DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Agmraved: OMS No. 091 0-0043

Food and Orug Administr2tan Exgiration Bate: Octodor 31, 2622
GOVERNMENTAL ENTITY DECLARATION 54 OMLPSngRCHGRHIISaerse.
FACILITY NAME AND ADDRESS FACILITYIDENTIFICATION NUNBER {from FDA certificate)

RS EMPLOYEE IDEN NFICATION NUNMBER (EIN) 1

Facility Operation

1. Ty the entire sabarvy ol alt on-site personnel of the mammegrupby tacility paid directly by 1 Federal deparlaent. Swte,
district, Tamilory, pessessian, Feeally-recognized Indian tribc, city, ceunty, town, village, wumicipnl carporation oc
siwilar polilieal arganizution ar subpart thereof?

2. Is the building. ofliuy, or ater spoee eccupied by the mammogea phy tacility ovued by, opicxd by, or lenseil (6 a Federal
department, Statc, distict, wmitory, possessivn, Tedenlly-cecegnized Indian eribe. city, county, town, vilbige, municipal
osrporation or sivailar political vxganizklian orsuhpart thereof?

3, Is the facility’ s mammogiaphy cquipmentawnel by, sented by, orleased to a Federal departmcnt, S¢atg, district, emtory,
passession, Fedenlly-recoeniacd Indian tiilx:, ¢ity, county, tnwn, village, maaicipal corporation or similar political
argunizagion nr subpart thereot?

4. Txacs & Paxlerul depurtment, Sinte, district, tevitory. posscssion, Fedemily-recognized Tndian trilx, cily, counly, towa,
village, nwunicigul carporation or similar political organization ox snbpart thercof have the wltinvate autharily let muke
day-ta-day decisions couceniing the mmnagement und vperation of the mammography facility?
1w answered "yes" 10 oll ¢ fike abow: yuestions, your Beidity queli fos as & goversunental entity exemz foin
inspection fes. Mease check @NFE amion below that beyt describies the entisp i o perates this fioility:

[] ¥edewt depastmont [ ]S Lt elisteiud, tecritory, or passession | ¥edcrally-recognired Trchian Leibe
[ ¢Sy, county, wwn, village, municipal corporation or sitnilar political orgmizuion or xubpurt thereol

I'vuding ©nder the Breast and Cervical Cancer Mor(afily Prevenston Act of 1990*
(Owwwedegmn/eanertbseedy)

S. Wi at fcast 0% of the mannwugruphy screening examinations provided dwing the preceding 1 2 months funded under
the Bereast and Cervical Cancer Motulity Proventian Actol 1990, 42 11.5.C. 300k et seq.?

Ifyou answered® yod” 10 question 3 ubnve, ynwr fuwilit yyuall 25 @5 @ fOverameniad ensity exem g fom insjrction fes
Please provide the pllowing in brmanion:

6. Toul sumber af mamnography serocning cxaminations in preceding 12 momls:

7. Number of mamisography screeninyg exuminutians provided during the preceding 12
months fouded by grants under the Bieast aml Cervical Cancer Prevention Act of 1994

* A faality woviding MedicarcModizaid ssevices widuwut mecang the jpvernmeninl enlity G e describad aliove doew v gualily 2¢ a goveanoental ey, Additionsily, FDA does
it reruguios 041CS LXXAEL CALOCS ¢ ARMUWEINPRY LrAANEEORTIMA tinder the imyveninknial ntity eaenipliun

Yes No

Ye No

Yes  No

Yes No

0ol

Yes Ko

O O

T

—_— |

altesst Lhat, G the hestof iy knowledge and belief, the information providded in this Declaration i true and corect and that the tammogiaphy
facility idontificd sbove qualifies s u goveinmental eatity undes ehe definitions sct forth ow xeverse of this furm. T understund Diul TDA nay

request additional infonnation o substunlinie the statemenk imade in this Declatation. 1also nndemstand thit pemons whn knawingly make lse
statcients b the govemment axc subget to civil and wriminal penalties.

Signature and address of Chief Financléi or Operating Officer {(ar agulvalent)

Signanne of Cheel Tiaunciul or Qperating Officet for equivalent ) Dete
Printed Nac Title Plionc Number T
Sleest City State Z11 Codc

Return \\'ithi;.:m azyx (o the Jollowing address:
M@S A Govemmental Entity Declaration

P.O. Rax 6057
Columbia. MT)Y 21045-6057

FORM FDA 3422 (10/19)

e tomeathe e (lin 40440 EBF
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Instructions for Completion of Governmental Entity Declaration

This form Is used to atlest that a mamm ography facility qualifies as a "governmental entity" that is exempt from paymant of
Inspection fees assessed under Ihe Mammography Quality Standards Act of 1992,

