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SPLCIAL REPORY | GLORAL BREAST CANCER
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Cancer Death Rates for U.S. Women,
1930-2016

100, Females, by site (Rate per 100,000)
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Cancer Death Rates for U.S. Women,
1930-2016




GUIDELINES FOR SCREENING
MAMMOGRAPHY:

WHO SHOULD BE SCREENED,
AND HOW OFTEN?

SO WHAT IS THE PROBLEM?.

CONELICTING AND
CONITROVERSIAL DATA'AND

GUIDELINES! &



IN THE UNITED STATES:
(o

Age (yrs) to Start Offer at 40, not 40 40

Mammography Option to startat | later than 50
age dl

Age to Stop No age limit; When life Age 75, then Not stated When life Upper age Imit 74 years
Mammography tallor o expactancy is shared decisicn expectancy is | for screening is

individual < 10 yeers making <10 years not yet

health status established

Mammography Annual Annual 45-54; Every 1 or 2 years Annual Annual Every 2 vears

Interval Every Lar 2
ywars 55 and
olcer

* Rlack, sispanic, and Asan women have peak incidence of hreast cancer in their 40t ard should begin soraening ar least y age 40 *
* Moaticciokn DL, Newell MS, Moy ., Niell B, Monsees 8 Sickles EA. Breast Cancer Screening (o Wormen at Highers-Than-Average Rk Recommendations from the ACR. J Am Colf Aodiod 2015; 15:408.414;
* Stapleton SV, Oseni TO, Bababekon Y., Hurg ¥, Chang DC Race,/Tthnicty and Age Distribut on of Breast Cancer Clagrosis in the Unitad States

CONFUSION = LOSS OF
CONFIDENCE BY LAY U.S. PUBLIC




® WOMEN OF AVERAGE RISK:

= Begin mammography at age
40 (yearly)

= BSE performed regularly



GUIDELINES OF THE US PREVENTIVE
SERVICES TASK FORCE
(NOVEMBER 16, 2009)

® NO MAMMOGRAPHY RECOMMENDED FOR:
= Women ages 40-49

= WWomen over age 74

® MAMMOGRAPHY NOW RECOMMENDED

= Women ages 50-74
® O BREAST SELFE-EXAMINATION

® VO CLINICAL BREAST EXAMINATION ég



GUIDELINES OF THE US PREVENTIVE
SERVICES TASK FORCE
(NOVEMBER 16, 2009)

® 0 CLINICAL BREAST EXAMINATION .



FINAL GUIDELINES OF THE US
PREVENTIVE SERVICES TASK FORCE
(JANUARY 11, 2016)

® NO MAMMOGRAPHY RECOMMENDED FOR:
= Women ages 40-49

= WWomen over age 74

® MAMMOGRAPHY NOW RECOMMENDED
EVERYATIWO YEARS FOR:

= Women ages 50-74
® O BREAST SELF-EXAMINATION

® |\ O CLINICAL BREAST EXAMINATION




FINAL GUIDELINES OF THE US
PREVENTIVE SERVICES TASK FORCE
(JANUARY 11, 2016)

'..ész
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FIRST, A LITTLE BACKGROUND:

WHAT IS THE SCIENTIFIC
PROOF THAT MAMMOGRAPHY
DECREASES BREAST CANCER
DEATHS?

- (ONE OF THE GREATEST
MEDICAL ACHIEVEMENTS

OF THE 20TH CENTURY!)!



® Randomized controlled trials (RTC)
® Observational trials (organized programs)

® Surrogate data
® Modeling (NCI CISNET




s#* DIRECT PROOF OF B
1

RANDOMIZED CONTROLLED
TRIALS (RCT'S)= the Gold Standard

e Compare mortality of study group with
control group

® Mortality rate of control group = 1

N Proof of benefit = relative rlsk (RR) o

- .wuili" yayana: glusaﬂ-/
groupinciudesinon=attenders)



3 DIRECT PROOF OF B
; :

® National or provincial ORGANIZED
SCREENING PROGRAMS:

@ Although not randomized or controlled, they
offer valuable comparisons in breast cancer
mortality between large numbers of women who

are screened vs. those who are not screened

= These are in place in over 20 countries:




® Measure Surrogate End Points
(non-controlled)

= Small tumor size and lack of




® Modeling (NCI CISNET)

= Cancer Intervent. & Surveillance
Modeling Network (CISNET) of the
~ National Cancer Institute,




&} *t

s~ DIRECT PROOF OF BENEFEIT=

RANDOMIZED CONTROLLED
TRIALS (RCT'S)= the Gold Standard



RANDOMIZED CONTROLLED TRIALS:

SUMMARY
| AGES | DESIGN
HIP 1965 40-64 2 View + CBE 61,004
MALMO 1977 45-69 1 or 2 View 42,283
KOPPARBERG 1977 40-74 1 View 57,040
OSTERGOTLAND 1977 40-74 1 View 75,550
EDINBURGH 1978 45-64 1 or 2 View 54,654
CNBSS 1980 40-49 2 View + CBE 50,430
CNBSS 1980 50-59 2 View + CBE 39,405
o STOCKHOLM 1981 40-64 1 View 60,261
GOTHENBURG 1982 40-59 2 View 51,611

AGE 1991 39+41 1 View 160,840*



RANDOMIZED CONTROLLED TRIALS:

