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Certainty assessment Ne of patients Effect Certainty Importance
N2 of Study design | Risk of | Inconsistency Indirectness | Imprecision Other Digital breast Digital Relative | Absolute
studies bias considerations | tomosynthesis | mammography | (95% Cl) | (95% Cl)
Breast cancer detection @
10 observational | serious not serious not serious not serious none 1569/195336 1357/236693 RR136 | 206 more | @& CRITICAL
1234567, studies ¢ d (0.8%) (0.6%) (1.22to per MODERATE
8310 151) 100,000
(from 126
more to
292
more)
Breast cancer stage (inferred from invasive cancer detection rate)
515679 1 observational | serious not serious not serious not serious © none 522/82281 626/134788 RR134 | 158 more | CRITICAL
studies ¢ d (0.6%) (0.5%) (1.19to per MODERATE
1.51) 100,000
(from 88
more to
237
more)
Invasive cancer /total cancer
515679 | observational | serious not serious not serious not serious none 522/646 626/752 RR 0.96 3 fewer Y11 @)
studies d (80.8%) (83.2%) (066 to per 100 | MODERATE
0.97) (from 28
fewer to
2 fewer)
Breasr cancer detection (second round screening with DM alone after a first round of DBT or DM
11f observational | serious not serious not serious not serious none 103/26474 254/45543 RR0.70 167 Y11 @) CRITICAL
studies d (0.4%) (0.6%) (0.56to | fewer per | MODERATE
0.88) 100,000
(from 245
fewer to
67 fewer)
False positive recall for assessment ¢
10 observational | serious very serious " not serious not serious none 5685/193664 | 10303/235138 | RR0.80 876 1000 CRITICAL
1234567, studies ¢ d (2.9%) (4.4%) (0.66to | fewer per | VERY LOW
8310 0.97) 100,000
(from
1,490
fewer to
131
fewer)
20/05/2020 © European Commission | http://healthcare-quality.jrc.ec.europa.eu Page 2/5



http://healthcare-quality.jrc.ec.europa.eu/

Certainty assessment Ne of patients Effect Certainty Importance
N2 of Study design | Risk of | Inconsistency Indirectness | Imprecision Other Digital breast Digital Relative | Absolute
studies bias considerations | tomosynthesis | mammography | (95% Cl) | (95% Cl)
Interval breast cancer
8 observational | serious not serious not serious | very serious none 324/317913 478/466253 RR 1.04 4 more 000 CRITICAL
11121314, studies ® d (0.1%) (0.1%) (090 to per VERY LOW
15161718 1.20) 100,000
(from 10
fewer to
21 more)
Radiation exposure
3 41820 observational not not serious not serious ! not serious none Radiation doses for DBT vary by manufacturer and protocol OO CRITICAL
studies ® serious (Bernardi 2016, Paulis 2015, Wallis 2012). LOW
m

Breast cancer mortality - not reported

- - r-r - r -+ - r - ;- [ - [ - [ - 1 - ]

Quality of life - not reported

- - - r - r - 1+ - r - 1 - [ - [ - [ - [ - 1]

Radiation induced cancers-related to radiation dose - not reported

Other causes of mortality - not reported

Explanations
a. Calculated as the total number of women with positive screening/overall number of screening examinations

b. Cohort studies provided partial diagnostic information. The risk of bias was assessed using an ad-hoc modified QUADAS-2 tool

c. Hofvind 2019 was a randomised prospective trial

d. Concerns for risk of bias due to reference standard was not blinded to the index tests. Additionally, there was variability in the number of readings, readers'
experience and number of readers (i.e. single or double) across studies.

e. Downgraded due to scarce number of events

f.  Hovda Radiology 2019 was included to assess detection rate outcome evaluated in a second round screening.

g. Calculated as the number of false positives/overall number of screening examinations - total number of cancers

h. Important unexplained heterogeneity (12=97%)

i. Calculated as the number of false positives/overall number of screening examinations - total number of cancers
Wide 95%Cl and low number of events
Results were consistent independently of the technology used (Hologic Selenia Dimensions or Siemens Mammomat Inspiration).
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L

Radiation exposure is a surrogate outcome of "other cancer related to radiation".

m. Doses levels are known to vary (diagnostic reference levels are typically country/region and system specific).
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