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' :RE HHS-0S- 201 0—002 Request for Informatzon Regardmg Value—Based Insurance Deszgn m
_Connectzon Wzth Preventzve Care Benef ts -

o ,1nsurance des1gn (VBID) to the coverage of recommended prevent1ve services; con51stent w1th
- Section 2713 of the Affordable Care Act (ACA). Our comments reflect the unrque perspectives
of an_innovative medical device: .company whose mission, for the last 14 years, has been’ to :

" design and develop an ultrasound imaging product to assist tadiologists in addresmng an unmet
- :need for the early detectlon of. breast lesrons in. women w1th dense breast trssue R TR

RFI Questwns -

questlons hsted in the REL However questions 7 and 10 raise 1mportant issues that ate very v
relevant to our partlcular concerns. about encouraging investments in innovations that address .
'.:unmet needs and ensurlng that all women: have access to: the most approprlate breast cancer

characterlstlcs

s

'.:Ouestlon 7: What are . the criteria : for adoptlng VBID for_1 new or add1t1ona1 preventlve care L
beneﬁtsortreatments" Q: _ _11';'-;1 n ,*';'gj L

' 'j:ﬂil' have been developed to improve - health outcomes for populatlon sub groups not S
adequately served by current tests or preventive services, - .- s
- have not yet been included in one of the recommendatlons or guldehnes referenced in
Sectlon 2713 of the ACA and co



1) the dev1ce represents abreakthrough technology, I _55?;[; o
2) there are no- approved alternatrves SR S

:Wlth regard to breast cancer s0reen1ng, mu1t1p1e studies have demonstrated that conventlonal X-
ray mammography, while still the gold standard . for breast cancer screening, is not enough for

women with dense breast tissue, For example, a recent pubhcat1on in the New England.Journal .
7-of Medlcme by Norman Boyd concludes “As compared with 1 ‘women wzth denszty in less than '

detected by screening or other méans, persisted for at least 8 years. after- study entry and was

~ greater in younger than:in older women ‘For women younger than the median age of 56 years, .
i 26%. of all breast_ cancers and 50% of cancers detected less than. 12 tmonths after. a negatlve:n. e

payments for ‘new adJuncts to rnammography for thls sub group of women before they are
' 1ncluded in federal guldehnes e :

' ~_‘:exped1ted review. Spemflcally, based on cr1ter1a from the Least Bura’ensome Approach spec1al o
review is afforded to devices that meet one of the followmg cr1ter1a REEEN

- _(odds ratlo 3.5; 95% CI 2.0 to: 62) or- less than 12 months after a. negatzve screemng SRR
“examination (odds ratio, 17.8;.95% CI, 4.8 t0°65.9). Increased risk of breast cancer, whether

The commentary that follows thls questlon in the RFI reflects one of the most 1mportant issues at

the-core of breast cancer screening ----how to develop an: equltable appr_oach ‘when d1fferent -
,:populatlon sub-groups, such as women with dense. breast tissue, have a need for different

screening tests. While conventlonal X-ray mammography may’ be low-cost and reasoable

»screenlng test for the maj or1ty of ‘women, by 1tself it may not prov1de adequate 1nformat10n for .

! Sectlon 202 FDA Modernlzatwn Act of 1997 Spe01al Revrew for Certain Dev1ces ) : )
' Mammographtc Density and the Risk and Detection of Breast Cancer -[Norman F. Boyd M. D D Sc Helen

- .Guo; M. Sc Llsa J Martin, PhD ,et al. Engl J Med 2007 356 227 36 ]



s not known and the whole breast has to be scanned by hand. The more common use is dlrected

“at symptomatlc patients, who have a susplclous mass-on mammography ora palpable lump

As a result of current 11m1tatlons the populatlon of asymptomatlc women with - dense breast” '
-rtrssue is at hlgher r1sk of havmg undetected cancers. “In: many cases today, ‘cancers in these

':As noted above absent the t1me1y 1nclus1on of . mnovatlve ad]unct1ve technologles in the
USPSTF . recommendatlons for :breast cancer .screening, VBID could expand - access o

innovations related to an 1mportant unmet nheed. However once the adjunct tests are 1ncluded in
'--a recommendatlon (w1th an A or B ratmg) VBID S apphcatlon could ralse 1mportant equlty '

'Below we prov1de sothe add1t10na1 background 1nformat10n about our company and.- our

_ understanding of how VBID. could be applied to preventlve services, con51stent ‘with Sectron
: 2713 and when it would be mappropnate to_ apply VBID ' ‘

o Vdoes not prov1de enough 1nformat10n The company has 1ncorporated proprletary hardware and

software technology:into a unique system, the somosv™ Automated Breast Ulirasound.” The
S0mO*V. recelved a 510(k) clearance from the Food and Drug Admlmstratlon (FDA) for .

