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2486 Engrossed Anendnent SerateHouse (EASH-(EAH)] <DOC> In the SerateHouse of theRepresentatives,
HaiteodlU., —Statos—Posonbor-5--2010—

Resolved-S. . FhatJuly the22, bi+2020. from-the—House—ofRepresentatives—{(H-R-

2486)-Resol ved, entittedThat —Ant he Act-House agree to r-ea-u-t-h-or-o-z-et he n:a-nda-t-or-yanendnent f-u-nd-l-ngof
proganst he forSenat e hi-st-or-calyt 0 Blas olle e s
Hastitutions——do—pass—wi-th-t he f-ol-l-o-wu-ngblll ANENDNEM:.-(H R.

St+ike2486) aklentitled atter~ An theAct enracti-hgto chausereauthorize nandatory funding prograns for
historically Black colleges and ihsertuniversities and other minority-serving institutions.'', with the
following~fol | owi ng HOUSE AMENDVENTS TO SENATE AMENDVENT:

SECH-ON(1)In 4~the matter proposed to be inserted by the anendnent of the Senate, strike sections 1, 2
and 3 and insert the follow ng:

SHORTTI TLE HFLE-l - - NO BAN ACT SEC.

REFERENCES-101.
2)-SHORT She+t-TI TLES. - ct—hay—he—ci-t-ed—a

R S ; _E : At ! !  CUTURE Act

(-b-)-Thls Re-f-er-enees-.—--@see-pt-tltle aS_\L otherwi-sebe e-x-pr-ess-l-ymted pr-o-v-o-d-ed-,-as whenever—in—thi-s—Act—an

pr-o-w-s-o-on-.—t he r-e-f-er-em;e Nat i onal s-ha-l—l-Orl gin- Based beAntl d| scrinination eons-o-d-er-edfor t-gNom nmi grants
beAct' ' rede—to-a-sestion—or other—provision—of—the Hgher NO EducalionBAN AstAct'' . —6f-3965 (20 U-S C

1001 et—seg—

2-102.

CONF-NUEDEXPANSI ON SURRORTOF EORNONDI SCRI M NATI ON  M-NOR-SERMI-NGPROVI S| ON. —-NSTHFUH-ONS~
Section 37FLEB}(1)(A)202(a) (1) (A) (200f the Inmigration and Nationality Act (8 U S. C

1064G--AH-1152(a) (1) (A)) is amendedanended-- (1) by st+iki-hginserting —e+~__or eacha

ofnoni nmi grant thevi sa, H-seakadni SsSi on yearsor 20080t her throughentry 2018——jnto andthe a-United
that-St at es, fellewsor th~eugh—t he end approval efor therevocation s-u-b-pa-pag-r-a-phof ardany
i-hAserti-hgi N grati on —forpenefit'’' #H-scalafter year " inmgrant 2020visa'’'; —aRd—each—ii-scal—year
thereatter——

(2) by inserting " “religion,'' after " “sex,'';

and (3) by inserting ", except if expressly required by statute, or if a statutorily authorized benefit
takes into consideration such factors'' before the period at the end.

3-103.

SECURETRANSFER D-SCLOSUREAND ORLI M TATI ONS FAX-REFURNON +HNEORMAT-ONAUTHORI TY TO GARRYSUSPEND OJHFOR
RESTRI CT_THE H-GHERENTRY EDUCAT-ONOE ACFA CLASS OF 1965-ALI ENS.

{a)Section Arepdaents212(f) to-thetlnternal—Revenue—Code—of 1986 (1)} |ln general—-Paragraph(13)-of
se6ti-6A—6103(})—of—t he Internall nmigrati on Revwenueand CedeNational ity efAct 1986(8 isU.S. C —anended—to
read—as—follows—

—(—1-3-)- 1821f)) D—S-G-I-GS-H-FGI S ef-an’ended el R — R e~ O e-a-ppyread eu-t—t-he—hJ—g-heH;d-ue-a-t—o—gn—ae-t—ei—

—- (f) FexpayerAuthority identityto iRiorrati-onSuspend wi-t-hor respect-Restrict the Entry of a O ass
of Aliens.-- ""(1) In general.--Subject to paragraph (2), if the Secretary of State, in consultation

with the Secretary of Honeland Security, determ nes, based on specific and credible facts, that the
entry of any aliens or any class of aliens into the United States would undernm ne the security or public
safety of the United States or the preservation of human rights, denpcratic processes or _institutions,
or international stability, the President nmay tenporarily-- ""(A) suspend the entry of such
taxpayer—aliens or class of aliens as inmmgrants_or noninm grants;




—{3-or Fhe " (B) H--nginpose statusany restrictions on the entry of such taxpayeraliens that the
President deens appropriate.