TRIAL AGES m WOMEN
HIP 1965 40-64 2 View + CBE 61.004
MALMO 1977 45-69 1 or 2 View 42,983

KOPPARBERG 1977 40-74 1 View
OSTERGOTLAND 1977
EDINBURGH 1978

View + CBE 39,405

1 View 60,261

GOTHENLoRG 1982 40-59 2 View 51,611
AGE 1991 39+41 1 View 160,840*




PHANTOM IMAGE SCORES VS.
DOSE, 1975-2015

~0~ Phantom Scors ALL dor°°°°° oo
«O= Phantom Score FFDM only °
=& Phantom Score SF only LA A

—o= Phaniom Score CR only
PN TOW P FDOV
2CON= 4
FILM-
SCREEN

Mean Glandular Dose (mGy)

1975 1980 1985 1890 R 1995 2000 2005 2010 2015
ear




EVEN IN THE FACE OF LESSER
QUALITY MAMMOGRAPHY, THE
RANDOMIZED CONTROLLED
TRIALS OF 1965 TO 1991 ALL**
SHOWED SCREENING
MAMMOGRAPHY TO
DRAMATICALLY DECREASE

BREAST CANCER DEATHS:

e HERE WAS ONE EXCEFTION Al HE

CANADIAN ENATIONALZT RIANOF 1980787 - '



RANDOMIZED CONTROLLED TRIALS:

SUMMARY
TRIAL AGES DESIGN WOMEN
HIP 1965 40-64 2 View + CBE 61,004
MALMO 1977 45-69 1 or 2 View 42,283
KOPPARBERG 1977 40-74 1 View 57,040
OSTERGOTLAND 1977 40-74 1 View 75,550
EDINBURGH 1978 45-64 1 or 2 View 54,654
CNBSS 1980 40-49 2 View + CBE 50,430
CNBSS 1980 50-59 2 View + CBE 39,405
STOCKHOLM 1981 40-64 1 View 60,261
GOTHENBURG 1982 40-59 2 View 51,611

AGE 1991 39+41 1 View 160,840*



s#® HEALTH INSURANCE P
“1 GREATER NEW YORK ST

® Randomized controlled trial

® 62,000 women age 40-64 on entry

e 31,000 each in study and control groups
e Study group offered mammography and

- breast physical exam annually for 4 years
_J W’H"‘I!"p‘ﬂﬁi&'--'
= 67/ 947/ S0/ 4670




THE EVIDENCE FOR
SCREENIN

® HIP trial = 1963 - 1969

= Demonstrated statistically
S|gn|f|cant overall decrease In




Cumulative Number Of Deaths
For Women 50 To 64 Years Old At Entry Into HIP Study

T ¢ @ @& ¥ & F 8§ 8B 0 WY W
YEARS AFTER ENTRY INTO PROGRAM




#*  THE EVIDENCE
K SCREENING

o HIP trial = 1963 - 1969

= Demonstrated statistically
significant overall decrease In

mortality of 30%

w-{ T breakont MO E4s Bronp ot M
intended in design of HIP);is

23%0 benefit, but'not
tatistically significant




Cumulative Number Of Deaths
For Women 40 To 49 Years Old At Entry Inio HIP Study

1 8§ 8 4 5 & T B %W N WU NS
YEARS AFTER ENTRY INTO PROGRAM




.(}. THE SWEDISH TR

‘/{\

® 5 randomized controlled trials

® Driven by public demand in Sweden

e 2-county trial: published 1985

= 31% overall decrease in mortality,
statistically significant

® All btrials showed overall benetit




RANDOMIZED CONTROLLED TRIALS:
SUMMARY

TRIAL
HIP 1965
MALMO 1977
KOPPARBERG 1977
OSTERGOTLAND 1977
EDINBURGH 1978
CNBSS 1980

CNBSS 1980

40-64
45-69
4074
40-74
45-64
40-49
50-59

2 View + CBE 61,004
1 or 2 View 42,283
1 View 57,040

1 View 75,550

1 or 2 View
2 View + CBE
2 View + CBE

ISTOCKHOLM 1981
GOTHENBURG 1982
AGE 1991

40-64
40-59
39+41

1 View
2 View
1 View 160,840*




RANDOMIZED CONTROLLED TRIALS:

SUMMARY
| AGES | DESIGN |
HIP 1965 4064 2 View + CBE 61,004
'MALMO 1977 45-69 1 or 2 View 42,283
KOPPARBERG 1977 40-74 1 View 57,040
OSTERGOTLAND 1977  40-74 1 View 75,550
EDINBURGH 1978 45-64 1 or 2 View 54,654
CNBSS 1980 4049 2 View + CBE 50,430
| CNBSS 1980 5059 2 View + CBE 39,405
'STOCKHOLM 1981 40-64 1 View 60,261
GOTHENBURG 1982 40-59 2 View 51,611

| AGE 1991 39+41 1 View 160,840*






Cumulative Mortality Rates
run'“mabnnuymm







THE CANADIAN
NATIONAL BREAST
07:) (09 = 34
CREENING
1992
CNBSS)




THE CNBSS RCI'S

e #1 (ages 40 -49) and
#2 (ages 50 - 59) = both showed
no benefit to screening!