Market Apphcatlon (PMA) that _t_he’company pl_ans_ to file with .the_:FDA regardmg:the:use_;of
- 's_omé)'v ABUS as 'an 5adj.unct to scree-ning mammography for women with'den'Se 'brea'st tissue.

Ultrasound (ABUS) together w1th a screenmg mammogram in detectmg breast cancer in women

’w1thdensebreastt1ssue S R

'As noted by Dr Glger “For most women, mammography remains the: gold standard for the

- early detection of breast cancer; but multiple studies have demonstrated that it is not enough for .
A Awomen wzth dense breast tzssue ..... The prtmary ob]ectzve of thzs reader study Was to determme R




aayunctzve screenlng tool.”" B RN

'VBIDforPreventtveSerwces ' ‘7

the most commonly applied VBID incentive.: In some of the more advanced VBID programs,

these cost-sharing changes are applled only when the hlgh Value serv1ce 1s dellvered by a" )
'-rhealthcare prov1der deslgnated asa “h1gh performer :

for deﬁnlng a hlgh perforrmng prov1der4 Spec1ﬁcally, the regulat1on glves health plans the

'.:The coverage of preventlve health services is addressed in three sub sectlons of Sectlon 2713 of L

' '_¢T his study brzngs us one step closer to earlzer a’etectzon of breast cancer uszng ultrasound as an S

. _provlders treatrnents and services. The reductlon or el1rn1natlon of cost-sharlng for “hlgh ST
value” services, such as maintenance drugs used for-chronic conditions ot screening services, is

. _coverage In contrast the use of VBID w1th1n the context of preventlve services is more lrkely o
“to be perceived as a reduction in benefits because: of the ACA’s. requirement that health plans =
“cover preventive services without any cost- sharlng réquirements. Although the interim final riile e

‘ 1rnplernent1ng the preventive services provision did not address VBID directly, it’s application
-:can-be seen in the. spec1al status afforded.to.“in-network” prov1ders presumably.used.as.a PLOXY-roi it e

o '_551; : . § 2713(c) authorlzes the use of VBID in the coverage of preventlve serv1ces |

o 'Decernber 2006 Sl

the ACA. " T T SR R S

l § 271 3(a) references those preventlve services’ that should be covered w1thout any cost— S

' sharlng requirements. - .
- § 2713(b) describes the 1ntervals assoCIated with the preventlve servlces

\

3 Value—basea’ Insurance Deszgn - Aligning Incentlves to. Bridge the Dzvzde Between Qualzty Improvement and Cost

Containment, A. Mark Fendrick, MD; and Mrchael E. Chernew, PhD, The Amencan Jolrnal Of Managed Care -



Task Force: (USPSTF), and- TN

= apply VBID elements, such as a reduced co-payments to these services when they are o

obtalned from a “hlgh performmg prov1der o :;-»-5-

. 'approval and if: the lealth plan comphed w1th the fundamental approach of VBID by prov1d1ng
”llnformatlon and lncentlves for consumers that promote access B

- In the context of bfeast cancer screenlng, FDA approved 1nnovat10ns such -as: adJuncts to
: ,:screenlng X-ray mammography, for womehn Wlth dense breast tlssue could be covered under

% cover preventlve services beyond those recommended by the US Preventlve Serv1ces S

VBID pnor't'othelr evaluatlonbythe UbPSTF if, S A

the test is performed by a prov1der that meets performance cr1ter1a estabhshed by the
o healthplan '.‘357"5: : » _'r‘;z: : B 3 ,*':'5; =

{,

PTG

We have framed our suggestton about the use of VBID to enhance access to tests that ﬁll an

‘unmet need in the context of breast cancer screening because of the familiarity: with the issues .
' ;that we. have developed over the last 14 years as we have developed som0°vTM However, the it




",In cont’r'as’t; to the general perception that VBID is.a betiefit enhancement because a health plan
member can access valuable services with lower co-payments, VBID’s application:to preventive

services could becomie ‘a benefit restriction unless the federal gu1del1nes for VBID achieve the
72r1ght balance. between encouragmg 1nnovat10n to address unmet health needs and ensunng an

' Innovat1ons and ‘Unmet Needs The federal VBID gu1del1nes should allow, if not o

“encourage, ‘health plans to: apply VBID features to coverage of : preventive services: that
respond to an unmet need, prior to their 1nclus1on in federal gu1del1nes or recommendations.

' 351;-!_ Risk Factors and Equity: The federal VBID gu1del1nes should not allow inequities among
sub-populat1ons with nsk factors In part1cular cost-shanng should not be apphed to un1que '
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