) "(2) FhelLinitations.--In adjustedcarryi ng g~essout ihcomsparagraph (1), the President, the
Secretary of suehState, taxpayer—and the Secretary of Honmeland Security shall-- ""(A) only issue a
suspension or restriction when required to address specific acts inplicating a conpelling government
interest in a factor identified in paragraph (1);

—- " (B) Fetaknarrowl vy aurbertail or eft he exesptionssuspensi on e-amed—or totakrestriction
AubBerusi Ng eft he ihdiv-duals| east anrdrestrictive deperdentsneans, ea-red-t0 asachi eve app-eable~such
enconpel | i ng thegover nnent ~ettHh—i Nt er est ;

" (©Q) Nunmberspecify ofthe chitdrenduration w-thof respectthe tosuspensi on whi-chor taxrestriction;

Ed-uc-au-am—di-sc-LQse—Lo—d-H-eeLs-.—emaLe*ees-,—and contractors (D) e-f-con5| der t-hawal vers Depa-r-t-n:an-t—e-f-

e-f—@a-nd—to t-ha_\L eaet-en-t-cl ass- based Q-OG-GS-S-&-T—)LI’QSII’I ction J—H-)-OI’ d-et-er-m-m-ng uspensi on el-u_g.a_bJ_l-u_t_y_f.gr_,.
and aspurt-appl y oi-.-a Feder-a-l—rebuttabl e s-t-udem-gresuggtl on i—l—na-n-ei—aJ—aJ—d—unde!—pmg-LaJm—a-u&-h-@u—:—ed—by

i n efectfavor avor on—the—date—of

t-hegr anting enac-t-m-t—f am |y- based a¥e
Ed-uc-a-t-l-an—Ac-t-)—and eand-uc-t-l-nghurram tarl an a-n-aJ-yaes\Aal vers -a-nd—Lcmec-as-Ls—Lw—es-u-m-ng—egs-Ls—Lel-at-ed—Lg

—-(3) FaxpayerConaressional identitynotification.-- ihrerrationr (A) w-thln ~espectgeneral .--Prior

to sueht he taxpayer—President exercising the authority under paragraph (1), the Secretary of State and
the Secretary of Homeland Security shall consult Congress and provide Congress with specific_evidence
supporting the need for the suspension or restriction and its proposed duration.

—{5- " (B) FheBriefing H+ingand statusreport.--Not later than 48 hours after the President exercises
the authority under paragraph (1), the Secretary of State and the Secretary of Honeland Security shall
provide a briefing and subnit a witten report to Congress that describes-- ""(i) the action taken
pursuant to paragraph (1) and the specified objective of such taxpayeraction;

—-_(ii) Fhethe adjustedestimated grossnunber iheore—of individuals who will be inpacted by such
taxpayer—action;

—(-l-v-)- (iii) Fhethe a-mu-n-t-constltutlonal

{-as—de-f—l—ned—l—nﬁc-t—l—on—&&ﬁA@e-)—@@-)—,—and J-n-v-es-t-m-t-l eqi sI ative J-n-e-omaut horl tv f-ox-under t-hev\/m ch

per-edsuch repertedacti on ent 0ok thepl ace; —ettHh—
—w-and Fhe " (iv) tetakthe ineomecircunstances taxnecessitating efsuch action, including how such
taxpayer—action conplies with paragraph (2), as well as any intelligence informing such actions.

(i) " (C) TetalTernmination.--1f nuaberthe ofbriefing exenptionsand chaimedreport ordescribed totakin
AuRbersubpar agr aph ef(B) hdid-dualsare ardnot depenrdentsprovi ded ebared-t 0o asCongress
appi-cable~during enthe 48 hours that begin when the retuwnA~President exercises the authority under
paragraph (1), the suspension or restriction shall immediately term nate absent intervening
congressional _action.

—-- " (D) NawberCongressional efconmittees. --The ehitd~ent erm w-t-h Congress', ~espestas used in this
paragraph, refers to whi-chthe taxSel ect ereditsConmittee uwhderon sectionlntel ligence 24of arethe
elai-redSenate, the Committee on Foreign Relations of the ~etwh—Senate, the Conmittee on the Judiciary
of the Senate, the Commttee on Honeland Security and CGovernnental Affairs of the Senate, the Pernmanent
Select Committee on Intelligence of the House of Representatives, the Conmittee on Foreign Affairs of
the House of Representatives, the Committee on the Judiciary of the House of Representatives, and the
Committee on Honel and Security of the House of Representatives.

—H--" " (4) AspuntPublication.--The Secretary of anyState eredit-and eaimedihe whderSecretary
secti-onof 25AHonmel and fe+Security shall publicly announce and publish an unclassified version of the
taxablereport year—described in paragraph (3)(B) in the Federal Register.

—>9-_(5) AmpuntJudicial review-- ""(A) In general.--Notwithstanding any other provision of |aw,__an

i ndi vi dual ~eti+erenat-or accountentity di-strbuti-orswho Aot s hRekudedpresent in adi-ustedthe grossUnited
heoreSt at es fe+and has been harned by a violation of this subsection may file an action in an
appropriate district court of the taxableUnited year-States to seek declaratory or injunctive relief.

