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(4) learning difficulties; 
Whereas those disabilities may require on-

going physical therapy and surgeries; 
Whereas the permanent health concerns 

and treatments resulting from strokes that 
occur during childhood and young adulthood 
have a considerable impact on children, fam-
ilies, and society; 

Whereas very little is known about the 
cause, treatment, and prevention of child-
hood stroke; 

Whereas medical research is the only 
means by which the citizens of the United 
States can identify and develop effective 
treatment and prevention strategies for 
childhood stroke; 

Whereas early diagnosis and treatment of 
childhood stroke greatly improves the 
chances that the affected child will recover 
and not experience a recurrence; and 

Whereas the Children’s Hospital of Phila-
delphia should be commended for its initia-
tive in creating the Nation’s first program 
dedicated to pediatric stroke patients: Now, 
therefore, be it 

Resolved, That the Senate— 
(1) designates May 5, 2007 as ‘‘National 

Childhood Stroke Awareness Day’’; and 
(2) urges the people of the United States to 

support the efforts, programs, services, and 
advocacy of organizations that work to en-
hance public awareness of childhood stroke. 

f 

AMENDMENTS SUBMITTED AND 
PROPOSED 

SA 983. Mr. VITTER submitted an amend-
ment intended to be proposed by him to the 
bill S. 1082, to amend the Federal Food, 
Drug, and Cosmetic Act to reauthorize and 
amend the prescription drug user fee provi-
sions, and for other purposes; which was or-
dered to lie on the table. 

SA 984. Mr. VITTER submitted an amend-
ment intended to be proposed by him to the 
bill S. 1082, supra; which was ordered to lie 
on the table. 

SA 985. Mr. BROWNBACK (for himself and 
Mr. BROWN) submitted an amendment in-
tended to be proposed by him to the bill S. 
1082, supra; which was ordered to lie on the 
table. 

SA 986. Ms. LANDRIEU submitted an 
amendment intended to be proposed by her 
to the bill S. 1082, supra; which was ordered 
to lie on the table. 

SA 987. Mr. INHOFE submitted an amend-
ment intended to be proposed by him to the 
bill S. 1082, supra; which was ordered to lie 
on the table. 

SA 988. Mr. INHOFE submitted an amend-
ment intended to be proposed by him to the 
bill S. 1082, supra; which was ordered to lie 
on the table. 

SA 989. Mr. HARKIN submitted an amend-
ment intended to be proposed by him to the 
bill S. 1082, supra; which was ordered to lie 
on the table. 

SA 990. Mr. DORGAN (for himself, Ms. 
SNOWE, Mr. GRASSLEY, Mr. MCCAIN, Ms. 
STABENOW, Mr. NELSON, of Florida, Mr. 
PRYOR, Mr. SANDERS, Mr. WHITEHOUSE, and 
Mrs. MCCASKILL) submitted an amendment 
intended to be proposed by him to the bill S. 
1082, supra. 

SA 991. Mr. KOHL (for himself, Mr. GRASS-
LEY, Mr. LEAHY, and Mr. SCHUMER) sub-
mitted an amendment intended to be pro-
posed by him to the bill S. 1082, supra; which 
was ordered to lie on the table. 

SA 992. Mr. KOHL submitted an amend-
ment intended to be proposed by him to the 
bill S. 1082, supra; which was ordered to lie 
on the table. 

SA 993. Mr. GREGG submitted an amend-
ment intended to be proposed by him to the 
bill S. 1082, supra; which was ordered to lie 
on the table. 

SA 994. Mr. GRASSLEY submitted an 
amendment intended to be proposed by him 
to the bill S. 1082, supra; which was ordered 
to lie on the table. 

SA 995. Mr. GRASSLEY submitted an 
amendment intended to be proposed by him 
to the bill S. 1082, supra; which was ordered 
to lie on the table. 

