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| 76,196 Participants were enrolled |

didbaiion Lo g o .
- . -
-

| Excluded by

non-RCT (n=3,101)
Double assignments (n=9)
Othar reasons (n—88) A

 Randomization 1:1 |

TR RE
72,717\
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EIERZ DBLR & B TEER

Registered - 2™ (2 years on)

Total

2007-2009 2008-2010 2009-2011 2010-2012

n % n % n % n % n %
Participated | 6197 81.3| | 20958 76.3| |20588 73.8 6353 68.8 | 54096 74.9%
Questionnaire | 1340 17.6 5049 21.7 6542 23.5 2606 28.2 | 16437 22.8%
Post-card 20 . 0.3 87 0.3 76 0.3 54 0.6 237 0.3%
(DUer?j:i:Jvere d) 69 0.9 ATT - AT 684 25 224 24 1454 2.0%

7,626 27,471 27,890 9,237 72,224
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MG+US

Screened number

36,752

MG

oy -

| Randomization Metho-c_:i

26,261 (73.0%)

Individual 26 335 (71 7%)

~ Cluster 10,417 (28.3%) 9,706 (27.0%)
Age (mean * SD) 445+ 3.0 444+ 3.0
Previous BC Screening, yes | 28,310 (77.0%) 27,528 (76.5%)
Menopausal status, regular 07,742 (75.5%) 27,265 (75.8%)
Childbirth, yes : 30,466 (82.9%) | 29,824 (82.9%)
 Children breastfed, yes 28,432 (77.4%) 27,783 (77.3%)
Family History of BC, yes 4538 (12.6%) | 4,685 (12.8%)

First-degree female relatives

1,727 (4.7%)

1,617 (4.5%)

J-START
PERZER
GEZ R LLEZERRL )
Stﬁéfdg;‘p C?ﬁg'gﬁ{;w | Total ; Appendix
ra":\‘é’;':qur: . 36,859 36,139 72,998
Subjects Eligible 36,841 36,122 72963 | \uncrawof ic
Subjects Analyzed 36,752 35,965 72,717
 Category lll+ 4,647 3,153 7,800
( Recall Rate ) (12.6%) (8.8%) (10.7%)
 BC Detected 184 117 301
( Detection rate ) (0.50%) (0.33%) (0.41%)
IntervaI ca;é"érs 18 A 35 B3
 Sensitivity 91.1% 77.0%
Specificity 87.7% 91.4% el

Average detection rate by mammography screening in Japan, 2012: 0.31%

b
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Intervention arm Control arm
Detection Modality N (Sensitivity:%) N (Sensitivity:%)
MG positive el 57.9% 109 ".7%
MG only positive 34 16.8% 72 47 .4%
US positive 143 70.1% N/A
US only positive 61 30.2% N/A
CBE positive 46 22.8% 45 29.6%
CBE only positive 0 0% 8 5.3%
All negative (nterval Cancer) 18 8.9% 35 23.0%
Total detected cancers 202 152
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Intervention arm Control arm
Detection Modality Qut'of 36,752 (%) Out of 35,965 (%)
MG positive 1T 0.32% 109 0.30%
MG only positive 34 0.09% 72 0.20%
US positive 143 0.39% N/A
US only positive 61 0.17% N/A
CBE positive 46 0.13% 45 0.13%
CBE only positive 0 0% 8 0.02%
All negaﬁve (Interval Cancer) 18 0.05% 35 0.10%
Screening detected 184 0.50% 117 0.33%
cancers
Total detected cancers 202 152
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MG+US MG
Positive Negative Total Positive Negative Total
(N=184) (N=18) (N=202) (N=117) (N=35) (N=152)

Stage

0 51 27.7%. .. 1 B.6%. .52 257% 31 265% 7 20.0% 38 25.0%

I 93 505% 8 44.4% 101 50.0% 48 41.0% 18 51.4% 66 43.4%
Il 32 174% 8 444% 40 19.8% 35 29.9% 9 257% 44 28.9%

nmiv 5 2.7% 1 5.6% 6 2.97% 3 26% 4.020% .4 26%

Missing 3 1.6% 0 O 3155 0 0.0 0 0 0 0.0%

184 18 202 117 35 152

J-START
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Modality Intervention arm Control arm
MG us CBE 0 | ‘ [+ 0 I [+
+ - +/- 23 12 6
-+ + +/- 17 39 20
- + +/- 11 42 14
+ N/A  +/- 30 42 37
. . + 0 0 0 1 6 1
ﬁgtzz%?tg:n cer) ! 8 2 ! 18 10
Total Screened &1 93 40 31 48 38
g 2
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Modality Intervention arm Control arm
MG us CBE recall cancer PPV(%) recall cancer PPV(%)
1928 i’
+ - +/- (5.2%) 41 2.1%
505 5
+ + +/- (1.4%) 76 15.0%
1950 ¢
- + +/- (5.3%) 67 3.4%
2702 4
F N/A +/- (7.5%) 109 4.0%
264 A 451
- - + (0.7%) 0 0% (1.2%) 8 1.8%
All Negative (Interval 18 35
Cancer)
Screening Total ( 14:262;)) 184 4.0% (3185"/30) 117 3.7%
Total detected cancers 202 162
J-START
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Total Intervention arm Control arm
(n=72,717) (n=36,752) (n=35,965)
Recall _rate of the first round 7,800 (10-7%) 4647 (12:6%) 3,153 (8:8%)
screening
Biopsy performed * 2,320 (3-19%) 1,665 (4-53%) 655 (1-82%)
Fine needle aspiration 1,662 (2:29%) 1,227 (3-34%) 435 (1-21%)
Core needle biopsy 583 (0-80%) 407  [111%) 176 (0-49%)
Vacuum-assisted biopsy 225 (0-31%) 137 (0:37%) 88 (0-24%)
Surgical biopsy T 66 (0-09%) 42 (0-11%) 24 (0-07%)

Data are n (%) or n/N, unless otherwise indicated.

*Either biopsy was performed. When clinically indicated, patient may be performed more than

two types of biopsies.

10n the participants of received surgical biopsy 66/72,717 (0.09%), 14/42(33.3%) had breast
cancers diagnosis in the intervention arm, and 4/24 (16.7%) had breast cancers diagnosis in

control arm.