—9-_ (B) Arpunt-C ass efaction. --Not hi ng haid-duaki N ~eti+ereatt hi S accouht-Act conrt-buti-ersmay anrdbe

payReAtsconstrued to sel-precl ude enployedan SER-action kKeeghfiled anrdpursuant etherto
guak---edsubpar agr aph planrs(A) whi-ch—were—dedust-ed—f r om -reereproceedi ng Fe+as thea taxablecl ass

year—act i on.
() (6) FheTreatnent arpunrtof commercial airlines.--Wenever the Secretary of tax-exesptHonel and
aterest—Security finds that a comercial airline has failed to conply with requlations of the Secretary




of Honel and Security relating to requirenents of airlines for the detection of fraudulent docunents used
by passengers traveling to the United States (including the training of personnel in such detection),
the Secretary of Honel and Security nmay suspend the entry of sone or all aliens transported to the United
States by such airline.

—d-_ (7) ArpunptsRul e f+onrpf r~eti+rerent-construction.--Nothing persionrsin ardthi s arpw-t+essection
Ret-may Hheludedbe construed as authorizing the President, the Secretary of State, or the Secretary of
Honel and_Security to_act in adjusteda gessnanner hReorsinconsistent ferwith the taxablepolicy

year—deci sions_expressed in the inmmgration | aws.

)" (8) Hdarification.--For app-cable~purposes of paragraph (1), the faectterm that public
anysafety of the fellow-hrglnited scheduwesStates' (orincludes eguivalentefforts sueecessernecessary
schedul-es)t 0 werecont ai n +~-eda wi-thcommuni cabl e thedi sease ~etwr+~0f public health significance (as
defined in section 34.2(b) of title 42, Code of Federal Requlations (or any successor requlation)).''.

4-104.
NOH-ELCAT-ONTERM NATI ON OF REQUESTCERTAI N RFOREXECUTI VE FAXACTI ONS. —REFURN--NFORMATI-ON-
(a) +rTernination.--Presidential Geheratl—PRart-Proclamations &9645, 9822, and 9983 and Executive Orders

13769, 13780, and 13815 shall be void beginning on the date of titlethe IMenactnent (280f U-S—C-this




Act .

1088(b) etEffect.--All seg—-actions istaken aresrdedpursuant byt o addi-hRgany atproclamation or _executive
order term nated under subsection (a) shall cease on_the erddate of the follow-ng~enactment of this Act.

SEC.

105.
VI SA _APPLI CANTS REPORT.
(a) Initial Reports.-- (1) In general.--Not later than 90 days after the date of the enactnent of this

Act, the Secretary of State, in coordination with the Secretary of Honeland Security and the heads of
other relevant Federal agencies, shall submt a report to the congressional commttees referred to in
section 212(f)(3) (D) _of the Immigration and Nationality Act, as anended by section 103 of this title,
that describes the inplenmentation of each of the presidential proclamations and executive orders
referred to in section 104.

(2) Presidential proclamation 9645 and 9983.--1n addition to the content described in paragraph (1), the
report submitted with respect to Presidential Proclamation 9645, issued on Septenber 24, 2017, and
Presidential Proclanmation 9983, issued on January 31, 2020, shall include, for each country listed in

such proclamation-- (A) the total nunber of individuals who applied for a visa during the tinme period
the proclamation was in effect, disaggregated by country and visa category;

(B) the total nunber of visa applicants described in subparagraph (A who were approved, disaggregated by
country and visa category;

(C) the total nunber of visa applicants described in subparagraph (A who were refused, disaggregated by
country and visa category, and the reasons they were refused;

(D) the total number of visa applicants described in subparagraph (A) whose applications renmain pending,
di saggregated by country and visa category;

(E) the total nunber of visa applicants described in subparagraph (A who were granted a waiver,
di saggregated by country and visa category;

(F) the total nunber of visa applicants described in subparagraph (A) who were denied a waiver,
di saggregated by country and visa category, and the reasons such waiver requests were denied;
(G the total nunmber of refugees admi tted, disaggregated by country;

and (H) the conplete reports that have been submitted to the President every 180 days in accordance with
section 4 of Presidential Proclamation 9645 in its original form and as anended by Presidential

Procl amati on 9983.

(b) Additional Reports.--Not later than 30 days after the date on which the President exercises the
authority under section 212(f) of the Inmmigration and Nationality Act (8 U.S.C.