SA 996. Mr. GRASSLEY submitted an 
amendment intended to be proposed by him 
to the bill S. 1082, supra; which was ordered 
to lie on the table. 

SA 997. Mr. GRASSLEY submitted an 
amendment intended to be proposed by him 
to the bill S. 1082, supra; which was ordered 
to lie on the table. 

SA 998. Mr. GRASSLEY submitted an 
amendment intended to be proposed by him 
to the bill S. 1082, supra; which was ordered 
to lie on the table. 

SA 999. Mr. GRASSLEY submitted an 
amendment intended to be proposed by him 
to the bill S. 1082, supra; which was ordered 
to lie on the table. 

SA 1000. Mr. GRASSLEY submitted an 
amendment intended to be proposed by him 
to the bill S. 1082, supra; which was ordered 
to lie on the table. 

SA 1001. Mr. GRASSLEY submitted an 
amendment intended to be proposed by him 
to the bill S. 1082, supra; which was ordered 
to lie on the table. 

SA 1002. Mr. GRASSLEY submitted an 
amendment intended to be proposed by him 
to the bill S. 1082, supra; which was ordered 
to lie on the table. 

SA 1003. Mr. GRASSLEY submitted an 
amendment intended to be proposed by him 
to the bill S. 1082, supra; which was ordered 
to lie on the table. 

SA 1004. Ms. LANDRIEU proposed an 
amendment to the bill S. 1082, supra. 

SA 1005. Mr. LEVIN submitted an amend-
ment intended to be proposed by him to the 
bill S. 1082, supra; which was ordered to lie 
on the table. 

SA 1006. Ms. MURKOWSKI submitted an 
amendment intended to be proposed by her 
to the bill S. 1082, supra; which was ordered 
to lie on the table. 

SA 1007. Mr. REID (for Mr. BUNNING) pro-
posed an amendment to the resolution S. 
Res. 162, commemorating and acknowledging 
the dedication and sacrifice made by the 
men and women who have lost their lives 
while serving as law enforcement officers. 

f 

TEXT OF AMENDMENTS 

SA 983. Mr. VITTER submitted an 
amendment intended to be proposed by 
him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the end of subtitle E of title II, insert 
the following: 
SEC. ll. COUNTERFEIT-RESISTANT TECH-

NOLOGIES FOR PRESCRIPTION 
DRUGS. 

(a) REQUIRED TECHNOLOGIES.—The Sec-
retary of Health and Human Services shall 
require that the packaging of any prescrip-
tion drug incorporate— 

(1) radio frequency identification (RFID) 
tagging technology, or similar trace and 
track technologies that have an equivalent 
function; 

(2) tamper-indicating technologies; and 
(3) blister security packaging when pos-

sible. 
(b) USE OF TECHNOLOGIES.— 
(1) AUTHORIZED USES.—The Secretary shall 

require that technologies described in sub-

section (a)(1) be used exclusively to authen-
ticate the pedigree of prescription drugs, in-
cluding by— 

(A) implementing inventory control; 
(B) tracking and tracing prescription 

drugs; 
(C) verifying shipment or receipt of pre-

scription drugs; 
(D) authenticating finished prescription 

drugs; and 
(E) electronically authenticating the pedi-

gree of prescription drugs. 
(2) PRIVACY PROTECTION.—The Secretary 

shall prohibit technologies required by sub-
section (a)(1) from containing or transmit-
ting any information that may be used to 
identify a health care practitioner or the 
prescription drug consumer. 

(3) PROHIBITION AGAINST ADVERTISING.—The 
Secretary shall prohibit technologies re-
quired by subsection (a)(1) from containing 
or transmitting any advertisement or infor-
mation about prescription drug indications 
or off-label prescription drug uses. 