® Led to considerable controversy

) ng !"ll“] my*.”‘ o‘,

ieading to fallacious results;
condemnation’by experis




THE CNBSS RCT!S

e Despite flaws and condemnation,

these were the ONLY RCT’s that
the Task Force decided to use In
their decision making process!!

They refused to look at all the
~ other RIC’s, which all showed
dramaticidropsin breasticancer.

morialityinthe study groups:i!

—



CNBSS = PROBLEMS

® Not population-based = accepted volunteers

® Both study and control groups pre-screened
with CBE

® Pre-screening done prior to randomization
- &Wumw@mamum

o ey of neluiggrets e lndEgiacidlogg |
= Both questioned by reference radiologists . -




CNBSS = PROBLEMS

® Not population-based = accepted volunteers

® Both study and control groups pre-screened
with CBE

~re-screening done prior to randomizatior,

study group.

o Qg of neununeegrants and bifgrpratadons |,



ADVANCED CANCER FREQUENCY
in the study group: RTC’S

-0.6

| I T T
- 0.4 0.2 0.0 0.2
Log(RR) fd€advanced breast cancer




CNBSS = PROBLEMS

® Not population-based = accepted volunteers

® Both study and control groups pre-screened
with CBE

-"

® Pre-screening done prior to randomization

S axnumberor acvanced cancers joundin
w&‘n--“'

» Quality of mammograms and interpretations =

= fthiquestionea by rererence radiol~~. o 5’;“"



Circa 1980 Circa 2023 =

=
RMLO,




RECENT ARTICLES DOCUMENTING THE
SERIOUS PROBLEMS WITH THE CNBSS
“CANADIAN”’) SCREENING TRIAL

Errors in Conduct of the CNBSS Trials of Breast “lournal of raast Imaming, 2072, B¢
Cancer Screening Observed by Research VAR P T TR T e ¢
Personnel Driginal Rasea-ch

ctaber 25, 2021; Ceiterial Acceptance: January 7, 2022

Jaan M Seely, MD, FRCPC, FSBI, FCAR,'**- Peter R. Eby, MD, FACR, FSBI,* Punlishad Online: March 29, 2022
Paula B Gordon, MD, FRCPC, FEBI,* Shushiela Appavoo, MD, FRCPC

Science of Screening

Martin J. Yaffe PhD, FSBI*

"University of Ottawa, Department of Radiclogy, Ottaws, ON, Ca
Research Instaute, Cttawa, ON, Canada; *University of Washington

Rediology, WA, USA; “Universky of Britsh Columbia, Department of The Fundamental FlaWS Of the CNBSS Tria|SZ

of Alberto, Jeportment of Diggnestse Inagng, Edmenton. Alberto,

Madical Bicphyysics, Sunnybraok Research Institete, Tororto, ON, Ce A SCientific Review
*Addross corraspondenco to I M S (o.muil josoohy@eoh ca)
Jean M. Seely, MD,"* Peter R. Eby, MD,>* Martin J. Yaffe, PhD"

"University of Otawa, Cepartment =* Madiczl Imaging, The Ottawsa Haspta, DMewa, Ontzre, Cznada; Virgina
Mesan Medizal Canter, Daparmant of Radiology, Saattle, W, USA; Unvarsity of Wasntingtan School af Madicing,
Seattla, WA, USA; *University o Toronto Physicsl Sciances Platform, Dapariment of Medica: Biophysics, Suanyhraok
Hesearch Institute Sunnybrook Haspitzl, Tororta, Ontario, Canada

Editorial “B0dress comespondence 1o J S, o mall; jsseelyDtohca)

Problems With the Canadian Nationa
Screening Studies
Stephen V. Duffy, BSc, MSc, CStat'*

‘Wieen Miry Univirsty of Lordm, Jeetrd Ite Preverlon, Udechon, 3n) Lagnasiy, Wolsm hsitude of rojulateun
Health, Loadcn. UK

*Address comaspondence to SW.0. (p-mar s aduty@qnulacuk

'w\ﬂvk' mameangraphy, crraeniny: Fak




RANDOMIZED CONTROLLED TRIALS:

95% CI
HIP 0.63,0.93
MALMO 1 0.67,1.00
MALMO 2 0.39,1.06

TWO-COUNTY 0.56,0.84
EDINBURGH 0.53,0.95
CNBSS 1 0.80,1.40
CNBSS 2 0.78,1.33
STOCKHOLM 0.74 0.51,1.08
- GOTHENBURG 0.76 0.56,1.04




RANDOMIZED CONTROLLED TRIALS:

TRIAL RR 95% CI
HIP 0.77 0.63,0.93
MALMO 1 0.82 0.67,1.00
MALMO 2 0.64 0.39,1.06
TWO-COUNTY 0.69
EDINBURGH
CNBSS 1
CNBSS 2

0.51,1.08
0.56,1.04




MORE DIRECT PROOFOF
BENEFIT=

® National or provincial ORGANIZED
SCREENING PROGRAMS




s#* JANUARY 2006: S
“2 ORGANIZED SCREE

® Review of screening outcomes
in nine counties (45% of the
population of Sweden)

e Death rate in screened group
decreased 4470 since 97/




:(y_ OTHER ORGANIZED SC
R PROGRAMS WORL

® THE SAME RESULTS AS IN SWEDEN (40+%
REDUCTION IN BREAST CANCER DEATHS)
HAVE NOW BEEN REPRODUCED IN
ORGANIZED SCREENING PROGRAMS IN:

= British Columbia

= Nova Scotia

= Australia
= Nory .El

= Holland >.:&¥ 5IOTHER'COUNTRIES!
(iLhelU SANAaSIOBEORTUNISIIGISCreening) s




r7olland Si& 15 OTHER COUNTRIES!
(IheUSANaSIOEEORITUNISIIGISCreening) pus




NORWEGIAN BREAST CANCER
SCREENING PROGRAM: 1996-2010

e NOR-SCrEened coOhorts (1996-20100 wal- = Screencdcohorts(1996-2010)

-—
. V]

62% MORTALITY REDUCTION!