1182(f)) ., as anended by section 103 of this title, and every 30 days thereafter, the Secretary of State,
in _coordination with the Secretary of Honel and Security and heads of other relevant Federal agencies,
shall submit a report to the congressional conmmittees referred to in paragraph (3)(D) of such section
212(f) that identifies, with respect to countries affected by a suspension or restriction, the
information described in subparagraphs (A) through (H) of subsection (a)(2) of this section and specific
evi dence supporting the need for the continued exercise of presidential authority under such section
212(f), including the information described in paragraph (3)(B) of such section 212(f).

If the report described in this subsection is not provided to Congress in the tine specified, the
suspension or_restriction shall inmediately term nate absent intervening congressional action.

A final report with such information shall be prepared and submtted to such congressional connittees
not later than 30 days after the suspension or restriction is lifted.

(c) Form

Avail ability.--The reports required under subsections (a) and (b) shall be nmade publicly available
online in unclassified form

TITLE || --AFFORDABLE PRESCRI PTI ONS FOR PATI ENTS ACT OF 2020 SEC.
201.
SHORT TITLE.

This title may be cited as the "~ " Affordable Prescriptions for Patients Act of 2020''.
SEC._

202,

PRODUCT HOPPI NG

(a) In CGeneral.--The Federal Trade Conmission Act (15 U.S.C

41 et seq.) is anended by inserting after section 26 (15 U.S.C

57c-2) the followna:

49427,

NOH-ECATHONPRODUCT  O=HOPPI NG —REQUEST-EOR-TAX—RETIURN | NEFORMATI-ON~




—TFhe " (a) SecretaryDefinitions.--1n s

Eed-eLaJ—s-t-ud-em—f-o-na-na-aJ—aJ-d—under—t hi s t-o-t-l-esecn on: —o

B> " (1) Conformi-hrgAbbrevi at ed ArerdreAt———Secti-onrnew 484Lg)-drug (28application.--The term abbreviated
new drug application' neans _an _application under subsection (b)(2) or (j) of section 505 of the Federal
Food, Drug, and Cosnetic Act (21 U S.C

L00L(g)5-355) . ~s—anphded-to—read-as—fallous

—) " (2) +eserwved—Biosimlar biological product.--The term “biosimlar biological product' neans a
bi ol ogi cal product |icensed under section 351(k) of the Public Health Service Act (42 U S. C

262(k)).
"(3) Biosinilar biological product |icense application.-- The term ' biosinilar biological product
license application' neans an application subnitted under section 351(k) of the Public Health Service

Act (42 U. S.C
262(Kk)).

“(4) Followon product.--The term followon product'-- ""(A) neans a drug approved through an
application or supplenent to an application subnitted under section 505(b) of the Federal Food, Drug,
and Cosnetic Act (21 U.S.C
355(b)) or a biological product licensed through an application or supplenent to an application
subnitted under section 351(a) of the Public Health Service Act (42 U.S.C.

262(a)) for _a change, nodification, or refornulation to the sane manufacturer's previously approved drug
or_biological product that treats the same nedical condition;

and "~ " (B) excludes such an application or supplenent to an application for a change, nodification, or
refornul ation of a drug or biological product that is requested by the Secretary or necessary to conply
with law, including sections 505A and 505B of the Federal Food, Drug, and Cosnetic Act (21 U S.C

355a, 355¢).

“(5) Ceneric drug.--The term “generic drug' neans a drug approved under an application subnitted under
subsection (b)(2) or (j) of section 505 of the Federal Food, Drug, and Cosnetic Act (21 U.S.C

355).

“(6) Listed drug.--The term 'listed drug' neans a drug listed under section 505(j)(7) of the Federal
Food, Drug, and Cosnetic Act (21 U S.C
355(i) (7

“(7) Manufacturer.--The term manufacturer' neans the holder, licensee, or assignee of-- ""(A) an

approved application for a drug under section 505(c) of the Federal Food, Drug, and Cosnetic Act (21

355(¢));
or "' (B) a biological product license under section 351(a) of the Public Health Service Act (42 U.S.C.

262(a)).
“(8) Reference product.--The term reference product' has the neaning given the termin section 351(i)
of the Public Health Service Act (42 U.S.C.

262(i)).
“(9) Secretary.--The term Secretary' neans the Secretary of Health and Human Services.

“(10) Utimate parent entity.--The term "ultimate parent entity' has the neaning given the termin
section 801.1 of title 16, Code of Federal Requlations, or any successor requlation.

"(b) Prohibition on Product Hopping.-- ""(1) Prima facie.--Except as provided in paragraph (2), a
manufacturer of a reference product or listed drug shall be considered to have engaged in an unfair

net hod of conpetition in or affecting commerce in violation of section 5(a) if the Conmi ssion
denpnstrates by a preponderance of the evidence in a proceeding initiated by the Conm ssion under
subsection (¢)(1)(A), or in a suit brought under subparagraph (B) or (C) of subsection (c)(1), that,
during the period beginning on the date on which the manufacturer of the reference product or |isted
drug first receives notice that an applicant has subnmtted to the Conmi ssioner of Food and Drugs an
abbrevi ated new drug application or biosimlar biological product |license application and ending on the
date that is 180 days after the date on which that generic drug or biosinilar biological product is
first marketed, the manufacturer engaged in either of the follow ng actions:

“(A) The manufacturer engaged in _a hard switch, which shall be established by denonstrating that the




manuf act urer engaged in either of the follow ng actions:

" (i) Upon the request of the manufacturer of the |listed drug or reference product, the Conmni ssioner of
Food and Drugs withdrew the approval of the application for the listed drug or reference product or
placed the listed drug or reference product on the discontinued products list and the manufacturer
marketed or sold a follow on product.

