,
and/or lymphedema management

 Specific protocol for functional assessment

e Same protocol for pre-treatment functional assessment before surgery,
chemotherapy, and radiation oncology
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Functional Assessment Protocol

ASSESSMENT

Patknt

e Shoulder abduction

* Timed up and go . T

Purpose: To assass mobility
Equipment: A stopwatch

130 Directions: Patiants wear their regular footwear and
can use a walking aid, if needed. Begin by having the

OBSERVATIOMS

»
\ patient sit back in a standard am chair and identify a Observe the patient’s
‘. lime 2 metars, or 10 fest away, on the floor. pestural stability, gait,
\ stride langth, and sway.
|
' (@ Instruct the patient: Ao Check all that apply:
' L= m:t = 0O Sow tentative paca
' \thlnj""ﬁn,”lmtplhm O Loss of balamca
2 1. Stand up from the chalr O Shart strides
| 2 Walk to the line on the ficor at your normal pace. O Littls or no arm swing
3. Turn. O Staadying saif on walls
‘ 4. Wak back to the chalr at your normal pace. O Shuffing
'| 5. SIt down agan. O En bloc tring
| O Mot using assistive
/' On the word “Go,” begin timing. davica propary
¢ Stop timing after patient sits back down. Thasa changss may signify
o () Record time. reurcizgical problome that
raguira further evaluation.
Time in Seconds:

n aldar sdult who takes 212 seconds bo complats the TUG is at sk for falling.

COC's STEADI boods and resourcas can halp wou scraen, assass, and Inbervena o reduce
your patient’s fal dsk. For mon Irfermation, Wek wwwode govistasd
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Exercise

Standard 5.11 Medical Oncology

* Patients with breast cancer must receive the following care with
documentation in the patient medical record:
* Guideline/evidence based care
* Pre-treatment functional assessment and appropriate referrals
* Exercise therapy recommendations for pain control, fatigue, depression,
sleep, loss of function, and improved survival
* Site reviewer will evaluate preselected medical records to confirm
compliance with standard, including:
» Exercise therapy recommendations
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Exercise

Standard 5.15 Survivorship

 The NAPBC accredited program must use evidence based guidelines
to develop and implement a protocol addressing persistent
symptoms, functional issues, and social and behavioral determinants
of health...

* Examples of evidence-based guidelines include:
* Referral to local or online exercise programs
» Referral to outpatient rehabilitation
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Exercise

Standard 5.15 Survivorship

* The protocol to address symptoms, functional issues, and social and
behavioral health must also address how patients with breast disease
or breast cancer rare connected to evidence-based elements of
breast cancer recovery.

* For example, ensuring that breast cancer survivors receive referrals to
exercise programming at follow-up appointments.
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In summary:

The new standards highlight Nutrition and Exercise in a way
intended to support the patient journey, to reflect that evidence
base supporting their inclusion in breast care, and recognizing
that what sites have available to them will vary widely.

www.exerciseismedicine.org/ ﬂ DrKathrynSchmitz @fitaftercancer
eim-in-action/

moving-through-cancer/


http://www.exerciseismedicine.org/

ACS Cancer
Conference 2024

February 22-24, 2024 Austin, TX

https://www.facs.org/quality-programs/cancer-programs/2024-acs-cancer-conference/

WCancer Programs

American College of Surgeons
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