Age Adjusted Breast Cancer Mortality

Breast J 2006;12(suppl. 1):S70-S80

Breast cancer
mortality rate
In Six
countries,
1960-2002.
Rates are
age-
standardized
rates (world
standard) per
100,000 at
ages 45-74
years. UK,
B Australia Netherlands Unlted e
Germany B UK, England and Wales Kln g dom. ,‘_‘ 1

Ita United States of America

1



Compare BC Mortality in to that in
where organized screening didn’t begin until the 19908

Mortality from Breast Cancer
Age-standardized rate (World) age (40-85+)
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o INDIRECT PRO
A OF BENEFIT

® Measure Surrogate End Points
(non-controlled)

= Small tumor size and lack of
axillary lymph node
involvement

~ This downstaging is shown to
be responsible forthe reduced
mortality seenin the RCi:s




Cumulative Survival of Women Aged 40-74
by Size Groups. W-E Trial

¢ 10-14 MM

o <iOmm (17/352)  ~a-10-14mm (56/498) -+ 15-18mm (B5/460)
20-26mm (155 V538) —e—30-49mm (138204) B0+ (11161)

s 4. 8 & % b % % H B
Time In Years Since Operation



LYMPH NOD

Cumulative Survival of Women Aged 40-74
by Node Status. W-E Trial

-~ Node -ve (153/1416)
-=-Node +ve (261/649)
0. -« Distant met. (78/80)

T T T P— _— T
2 3 4 & 6 7T 2 $ ¥ M 20
Time in years since operation




® Randomized controlled trials (RTC)
® Observational trials (organized programs)
® Surrogatedata

odeling




S O

Live

aved per 1000 Women Screened

Lives Saved Averaged Over All 6 Models

B50-74
Screening annually ages 40-84 saves

B50-69 5 more lives per 1000 women than
B55-69 screening biennially ages 50-74

0 -‘é‘*
10000 20000 30000 40000

Nurmbzar of Marmmogjrams




Lives Saved Averaged Over All 6 Models

aved per 1000 Women Screened

S O

Live

Screening annually ages 40-84 saves
B50-69 5 more lives per 1000 women than
screening biennially ages 50-74

Costs: ~ 25,000 more mammograms

~1,800 more callbacks

~120 more biopsies

30000¢" 40000

Nurnoer of Mammograrms



Lives Saved Averaged Over All 6 Models

O

QO

S 25,100 Saved

8 12 9 N A2
(&

(/p

c 1 it R
(<) B40—34

g e o esosa . o
= 65070 14,700 Saved

o B50-74

(=) 6 -

= S 10,400 more

3?% nd e lives would

5 - be saved

£>j o with annual

%) screening

o © ; — ages 40-84 —
= 10000 20000 IVULY 40000
-l

Numberof:Mammograms



USPSTF recommendations save
the most MAMMOGRAMS

Yearly screenlng beglnnlng at




N NEW GUIDELINES OF THE US
-a; PREVENTIVE SERVICES TASK'FORCE
g\ (JANUARY 11, 2016)

® THEIR RATIONALE FOR NO SCREENING FOR
WOMEN AGES 40-49:

= [They claim only a 15% mortality reduction
from screening mammo in this group

= [hey claim the harms (false positives, anX|ety,
" paln dlstress overdiagnosis of DCIS,

radiation exposure) of asmiﬂim@ﬁa:ﬁm -
penefits of screening




N NEW GUIDELINES OF THE US
-a; PREVENTIVE SERVICES TASK'FORCE
g\ (JANUARY 11, 2016)

e THE TRUE FACTS ABOUT SCREENING FOR
WOMEN AGES 40-49:

= RCT’S and organized screening data show a
30-49% mortality reduction with screening
mammography In this group!

Bt Nesrnmig Sl

N 40Y0%0T aII vears Iost‘tobreastcanc’ erarein




2 COUNTY TRIAL: CUMULATIVE
SURVIVAL OF INVITED PATIENTS WITH
BREAST CANCER, BY AGE GROUP

Cumulative survival of breast cancer patients by age group,
Dalarna county, Sweden, diagnosed 1977-2014.

—a—Aped 40-49 (164/890) HR=1.00 71%

—+~Aged 50-59 (226/1380), HR=0.95(0.78, 1.17) 72%

~#=Apced 60-69 (267/1847), HR=0.92(0.75, 1.11) 69%

2345678 910111212 14151617 1812202122 23242526 27 28 7% 30 31 32 33 34 35 36 37 38 35

Years sinca diagnosis




= Physical harms
= Psychological harms (ANXIETY!)

= Additional imaging & biopsies (false positive)
= |nconvenience

-

= Radiation exposure

=_False negative results




= Physical harms
= Psychological harms (ANXIETY!)