" (ii) The manufacturer of the listed drug or reference product-- ""(1)(aa) announced withdrawal of,

di scontinuance of the manufacture of, or intent to wi thdraw the application with respect to the drug or
reference product in a manner that inpedes conpetition froma generic drug or a biosinlar biological
product, as established by objective circunstances;

or " (bb) destroyed the inventory of the listed drug or reference product in a manner that inpedes
conpetition froma generic drug or a biosinilar biological product, which nay be established by

obj ective circunstances;

and "~ (I1) nmarketed or sold a follow on product.

" (B) _The nmanufacturer engaged in a soft switch, which shall be established by denonstrating that the
manuf acturer _engaged in both of the follow ng actions:

(i) The manufacturer took actions with respect to the listed drug or reference product other than
those described in subparagraph (A) that unfairly disadvantage the |Iisted drug or reference product
relative to the follow on product described in clause (ii) in a manner that inpedes conpetition froma
generic drug or _a biosinmlar biological product that is highly simlar to, and has no clinically

neani ngful difference with respect to safety, purity, and potency from the reference product, which may
be established by objective circunstances.

" (ii) The manufacturer nmarketed or _sold a follow on product.

“(2) Justification.-- ""(A) In general.--Subject to paragraph (3), the actions described in paragraph
(1) by a manufacturer of a listed drug or reference product shall not be considered to be an unfair
net hod of conpetition in or affecting commerce if-- ""(i) the manufacturer denonstrates to the

Commi ssion or _a district court of the United States, as applicable, by a preponderance of the evidence
in a proceeding initiated by the Conmission under subsection (c¢)(1)(A), or in a suit brought under
subparagraph (B) or (C) of subsection (c)(1), that-- ""(1) the manufacturer would have taken the actions
regardl ess of whether a generic drug that references the |listed drug or biosinilar biological product
that references the reference product had already entered the market;

and " (Il1)(aa) with respect to a hard sw tch under paragraph (1) (A), the manufacturer took the action
for reasons relating to the safety risk to patients of the listed drug or reference product;

_"(bb) with respect to an action described in item(aa) or (bb) of paragraph (1D)(A(ii)(l), there is a
supply disruption that-- """ (AA) is outside of the control of the manufacturer;

" (BB) prevents the production or distribution of the applicable |isted drug or reference product;
and " (CC) cannot be renedied by reasonable efforts;

or " "(cc) with respect to a soft switch under paragraph (1)(B), the manufacturer had leqgitimte pro-
conpetitive reasons, apart fromthe financial effects of reduced conpetition, to take the action.

" (B) Rule of construction.--Nothing in subparagraph (A nmay be construed to linit the information that
the Conmi ssion may otherw se obtain in any proceeding or action instituted with respect to a violation
of this section.

" (3) Response.--Wth respect to a justification offered by a manufacturer under paragraph (2), the
Conmmi ssion _may-- " " (A) rebut _any evidence presented by a manufacturer during that justification;

or "' (B) establish by a preponderance of the evidence that, on balance, the pro-conpetitive benefits
fromthe conduct described in subparagraph (A) or (B) of paragraph (1), as applicable, do not outweigh
any anticonpetitive effects of the conduct, even in consideration of the justification so offered.

"' (c) Enforcenent.-- (1) In general.--1f the Conmi ssion has reason to believe that any nanufacturer
has violated, is violating, or is about to violate this section, the Conmission may take any of the
follow ng actions:

(A lInstitute a proceeding-- " (i) that, except as provided in paragraph (2), conplies with the
requi renents under section 5(b):

and " " (ii) in which the Conmi ssion nmay inpose on the manufacturer any penalty that the Conmi ssion nmay
inpose for a violation of section 5.

_(B) In the same manner _and to the sane extent as provided in section 13(b), bring suit in a district
court of the United States to tenporarily enjoin the action of the manufacturer.

(O Bring suit in a district court of the United States, in which the Conmi ssion may seek-- " (i) to
pernmanently enjoin the action of the nanufacturer;

" (ii) any of the renedies described in paragraph (3);
and " (iii) any other equitable remedy, including ancillary equitable relief.