(c) RECOMMENDED TECHNOLOGIES.—The Sec-
retary shall encourage the manufacturers 
and distributors of prescription drugs to in-
corporate into the packaging of such drugs, 
in addition to the technologies required 
under subsection (a), overt optically variable 
counterfeit-resistant technologies that— 

(1) are visible to the naked eye, providing 
for visual identification of prescription drug 
authenticity without the need for readers, 
microscopes, lighting devices, or scanners; 

(2) are similar to technologies used by the 
Bureau of Engraving and Printing to secure 
United States currency; 

(3) are manufactured and distributed in a 
highly secure, tightly controlled environ-
ment; and 

(4) incorporate additional layers of non- 
visible covert security features up to and in-
cluding forensic capability. 

(d) STANDARDS FOR PACKAGING.— 
(1) MULTIPLE ELEMENTS.—For the purpose 

of making it more difficult to counterfeit 
the packaging of prescription drugs, the Sec-
retary shall require manufacturers of pre-
scription drugs to incorporate the tech-
nologies described in paragraphs (1), (2), and 
(3) of subsection (a), and shall encourage 
manufacturers and distributors of prescrip-
tion drugs to incorporate the technologies 
described in subsection (c), into multiple ele-
ments of the physical packaging of the 
drugs, including— 

(A) blister packs, shrink wrap, package la-
bels, package seals, bottles, and boxes; and 

(B) at the item level. 
(2) LABELING OF SHIPPING CONTAINER.— 

Shipments of prescription drugs shall in-
clude a label on the shipping container that 
incorporates the technologies described in 
subsection (a)(1), so that members of the sup-
ply chain inspecting the packages will be 
able to determine the authenticity of the 
shipment. Chain of custody procedures shall 
apply to such labels and shall include proce-
dures applicable to contractual agreements 
for the use and distribution of the labels, 
methods to audit the use of the labels, and 
database access for the relevant govern-
mental agencies for audit or verification of 
the use and distribution of the labels. 

(e) PENALTY.—A prescription drug is 
deemed to be misbranded for purposes of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 301 et seq.) if the packaging or label-
ing of the drug is in violation of a require-
ment or prohibition applicable to the drug 
under subsection (a), (b), or (d). 

(f) TRANSITIONAL PROVISIONS; EFFECTIVE 
DATES.— 

(1) NATIONAL SPECIFIED LIST OF SUSCEP-
TIBLE PRESCRIPTION DRUGS.— 

(A) INITIAL PUBLICATION.—Not later than 
180 days after the date of the enactment of 
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this Act, the Secretary shall publish in the 
Federal Register a list, to be known as the 
National Specified List of Susceptible Pre-
scription Drugs, consisting of not less than 
30 of the prescription drugs that are most 
frequently subject to counterfeiting in the 
United States (as determined by the Sec-
retary). 

(B) REVISION.—Not less than annually 
through the end of calendar year 2010, the 
Secretary shall review and, as appropriate, 
revise the National Specified List of Suscep-
tible Prescription Drugs. The Secretary may 
not revise the List to include fewer than 30 
prescription drugs. 

(2) EFFECTIVE DATES.—The Secretary shall 
implement the requirements and prohibi-
tions of subsections (a), (b), and (d)— 

(A) with respect to prescription drugs on 
the National Specified List of Susceptible 
Prescription Drugs, beginning not later than 
the earlier of— 

(i) 1 year after the initial publication of 
such List; or 

(ii) December 31, 2008; and 
(B) with respect to all prescription drugs, 

beginning not later than December 31, 2011. 
(3) AUTHORIZED USES DURING TRANSITIONAL 

PERIOD.—In lieu of the requirements speci-
fied in subsection (b)(1), for the period begin-
ning on the effective date applicable under 
paragraph (2)(A) and ending on the com-
mencement of the effective date applicable 
under paragraph (2)(B), the Secretary shall 
require that technologies described in sub-
section (a)(1) be used exclusively to verify 
the authenticity of prescription drugs. 