= Additional imaging & biopsies (false positive)
= |nconvenience

-

= Radiation exposure

=_False negative results




e HARMS OF SCREE
(ACCORDING TO THE

PSYCHOLOGICAL HARMS: ANXIETY, DISTRESS

= |f patient given negative results clearly,
then there is “minimal anxiety”

= (Therefore, screening mammography is a
“good news” exam for 90% of women!)

= For those recalled from screening, studies
~are “mixed”: some showed transient anxiety,

others showed no difference compared to
women with negative screening mammos

= Therefore;;anxiety &distress are “usually.
transientiand =hotia barriertoscreening s



-;,5-*§ YES,

E% 2 P REGULAR MAMMOGRAVS
4 ‘g* _ =2 AND EARY DETECTION
w?r‘

= a5 Gy

WOULD HAVE SAVED
o YOUR LIFE..
-

BUT ARENT
YOU GLAD YOU
WERE




= Physical harms
= Psychological harms

= Additional imaging & biopsies (false positive)
= |nconvenience

-

= Radiation exposure

=_False negative results




s HARMS OF SCREE
K 4 (ACCORDING TO THE

OVERDIAGNOSIS: TWO SCENARIOS

= Diagnosis and treatment of breast cancers
that would never become apparent during a
woman'’s lifetime (mostly young women)

= Unnecessary early diagnosis and treatment
- for breast cancers that would have become =

clinically apparent, but would not have
died of something else firstolderawomen])




HARMS OF SCRE
(ACCORDING TO THE

OVERDIAGNOSIS

= HOWEVER- The REAL problem is mostly
OVERTREATMENT of minimal cancers (esp.
low grade DCIS), not overdiagnosis!!

-~ = [N ADDITION, the opponents of screening
erroneously claim that the increasing
diagnosing too many new “harmiess®ones!




OVERDIAGNOSIS

actual increase
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RANGE OF OVERDIAGNOSIS BY ORGANIZED
SCREENING PROGRAMS, ADJUSTING FOR
INCREASING INCIDENCE (AND LEAD TIME)
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RANGE OF OVERDIAGNOSIS BY ORGANIZED
SCREENING PROGRAMS, ADJUSTING FOR
INCREASING INCIDENCE (AND LEAD TIME)

3 4 5 6 7 8 9 10 11 12 13
Study

B Adjusted I Not-Adjusted A7
COURTESY DR.LASZLO TABAR
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ORIGINAL ARTICLE

Overdiagnosis in mammographic screening for breast
cancer in Europe: a literature review

Donella Puliti, Stephen W Dufty, Guido Miccinesi, Harry de Koning, Elsebeth Lynge,
Marco Zappa, Eugenio Paci and the EUROSCREEN Working Group (members listed at the end

J Med Scresan 201219 Suppl1:42-55

Conclusions The most plausible estimates of overdiagnosis range from 1% o 10%. Substantially
higher eslimates ol overc iugn.::.sis reporten ilerature are due to the ack ¢ udiustrne.nt for
breast cancer risk and/or lecd time.

brecst concer omrdiognee ¢ in Evropean popukilionkasec mammogroshic screening programmes,

Studies were classified according to the presence and the type cf odjusiment for breast concer
Sen and of ericls lnr rish |dato, medel anc covariates vsed). and for Izad time (gotistcal adjusment o compersatory
avthors' affliations drep). We expressed estirates of overdiagrasis from each study as o percentage ol the expecied

incicerce in the abseace of scroaning, ever fiho \o'iobili}y in the oge range of the dererrirater
Caereeponcercs be: could not ke remoned. Edimates reluding carcinoma in siks were contiderad when available.
Ewgunio Peci, Clnkul uid  Results There were '3 primary siudiss reponing 16 est mases of overdiagnasis in seven European
&?cng;:g“c'ie&’?wy countries (e Nethedands, Tdy, Norway, Sweden. Denmork, UK and Spain). Uncdjusted est iraes
Resaorch 0nd Frevension ranged flom 0% to 543 Repored esfimates adjusted for breast cancer risk o1d lead time wers
[r"d;lcﬂ?‘f/ia-iﬁlh- f)hl.f;"' 2.8% in the Nehadands, 4.6% and 1.0% in Baly, 7.0% ir Donmark end "0% and 3.3% in
;o:o@upo.o;e;:‘;;n:\l' " Englanc o Naes. . .

Conclusians The mos! plousitle estimaes o averdlagnosls rangz from 1% to 10%. Subsanilally
,;A'I'<Je9::d,,(f:°l'.,p‘u':d'°'n highsr estimales of overdiagrosis reported in the lterature ars dus to the lack of adjustment fer
e breast cancer rizk ard/or lead fime.

J MED SCREEN, 2012




CONCLUSION:

THERE ARE NO CREDIBLE DATA
TO SUPPORT THE CONCLUSION
THAT THE MAJORITY OF SCREEN-
DETECTED BREAST CANCERS

CLINICALLY PALPABLE .'JRE’JU' F
CANCERS!




s#® CONDITIONS THAT AR
Vi OVERDIAGNC

DEFINITELY.

= “Fibrocystic disease” by our clinical
colleagues

= ADD in children, and Alzheimer’s
in the aged

aﬁnpamlam@am]mmhsg
of the USPSTFE!