2°(2) Judicial review.-- ""(A) In general.--Notwithstanding any provision of section 5, any manufacturer
that is subject to a final order of the Conmission that is issued in a proceeding instituted under




paragraph (1) (A) may, not later than days after the date on which the Conm ssion issues the order,
petition for review of the order in-- ~"(i) the United States Court of Appeals for the District of

Col unbia Circuit;

or " (ii) the court of appeals of the United States for the circuit in which the ultinmte parent entity
of the manufacturer is incorporated.

“°(B) Treatnent of findings.--In a review of an order issued by the Conmi ssion conducted by a court of
appeals of the United States under subparagraph (A), the factual findings of the Comm ssion shall be
conclusive if those facts are supported by the evidence.

" (3) Equitable renedies.-- ""(A) Disgorgenent.-- ""(i) In general.--1n_a suit brought under paragraph
(1) (C), the Conmission may seek, and the court may order, disgorgenent of any unjust enrichnent that a
person obtained as a result of the violation that gives rise to the suit.

" (i) Calculation.--Any disgorgenent that is ordered with respect to a person under clause (i) shall be
of fset by any anount of restitution ordered under subparagraph (B).

CC(iii) Limtations period.--The Commi ssion nmay seek disgorgenent under this subparagraph not |ater than
5 vears after the |latest date on which the person fromwhich the disgorgenent is sought receives any
unjust _enrichnent fromthe effects of the violation that gives rise to the suit in which the Conmi ssion
seeks the di sgorgenent.

" (B) Restitution.-- ""(i) In general.--1n a suit brought under paragraph (1)(C), the Conmi ssion nay
seek, and the court nmay order, restitution with respect to the violation that gives rise to the suit.
(i) Limtations period.--The Conmission may seek restitution under this subparagraph not later than 5
years after the | atest date on which the person fromwhich the restitution is sought receives any unjust
enrichnent fromthe effects of the violation that gives rise to the suit in which the Commi ssion _seeks
the restitution.

" (4) Rules of construction.--Nothing in this subsection may be construed as-- "~ (A) requiring the

Conmi ssion to bring a suit seeking a tenporary injunction under paragraph (1)(B) before bringing a suit
seeking a permanent injunction under paragraph (1)(C);

or "' (B) affecting any other authority of the Commi ssion under this Act to seek relief or obtain a
remedy with respect to a violation of this Act.''.

(b) Applicability.--Section 27 of the Federal Trade Conmi ssion Act, as added by subsection (a), shall
apply with respect to any-- (1) conduct that occurs on or after the date of enactnent of this Act;

and (2) action or proceeding that is commenced on or after the date of enactnent of this Act.

(c) Antitrust Laws.--Nothing in this section, or the amendnents made by this section, shall nodify,
inpair, limt, or supersede the applicability of the antitrust |aws as defined in subsection (a) of the
first section of the Cayton Act (15 U.S. C

12(a)), and of section 5 of the Federal Trade Conmission Act (15 U.S.C

45) to the extent that it applies to unfair nethods of conpetition.

(d) Rul enaking. --The Federal Trade Conmi ssion nay issue rules under section 553 of title 5, United
States Code, to carry out section 27 of the Federal Trade Conmi ssion Act, as added by subsection (a),
including by defining any terns used in such section 27 (other than terns that are defined in subsection
(a) of such section 27).

(e) Confirmation.--Upon the request of the Conmission, the Secretary shall provide confirmation of-- (1)
any request nmade by the Secretary to the manufacturer for an application or supplenent to an application
for a change, nodification, or reformulation of a drug or biological product;

(2) any wi thdrawal by the manufacturer of an application for a drug or reference product;

or (3) any request made by a manufacturer to the Secretary for withdrawal of an approval of the
application for a drug or reference product or a request for placenment of a drug or reference product on
the discontinued products list.

5-203.

NCREASEDT| TLE FUNDING35 FORAMVENDVENTS. —FEDERAL—RELL—GRANFS-

Secti-on(a) 40LB)ALAI-In (20Ceneral . --Section U-S—C-271(e) of title 35 United States Code, is
anended-- (1) in paragraph (2)(Q, in the flush text following clause (ii), by adding at the end the
foll owi ng:

1070aLb)-A-AH)- " Wth isrespect arehded--to (1I)>a subni ssion described in subclausecl ause &X)(ii)
byt he st+kihgact —3$1-430-000000—o0of andinfringenent iAsertingshal | —$1-455-000-000—-extend to any
patent that clains the biological product, a nethod of using the biological product, or a nethod or
product used to nmanufacture the biological product.'';

and (2) ip—subelause—X)—by stiki-hrgaddi ng —$12145--000-000—at ardtihe ihsertend —$1170-000-000—t he
foll owi ng:

" (7)(A) Subject to subparagraphs (O, (D), and (E), if the sponsor of an approved application for a
reference product, as defined in section 351(i) of the Public Health Service Act (42 U S.C

262(i)) (referred to in this paragraph as the “reference product sponsor'), brings an action for




infringenent under this section against an applicant for approval of a biological product under section
351(k) of such Act that references that reference product (referred to in this paragraph as the
“subsection (k) applicant'), the reference product sponsor nay assert in the action a total of not nore
than 20 patents of the type described in subparagraph (B), not nore than 10 of which shall have issued
after the date specified in section 351(1)(7)(A) of such Act.