(g) DEFINITIONS.—In this Act: 
(1) The term ‘‘pedigree’’— 
(A) means the history of each prior sale, 

purchase, or trade of the prescription drug 
involved to a distributor or retailer of the 
drug (including the date of the transaction 
and the names and addresses of all parties to 
the transaction); and 

(B) excludes information about the sale, 
purchase, or trade of the drug to the drug 
consumer. 

(2) The term ‘‘prescription drug’’ means a 
drug subject to section 503(b)(1) of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 
353(b)(1)). 

(3) The term ‘‘Secretary’’ means the Sec-
retary of Health and Human Services. 

SA 984. Mr. VITTER submitted an 
amendment intended to be proposed by 
him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the appropriate place, insert the fol-
lowing: 
TITLE—IMPORTATION OF PRESCRIPTION 

DRUGS 
SEC. l01. SHORT TITLE. 

This Act may be cited as the ‘‘Pharma-
ceutical Market Access Act of 2007’’. 
SEC. l02. FINDINGS. 

Congress finds as follows: 
(1) Americans unjustly pay up to 1,000 per-

cent more to fill their prescriptions than 
consumers in other countries. 

(2) The United States is the world’s largest 
market for pharmaceuticals yet consumers 
still pay the world’s highest prices. 

(3) An unaffordable drug is neither safe nor 
effective. Allowing and structuring the im-
portation of prescription drugs ensures ac-
cess to affordable drugs, thus providing a 
level of safety to American consumers they 
do not currently enjoy. 

(4) Prescription drug costs are a leading 
cause of the growth in United States health 

care spending, which reached nearly 
$2,000,000,0000 in 2005, of which spending on 
prescription drugs amounted to 
$200,700,000,000. 

(5) According to the Congressional Budget 
Office, American seniors alone will spend 
$1,800,000,000,000 on pharmaceuticals over the 
next 10 years. 

(6) Allowing open pharmaceutical markets 
could save American consumers at least 
$635,000,000,000 of their own money. 
SEC. l03. PURPOSES. 

The purposes of this title are to— 
(1) give all Americans immediate relief 

from the outrageously high cost of pharma-
ceuticals; 

(2) reverse the perverse economics of the 
American pharmaceutical market; 

(3) allow the importation of prescription 
drugs only if the drugs and facilities where 
such drugs are manufactured are approved 
by the Food and Drug Administration, and to 
exclude pharmaceutical narcotics; 

(4) ensure continued integrity to the pre-
scription drug supply of the United States 
by— 

(A) requiring that imported prescription 
drugs be packaged and shipped using coun-
terfeit-resistant technologies; 

(B) requiring Internet pharmacies to reg-
ister with the United States Government for 
Americans to verify authenticity before pur-
chases over the Internet; 

(C) requiring all foreign sellers to register 
with United States Government and submit 
to facility inspections by the Government 
without prior notice; and 

(D) limiting the eligible countries from 
which prescription drugs may be imported to 
Canada, member countries of the European 
Union, and other highly industrialized na-
tions with safe pharmaceutical infrastruc-
tures. 
SEC. l04. AMENDMENTS TO SECTION 804 OF THE 

FEDERAL FOOD, DRUG, AND COS-
METIC ACT. 

(a) DEFINITIONS.—Section 804(a) of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 
384(a)) is amended to read as follows: 

‘‘(a) DEFINITIONS.—In this section: 
‘‘(1) IMPORTER.—The term ‘importer’ means 

a pharmacy, group of pharmacies, phar-
macist, or wholesaler. 