USPSTF carefully examined the

“HARMS” of screening

BUT- what about the “"HARMS™ of




iy HARMS OF NOT SCREENING
“4 (SOMEHOW OVERLOOKED BY USPSTF)

= For women 30-39 today, if they were to
follow the USPSTF guidelines for screening,
rather than the ACR guidelines for screening

mammograms yearly beginning at age 40,
99,829 MORE women would die of breast
cancer between the ages of 40 and 84!*

“Source: Hendrick'and Helvie,,AJR, 20115 196 VW112-W116



syt HARMS OF NOT SC
““4 (SOMEHOW OVERLOOKE

= For women 30-39 today, if they were to
follow the USPSTF guidelines for screening,
rather than the ACS guidelines for screening
mammograms yearly beginning at age 40,
99,829 MORE women would die of breast
cancer between the ages of 40 and 84!%

- = [fthese numbers are calculated based on
the current 65% screening compliance rate
in the U.S.; then the number of additional

cohort wouldbe only 65,000~

Source: Hendrick'and Helvie,;AJR,2011; 196: W112-W116



o HARMS OF NOT SC
“’4# (SOMEHOW OVERLOOKE

= By finding cancer when it is smaller, then
less extensive surgery can be performed,
with much better cosmetic results

= [t is much less expensive to care for a
woman with early breast cancer rather than
advanced breastecancer with better




CONSEQUENCES OF EARLY CANCERS
FOUND AT SCREENING VS. LATER

CANCERS FOUND CLINICALLY

Mastectomy 25% 47%

BCT 6/% 487%

Chemotherapy 457% 817%




Cost of treating far-advanced cancer

Breast Cancer Res Treat (2012) 134815 822
DOT 10.1007410546-012-2097-2

EPIDEMIOLOGY

The economic burden of metastatic breast cancer: a U.S. managed
care perspective

Alberto J. Montero « sara Eapen * Brian Gorin ¢
Paule lte Adler
Assuming average PPPM
costs of $9,788 and an average life expectancy of 2.2 years,
expenditure to treat mBC would be




o HARMS OF NOT SCR
“’# (SOMEHOW OVERLOOKED

HEALTH COUNCIL OF THE NETHERLANDS
BREAST CANCER SCREENING REPORT:

= 1,600 Euros saved per life year gained

= For each breast cancer death prevented by
screening, the woman will be spared the
~ terminal stages of this disease, AND

ﬂ:) She will gain an average of 16.5 life years!!




s  HARMS OF NOT !
“ZA (SOMEHOW OVERLOOKED BY. u-:#yrr)

= When the young breast cancer patient dies,

her family loses a wife, mother, caretaker

to her parents, and a productive member of
the work force, at a huge emotional and
financial cost to both the family andto




+&  NEW GUIDELINES OF THEUS
S~ PREVENTIVE SERVICES TASKIFORCE
Q (JANUARY, 11;12016)

IN SUM:

= Panel overlooked the REAL HARMS of NOT
SCREENING, such as huge costs in pain,
suffering & money in treating advanced ca,
and oh, by the way, early & tragic death!

:)L@;{iﬂi@ happens at age 50: the
of breast cancerincreases
y&mmmm@mmmnmwﬂu




Annuz! Incidence per 100,0000

600

400 -

300 -

200 -

100+

Age-Specific Breast Cancer Incidence Rate
per 100,000 Females, SEER 2002-2006

s [yvasive + In-situ Breast Cancers

—&—Invasive Breast Cancers Only




Age grouping has been used to make data that
actually change gradually with increasing age
(falsely) appear to change suddenly at the age of 50.

Reality = Incidence

¢mmm increases gradually
with each year of

at the age of 50



'.‘f; THE “HARMS” OF SC

= There are harms (risks?) in screening for
breast cancer, JUST AS THERE ARE IN
ANY OTHER TEST IN MEDICINE

= These cannot and should not be trivialized,
but they pale when compared to the real
harms of NOT screening

= Early and tragic death from advanced breast

cancer would seem a greater harm than all

= TheJask Force clearlymadea “value



+&  NEW GUIDELINES OF
$0-" PREVENTIVE SERVICES TAS

® THEIR RATIONALE FOR SCREENING EVERY
TWO YEARS FOR WOMEN AGES 50-74:

= [hey claim NO appreciable mortality
reduction from screening every year as
compared to every two years

= They say the 1300 women who are screened
~ for every year of life saved in this age group

are “enough® to justify screening them
= They claim the hariis are doubled by,

screening every year.instead of every two'



N NEW GUIDELINES OF THE'US
-«k PREVENTIVE SERVICES TASK'FORCE
At (APRIL 20, 2015)

e THE TRUE FACTS ABOUT SCREENING FOR
WOMEN AGES 50-74:

= At least 20% more lives are saved by
screening every year instead of every 2 years




Mortality Reduction Averaged Over All 6 Models
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BS569  MORTALITY REDUCTION WOULD GO
S FROM 40% TO 23%, IF SCREENING
WERE BIENNIAL INSTEAD OF ANNUAL,
BEGINNING AT AGE 50
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SCREENING:
BENEFITS VS. R

® BENEFITS:

= At least 40% fewer deaths
= |ess extensive surgery
= | ess chemotherapy

® RISKS (SO-CALLED “HARMS?”):