" (B) _The patents described in this subparagraph are patents that satisfy each of the follow ng
requirenents:

" (i) Patents that claimthe biological product that is the subject of an application under section
351(k) of the Public Health Service Act (42 U.S.C.

262(k)) (or a use of that product) or a nethod or product used in the manufacture of such biol ogical
product .

" (ii) Patents that are included on the list of patents described in section 351(1)(3)(A) of the Public
Health Service Act (42 U.S.C

262(1)(3)(A)) . including as provided under section 351(1)(7) of such Act.

" (iii) Patents that-- ""(1) have an actual filing date of nore than 4 years after the date on which the
reference product is approved;

or " "(Il1) include a claimto a nethod in a manufacturing process that is not used by the reference
product sponsor.

" (Q The court in which an action described in subparagraph (A) is brought may increase the nunber of

patents |inmited under that subparagraph-- ""(i) if the request to increase that nunber is nade without
undue del ay;

and " (ii)(1) if the interest of justice so requires;

or ""(Il) for good cause shown, which-- ""(aa) shall be established if the subsection (k) applicant

fails to provide information required under section 351(1)(2)(A) of the Public Health Service Act (42
262(1)(2)(A)) that would enable the reference product sponsor to forma reasonable belief with respect
to whether a claimof infringenment under this section could reasonably be asserted:;

and " " (bb) may be established-- ""(AA) if there is a material change to the biological product (or
process with respect to the biological product) of the subsection (k) applicant that is the subject of
the application;

°(BB) if, with respect to a patent on the supplenental |ist described in section 351(1)(7)(A) of Public
Health Service Act (42 U.S.C

262(1) (7)(A)) . the patent would have issued before the date specified in such section 351(1)(7)(A but
for the failure of the Office to issue the patent or a delay in the issuance of the patent, as described
in paragraph (1) of section 154(b) and subject to the limtations under paragraph (2) of such section
154(b);

or "' (CQ for another reason that shows good cause, as determ ned appropriate by the court.

(D) _In determ ning whet her good cause has been shown for the purposes of subparagraph (C) (ii)(ll1), a
court may consider whether the reference product sponsor has provided a reasonable description of the
identity and rel evance of any infornmation beyond the subsection (k) application that the court believes
is necessary to enable the court to forma belief with respect to whether a claimof infringenent under
this section could reasonably be asserted.

_~(FE) The limtation inposed under subparagraph (A)-- ""(i) shall apply only if the subsection (k)
applicant conpletes all actions required under paragraphs (2)(A), (3)(B)(ii), (5), (6)(O(i), (7)., and
(8)(A) of section 351(1) of the Public Health Service Act (42 U S.C.

262(1));

and " (ii) shall not apply with respect to any patent that clains, with respect to a biological product,
a nethod for using that product in therapy, diagnosis, or prophylaxis, such as an indication or nethod
of treatnment or other condition of use.''.

(b) Applicability.--The amendnents nmade by subsection (a) shall apply with respect to an application
submi tted under section 351(k) of the Public Health Service Act (42 U.S.C

262(k)) on or after the date of enactnent of this Act.

(2)In the matter proposed to be inserted by the anendnent of the Senate, strike sections 4, 5, and 6 and
insert the follow ng:

TITLE I11--ACCESS TO COUNSEL ACT OF 2020 SEC.

301.

SHORT TITLE.

This title may be cited as the "~ Access to Counsel Act of 2020''.
6-302.

RERORTSACCESS ONTO +MRLEMENTAH-ON~-COUNSEL _AND OTHER ASSI STANCE AT PORTS OF ENTRY AND DEFERRED




I NSPECTI ON.

(a) +nAccess General—-PNotto FaterCounsel than—each—spesiiiod—date—the—Sesretary—ol—Education—and
theQt her Sec-pet-a-r-y-Asy stance e-f-Durl ng thel nspection.-- ILG&S-U-I’—)LSE‘CII on shall-235 Lss-ue—]-al-n-t—pepant-s—t-g
ce—of the Sematelnmigration and

t-haNatlonallty Cgm-n-t-t-eesAct an(_ Ed-uc-a-t-l-anu S. C_a.n.d_La.bgr_a.nd_\Aa.ys_a.n.d_ma.ns_of_Lm_ngse_gf.