‘‘(2) PERMITTED COUNTRY.—The term ‘per-
mitted country’ means Australia, Canada, 
Israel, Japan, New Zealand, Switzerland, 
South Africa, Austria, Belgium, Denmark, 
Finland, France, Germany, Greece, Ireland, 
Italy, Luxemburg, Netherlands, Portugal, 
Spain, Sweden, the United Kingdom, Iceland, 
Liechtenstein, and Norway, except that the 
Secretary— 

‘‘(A) may add a country, union, or eco-
nomic area as a permitted country for pur-
poses of this section if the Secretary deter-
mines that the country, union, or economic 
area has a pharmaceutical infrastructure 
that is substantially equivalent or superior 
to the pharmaceutical infrastructure of the 
United States, taking into consideration 
pharmacist qualifications, pharmacy storage 
procedures, the drug distribution system, the 
drug dispensing system, and market regula-
tion; and 

‘‘(B) may remove a country, union, or eco-
nomic area as a permitted country for pur-
poses of this section if the Secretary deter-
mines that the country, union, or economic 
area does not have such a pharmaceutical in-
frastructure. 

‘‘(3) PHARMACIST.—The term ‘pharmacist’ 
means a person licensed by the relevant gov-
ernmental authority to practice pharmacy, 
including the dispensing and selling of pre-
scription drugs. 

‘‘(4) PHARMACY.—The term ‘pharmacy’ 
means a person that is licensed by the rel-

evant governmental authority to engage in 
the business of selling prescription drugs 
that employs 1 or more pharmacists. 

‘‘(5) PRESCRIPTION DRUG.—The term ‘pre-
scription drug’ means a drug subject to sec-
tion 503(b), other than— 

‘‘(A) a controlled substance (as defined in 
section 102 of the Controlled Substances Act 
(21 U.S.C. 802)); 

‘‘(B) a biological product (as defined in sec-
tion 351 of the Public Health Service Act (42 
U.S.C. 262)); 

‘‘(C) an infused drug (including a peri-
toneal dialysis solution); 

‘‘(D) an intravenously injected drug; 
‘‘(E) a drug that is inhaled during surgery; 

or 
‘‘(F) a drug which is a parenteral drug, the 

importation of which pursuant to subsection 
(b) is determined by the Secretary to pose a 
threat to the public health, in which case 
section 801(d)(1) shall continue to apply. 

‘‘(6) QUALIFYING DRUG.—The term ‘quali-
fying drug’ means a prescription drug that— 

‘‘(A) is approved pursuant to an applica-
tion submitted under section 505(b)(1); and 

‘‘(B) is not— 
‘‘(i) a drug manufactured through 1 or 

more biotechnology processes; 
‘‘(ii) a drug that is required to be refrig-

erated; or 
‘‘(iii) a photoreactive drug. 
‘‘(7) QUALIFYING INTERNET PHARMACY.—The 

term ‘qualifying Internet pharmacy’ means a 
registered exporter that dispenses qualifying 
drugs to individuals over an Internet 
website. 

‘‘(8) QUALIFYING LABORATORY.—The term 
‘qualifying laboratory’ means a laboratory 
in the United States that has been approved 
by the Secretary for the purposes of this sec-
tion. 

‘‘(9) REGISTERED EXPORTER.—The term ‘reg-
istered exporter’ means a person that is in 
the business of exporting a drug to persons 
in the United States (or that seeks to be in 
such business), for which a registration 
under this section has been approved and is 
in effect. 

‘‘(10) WHOLESALER.— 
‘‘(A) IN GENERAL.—The term ‘wholesaler’ 

means a person licensed as a wholesaler or 
distributor of prescription drugs in the 
United States under section 503(e)(2)(A). 

‘‘(B) EXCLUSION.—The term ‘wholesaler’ 
does not include a person authorized to im-
port drugs under section 801(d)(1).’’. 

(b) REGULATIONS.—Section 804(b) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 384(b)) is amended to read as follows: 

‘‘(b) REGULATIONS.—Not later than 180 days 
after the date of enactment of the Pharma-
ceutical Market Access Act of 2007, the Sec-
retary, after consultation with the United 
States Trade Representative and the Com-
missioner of the Bureau of Customs and Bor-
der Protection, shall promulgate regulations 
permitting pharmacists, pharmacies, and 
wholesalers to import qualifying drugs from 
permitted countries into the United 
States.’’. 