A governmental enlily is a mammagraphy fadility subpacf 10 inspection under secllon 354(g){1) of the Public Health Service Act, 42
U,S.C. 263b(g)(t ). that meets either of the following critana—

(1} the &acility is operated hy any Federat deparlment, Stale, disticl, territary, possession, Federally+ecognized indjan fibe,
city, county, town, viilage. municlpal corparalion or similar political organizaton or subpart thereaf. The entire salary of all an-
site personnsl of the mammography (acility must be paid directy by a parficular form of government as fisted above. Al of the
fadility's mammography equipment must be ownod, rented by, orleased by a parlcular form of government as listod abave.
The facllity's ullmate authiority la make day-to-day decisions conceming the inanageinent and operatian of the mammography
facllity must come from a particular form of government as listedl above. All of these requirements must be met in evder for a
facility to be considered a governmental entity. The parlcular fosm of government also must be listed on the Governmental
Entily Declaration form {(Foarn 3422) In Ihe space provided.

(2} the facllity provldes services under the Breast and Cervica) Cancer Mortality Prevendon Acl of 1998, 42 U.S.C. 300k et se;.

3 and at least 50% of lhe mammegraphy screening examinaltions provided duding the
preceding 12 months were funded under that statute, FDA does not recognize a faility providing Medicare/Medicaid sesvices
without meeting the governmental entity arlteria descrbed above. Additionally, othor breast cancar o maimmegraghy programs/
grants are nat recognized under the governmenta! entity exemption.

See 60 F.R. 14584 (March 17, 1995),

A Gdility thatbelleves It qualifies as a governmenbel enlity, as definad aove, must complete this Beslaration, have if signed by e
faclllly's Chlef Financld Officer or Chief Oporating Oficer (or equivalent responsible person), and retumit within 30 days to the
following address:

MQSA Govermmental Enlity Dedaration

P.O. Box 6057
Celumbla, MD 210456057

if this Decfaration is not refumed within 30 days, your facilly will be categerized as sud pet to payment of inspection fees. Each
such facility will be billed for all inspections conducted under 42 U.S.C 263b (9)1).

11 FDA disallows a facllly's ckaim that It Is a gevernmental entity, FDA will notify the facllity and wili send a bil| for all prior unpaid
inspections.

HFDA delermines tat a facility is not a governmenta endlty, but the facility believes it gualifies for exemption by he definition of
gevemmenbel enfity set forth abeve, the faallity may appeal FDA's defermination by e)laining and cerifying lhe basis for its belief
in a letker directed to the FOA Ombudsman, cio Mammography Quality Sssurance Rrogram, FOA P.C, Box 6057, Columbia, MO
21045-6057. Any appeal musl be postmarked within 30 days of the orginal billing date of the firstinspection of the facility. The FDA
Ombusisman will revew a facility's claim thatit is a govemmontal enlity and adli ordinarily reach a decision within 60 days. If the
Ombudsman determines that a facility daes not qualify as a govemmental entily, the Ombudsman will provido a statament of the
greunds fer thal determinatan. The Ombudsman’s decisien will consil(ute the agency's final decision on the matter,

IMPORTANT. This form musl be signed by the Chief Financlal Officer or Chief Operating Officer {cr equivalent responsible person)
of the fadlity daiming governmental entity stalus. If the Declaration is not returned within 30 Qays, your facilify will be calegorized as
subject to payment of inspecfion fees. FDA may ask for addilonal documentatian o substantiate a facliity's claim lhat it is a
governmental entity. Persons who knowingly make false stalesnents lo the geveinment are subject (o dvil and criminal penalses.

Thig seclion applise onty 10 seQuicestenls of the Puperveoik Reductian Act of 19935,
*DOU NOT SEEND YOUR COMPLETED FORM TO THE I'RA STAKY 16M ALl ADDRESS BELOW.®

The hairéen time for §his vollection of infarcution is cstimuted w0 average .5 honr (3D mi nwtes) per response, inclwding the ine ta teiicw instpictions, search extstiug
duta sowrecr, gather and ngintain e 13 aceded mul cotuplely wnd review the collection of infermation Sexd Curoneuts weputding s burden cstimete a1 any atlier
aspect of Lhis snfurmusion oollection, including suggestinng for icducing ths lniadeIn 1o:

Deputcmuent of Health rod Hunan S¢iviees *An wgency uy ned conduct ar Lzshi3er, 40it
Faod and NDitg Admzedsimion peeson (s o veportel w resgond to, a collection o f
Oftice of Opertions fnprinudon ualess it disitass o ewrreal s volid OM3
Paperwork Redclion vt (PRA) St wnnhier”

PRAS flc fla ik s. pov

IFORM FDA 3422 (106M9)
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