Eachl1225) suchis r-e-pox-t-arrended %
a-ny-mn-t-a.t-o-gn—e:—t-he—a-mpdmﬂ-s—mde—by t-h4-sadd| ng Ae-t—at (-.’_L)—a-n—e-\.aa-l-ua-t-l-en—ei—t he ppeeess-l-ngend of

e-enm-ﬁpgem—pe-pa*mm—un-deht-l-t-Le—lALei—the Hc-g-hep oIIovvl ng: —Edae-a-t—l—en—Ae-t—ei—l-g-BS—(-.’;O—Ué—G-
1070" " (e) etAccess seg——~t0 ~aCounsel accordanceand w-thQt her theAssistance amsndreatsDuring

Aadel nspection.-- by " (1) thisln Astgeneral.--The ardSecretary (3)of irplerentationrHonel and
ssuesSecurity shall ensure that a covered individual has a neaningful opportunity to consult wth

counsel and suggesti-onrsan +orinterested potentiakparty iAprovenrsnrts—during the inspection process.

B> (2) SpecitiedScope Dat-er-For—purposes—of subsecti-onrassi stance. --The (a)~Secretary theof
terntonel and —spoeciiedSecurity date—shall-- ABanRs-— "(A) (-provide the datecovered thatindivi dual
isa 90neani ngf ul daysopportunity akterto theconsult datewi th efcounsel theand eractrmentan o nterested
thisparty Ast—not (2l ater thethan dateone thathour is—120-days—after the H-+stsecondary dayinspection
that—t-he—di-sclosure—process establi-shedcommences uwhderand secti-ohras 6103()-(13)}necessary ot hr oughout
the lpternaki nspection Re-v-enueprocess Codei ncl udi ng, of—1886—as a-n@nded gg |cab| e b-y- uri ng
sectiondef erred 3{a)xinspection; i -on pd

“(B) allow counsel and an interested party to advocate on behalf of the covered individual, including

by providing to the examining inmigration officer information, docunentation, and other evidence in
support of the covered individual;

and " (O to the greatest extent practicable, accommpdate a reguest by the covered individual for
counsel or _an interested party to appear in-person at the secondary or deferred inspection site.

“(3) Special rule for lawful pernmanent residents.-- ""(A) In general.--The Secretary of Honel and
Security nmay not accept Form |-407 Record of Abandonnent of Lawful Permanent Resident Status (or_a
successor form froma lawful permanent resident subject to secondary or deferred inspection without
providi ng such | awful pernmanent resident a reasonabl e opportunity to seek advice fromcounsel prior to
the submi ssion of the form

" (B) Exception.--The Secretary of Honeland Security may accept Form|-407 Record of Abandonnent of
Lawf ul Pernmanent Resident Status (or a successor form) froma lawful pernmanent resident subject to
secondary or deferred inspection if such |lawful permanent resident knowingly, intelligently, and
voluntarily waives, in witing, the opportunity to seek advice from counsel.

“(4) Definitions.--1n this section:

"(A) Counsel.--The term counsel' neans-- ""(i) an attorney who is a nenber in good standing of the bar

of any State, the District of Colunbia, or a territory or a possession of the United States and is not
under an order suspending, enjoining, restraining, disbarring, or otherwise restricting the attorney in
the practice of |aw

or " "(ii) an individual accredited by the Attorney General, acting as a representative of an

organi zation recogni zed by the Executive Ofice for Inmgration Review_to represent a covered
individual in inmgration matters.

"(B) Covered individual.--The term covered individual' neans an individual subject to secondary or
deferred inspection who is-- """ (i) a national of the United States;

“(ii) an immgrant, lawfully admtted for pernanent residence, who is returning froma tenporary visit
abroad;

“(iii) an alien seeking admi ssion as an immgrant in possession of a valid unexpired inmmgrant visa;

“(iv) an alien seeking adnission as a non- inmigrant in possession of a valid unexpired non-innigrant
visa;

“(v) a refugee;

“(vi) a returning asylee;

or " “(vii) an alien who has been approved for parole under section 212(d)(5)(A), including an _alien who
is returning to the United States in possession of a valid advance parol e docunent.

“(O) Interested party.--The term "interested party' neans-- " " (i) a relative of the covered individual;

“(ii) in the case of a covered individual to whom an inm grant or_non-inmmigrant visa has been issued,
the petitioner or sponsor thereof (including an agent of such petitioner or sponsor);

or " (iii) a person, organization, or entity in the United States with a bona fide connection to the
covered individual."'"




(b) Effective Date.--The anendnent made by subsection (a) shall take effect 180 days after the date of
the enactnment of this Act.

(c) Savings Provision.--Nothing in this title,L or in any amendnent nmade by this title, may be construed
to limt aright to counsel or any right to appointed counsel under-- (1) section 240(b)(4)(A (8 U S.C
1229a(b) (4 (A)), (2) section 292 of the Inmigration and Nationality Act (8 U S.C

1362), or (3) any other provision of law including any final court order securing such rights, as in
effect on the day before the date of the enactnment of this Act.

Secretary—Cl erk.
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