Since the 2009 USPSTF
recommendations,
even more impressive
supportive data were
oublished (and somehow
overliooked by the 2016
USESITE):




s4* SEPTEMBER 30, 2010: TA
“4t 40-49 GROUP STUDY PUBLIS

® Evaluated mortality rates in 40-49 group
obtaining screening vs. not screened

= Evaluated 600,000 women, with 7.3 M yrs
In screened group, & 8.8 M years not

® There was a 29% decrease In breast
- cancer deaths in 40-49 group getting

B, Duffey SW, Abdsaleh S, Bjorr ab

ffectwe‘ﬁes‘s"ﬁf Po"ma'tlon Based Sewlé'é'Sc'Fe""enlng“W'th amﬁB"g?ap v
omgaaomg Years. Cancer, October, 2010



TABAR 40-49 GROUP STUDY
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Figure 2. This chart lllustrates the crude cumulative breast
cancer mortality per 100,000 person-years. Solld line Indl-
cates the study group: dashed line, control group.

*-Numan B, Duffey SW, Abdsaleh S, Bjorneld L, Bordas P, Tabar L et al: \
Effectiveness of Population-Based Service Screening with Mammography for - ‘
Women Ages 40 to 49 Years. Cancer, October, 2010 ~




~;,°‘ SEPTEMBER, 2011: SECO
“4 2 LANDMARK TABAR ST

® 29 year follow-up on Swedish Two-County
Trial

= Evaluated 133,000 women, with
screening beginning in the trial in 1977

@) There was a 31% decrease in BC deaths |n




+* SEPTEMBER, 2011: SECOND OF

Lo

“ 2 LANDMARK TABAR STUL




CUMULATIVE BREAST CANCER

DEATHS OVER 29 YRS.- WE TRIAL

00 - = ASP -~ PSP
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Cumulative mortality par 100000
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~;,°3‘ NEWS FLASH ERONMIGA
, OCTOBER 8, 2014!

® Results of 7 Canadian provincial screening
programs published (85% of Canada Pop.)

= 3 Million women ages 40-74 screened In
programs between 1990 & 2009

= 40% mortality reduction in women
~ participating in the programs




CANADIAN ORGANIZED
SCREENING PROGRAM (40-75)

Region SMR 95% CI

British Columbia 0.58 0.54100.62
Manitcba 0.60 0.52 10 0.68
Ontario 0.73 0.68100.78
Quebec 0.59 0.55100.64
New Brunswick 041 0.33100.48
Nova Scotia 0.64 0.54100.74
Newfoundland and Labrador, 067 0.42 10 0.91

| 0.60 | 0.52 to 0.67

40% | Mortality ,, .




CANADIAN ORGANIZED SCREENING PROGRAM

Region SMR 95% CI

British Columbia 058 0.51t00.65
New Brunswick 042 0.26to 0.59
Nova Scotia 0. 66 0 47 to 0.85

Summap

Region SMR 95% CI

British Columbia 057 05110064
Manitoba 0.54 0.44 t0 0.63
Ontario 0.78 0.71t0 0.85
Quebec 0.57 0.511t00.63
New Brunswick 0.37 0.25t0048
Nova Scotia 0.75 0.5710092
Newfoundland and Labrador 0.65 0.34 to 0.97




AND-
RECENT ARTICLES FROM DR. TABAR:

DUFFY S, TABAR L, YEN AMF, ET AL.:
MAMMOGRAPHY SCREENING REDUCES
RATES OF ADVANCED AND FATAL BREAST
CANCERS: RESULTS IN 549,091 WOMEN

Cancer: Viay 2020

https://aol.org/10:1002/cncr.52699

®-o
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s TABAR RECENT/ART}
K CANCER: MAY; 20

® 550,000 WOMEN 40-69, EVALUATED 1992-2017

= Evaluated the women who underwent screening
mammography, and those who did not, in nine
counties in Sweden (30% of Swedish population)

= Collected data on all women who died of breast
cancer within 10 years of diagnosis

= |[F THEY HAD UNDERGONE SCREENING
MAMMOGRAPHY, 41% LESS WOMEN DIED OF
BREAST CANCER WITHIN 10 YEARS, AND
THERE WERE 25% LESS ADVANCED CANCERS!

Diiffy'S et &, Cancer 2020, https //doi.orq/10.1002/cher.32859 =



https://doi.org/10.1002/cncr.32859

CUMULATIVE INCIDENCE OF BREAST CANCER FATAL
WITHIN 10 YEARS AFTER DIAGNOSIS

- = Nonparticipants in screening

Participants in screening

300
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41% LESS DEATHS IN
THE SCREENED GROUP
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Duffy S et al, Cancer 2020, accepted for publication



AND-
ANOTHER ARTICLE FROM DR. TABAR:

DUFFY S, TABAR L, YEN AMF, ET AL:

BENEFICIAL EFFECT OF CONSECUTIVE
SCREENING MAMMOGRAPHY EXAMINATIONS
ON MORTALITY FROM BREAST CANCER

(AWARDED THE ALEXANDER MARGULIS

PRIZE AS THE BEST SCIENTIFIC ARTICLE
OF 2021 BY. THE RSNA) i




s#® RECENT STUDY SHOWS VALUE

“t REGULAR SCREENING MAMMOG

@ 550,000 WOMEN DIVIDED INTO FOUR GROUPS,
BASED ON PARTICIPATION IN SCREENING

= Those who completed both of last 2 screens
= [hose who missed their last exam
= Those who missed the exam before the last

= Those who completed no exams

® In the group who completed BOIH exams, there

|
DUFFY SW, TABAR L, ET AL. RADIOLOGY 2021;299:541-547



* screening beginning at
age 40 saves the most LIVES!

- Serial nonparticipants
«wsi~ Lapsed participants
—d— |ntermittant participants
@ Serial participants
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Calendar year

(- SCREENED EVERY 12-18 MONTHS IN SWEDEN)

DUFFY SW, TABARL;ET AL RADIOLOGY 2021 ;299:54:I 547



U.K. AGE TRIAL

Effect of mammographic screening from age 40 years on > ®
breast cancer mortality (UK Age trial): final results of a
randomised, controlled trial

Stepher \Y Duffy’, Danie/ \ulzan®, Howard Cuckie, Dhamishta Parmar, Shama Sheikh, Rabers 4 Smith, Andrews Cuoans, Gleg Dlyuss, Lavise fohns, m
ban D Ellis, Jonathan AMzs, Feter D Sasieni®, Suz ' Moss ™

Summary

Backqround The appropriate age range for breast cancer screening remains a matter of debate. We aimed to estimate  ‘cacezonc:i2020

the effect of mammaographic screening at ages 40-48 years on breast cancer mortality. Auklished Orlina

Auguet 12, 200
ttps S do oy 1IN
$470-2045(2013039F-3
e Online/Comment

Methods We did a mandomised, controlled trial imvalving 23 breast screening units acrnss Great Rrithin. We randomly
assigned women aged 39-41 years, using individual randomisation, stratified by general practice, in a 1:2 ratio, to
yearly mammographic screening from the year of inclusion in the trial up to and including the calendar year that they |10 v 4 5 on010160

reached age 43 years (intervention group), or to standard care of no screening until the invilation to their first National sgo. 20452030049

25% LESS DEATHS IN THE SCREENED
GROUP AFTER 10 YEARS

DUFFY SW, ET AL. LANCET ONCOL 2020 https://doi.orq/10.1016/ - -
S1470-2045(20)30398-3 L



https://doi.org/10.1016/S1470-2045
https://doi.org/10.1016/S1470-2045

U.K. AGE TRIAL: CANCER MORTALITY

—— Control group
—— Intervention group

25% mortality reduction!

-
vy
o
=}
b
(-0
o
<o
o
o
i
i
—
w®
£
Q
£
[
o
L
| =
w
L
=~
v
w
(=8
o
o

Number at risk
(number censored)

Controlgroup  106953(0) 105856 (1027) 104520(2213) 102654 (3937) 100372 (6137)
Intervention group 53883 (0) 53265(591)  52651(1149) 51735(1993) 50537 (3151)




%* SUMMARY OF ISSUE
“4a USPSTF RECOMMEND

@ THEY DID NOT:

= Include any of the organized screening data
from around the world

= Include any breast cancer professionals on the
Task Force

= (Calculate harm-to-benefit ratio: value judgement!
=_Include the most recent RCT data
= Correctly analyze their own CISNET data!

THEY TWISTED & IGNORED THE TRUE FACTS!



s SUMMARY OF ISSUE
“2% USPSTF RECOMMEND

@ THEY DID NOT:

=Cent RCT data

THEY TWISTED & IGNORED THE TRUE FACTS!




s SUMMARY OF ISSUE
“2% USPSTF RECOMMEND

@ THEY DID NOT:

ES\ the

THEY TWISTED & IGNORED THE TRUE FACTS!



IN SUMMARY,

e THERE IS UNDENIABLE PROOF FROM RCT
STUDIES ON OVER 500,000 WOMEN, AND IN
THE ORGANIZED SCREENING PROGRAMS
INVOLVING MILLIONS MORE WOMEN, THAT
SCREENING MAMMOGRAPHY SAVES LIVES!

_(ONE OF THE GREATEST MEDICAL

w-._‘__.-l, -

ACHIEVEMENTS OF THE 20TH CENTURY)

= HOWEVER; it mustbe performed YEARLY

BEGINNING AT AGE 40 to be most effective



ONE PERSON
CAN MAKE A







“I believe that one of the greatest benefits
from my x-rays will be for screening
mammography, particularly for women

aged 40-49 vears.”

Wilhelm K. Roentgen, 1895

Courtesy Stephen Eeig, MD




“This benefit may not be appreciated
initially by those with limited understanding
of medicine, but eventually it will be
appreciated by all.”

Wilhelm K. Roentgen, 1895

Courtesy Stephen Eeig, MD




FIVE KEY POINTS TO RE

= Screening mammography has resulted in at
least a 40% decrease in breast cancer deaths

= Randomized controlled trial (RTC) data grossly
underestimate the true benefit of screening

= The “Canadian” RTC was not randomized, not
controlled, and was basically a medical FRAUD.

= USPSTF cherry_plckedthe data, overexaggerated




QUESTIONS OR
INFORMATION, or COPIES OF
MY PPT TALK:

Email address:

MAMMOMIKE@AOL.COM




HELPFUL BOOK
FOR YOU AND
YOUR PATIENTS

GOOD

CHAPTER ON
SCREENING |
GUIIDELINES! |

Connie Jones, MD |
WITH MICHAFL N, LINVER, MD