(c) LIMITATION.—Section 804(c) of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 
384(c)) is amended by striking ‘‘prescription 
drug’’ each place it appears and inserting 
‘‘qualifying drug’’. 

(d) INFORMATION AND RECORDS.—Section 
804(d)(1) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 384(d)(1)) is amended— 

(1) by striking subparagraph (G) and redes-
ignating subparagraphs (H) through (N) as 
subparagraphs (G) through (M), respectively; 

(2) in subparagraph (H) (as so redesig-
nated), by striking ‘‘telephone number, and 
professional license number (if any)’’ and in-
serting ‘‘and telephone number’’; and 
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(3) in subparagraph (L) (as so redesig-

nated), by striking ‘‘(J) and (L)’’ and insert-
ing ‘‘(I) and (K)’’. 

(e) TESTING.—Section 804(e) of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 
384(e)) is amended to read as follows: 

‘‘(e) TESTING.—The regulations under sub-
section (b) shall require that the testing de-
scribed under subparagraphs (I) and (K) of 
subsection (d)(1) be conducted by the im-
porter of the qualifying drug, unless the 
qualifying drug is subject to the require-
ments under section 505C for counterfeit-re-
sistant technologies.’’. 

(f) REGISTRATION OF EXPORTERS; INSPEC-
TIONS.—Section 804(f) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 384(f)) is 
amended to read as follows: 

‘‘(f) REGISTRATION OF EXPORTERS; INSPEC-
TIONS.— 

‘‘(1) IN GENERAL.—Any person that seeks to 
be a registered exporter (referred to in this 
subsection as the ‘registrant’) shall submit 
to the Secretary a registration that includes 
the following: 

‘‘(A) The name of the registrant and identi-
fication of all places of business of the reg-
istrant that relate to qualifying drugs, in-
cluding each warehouse or other facility 
owned or controlled by, or operated for, the 
registrant; 

‘‘(B) An agreement by the registrant to— 
‘‘(i) make its places of business that relate 

to qualifying drugs (including warehouses 
and other facilities owned or controlled by, 
or operated for, the exporter) and records 
available to the Secretary for on-site inspec-
tions, without prior notice, for the purpose 
of determining whether the registrant is in 
compliance with this Act’s requirements; 

‘‘(ii) export only qualifying drugs; 
‘‘(iii) export only to persons authorized to 

import the drugs; 
‘‘(iv) notify the Secretary of a recall or 

withdrawal of a qualifying drug distributed 
in a permitted country to or from which the 
registrant has exported or imported, or in-
tends to export or import, to the United 
States; 

‘‘(v) monitor compliance with registration 
conditions and report any noncompliance 
promptly; 

‘‘(vi) submit a compliance plan showing 
how the registrant will correct violations, if 
any; and 

‘‘(vii) promptly notify the Secretary of 
changes in the registration information of 
the registrant. 

‘‘(2) NOTICE OF APPROVAL OR DIS-
APPROVAL.— 

‘‘(A) IN GENERAL.—Not later than 90 days 
after receiving a completed registration 
from a registrant, the Secretary shall— 

‘‘(i) notify such registrant of receipt of the 
registration; 

‘‘(ii) assign such registrant a registration 
number; and 

‘‘(iii) approve or disapprove the applica-
tion. 

‘‘(B) DISAPPROVAL OF APPLICATION.— 
‘‘(i) IN GENERAL.—The Secretary shall dis-

approve a registration, and notify the reg-
istrant of such disapproval, if the Secretary 
has reason to believe that such registrant is 
not in compliance with a registration condi-
tion. 

‘‘(ii) SUBSEQUENT APPROVAL.—The Sec-
retary may subsequently approve a registra-
tion that was denied under clause (i) if the 
Secretary finds that the registrant is in com-
pliance with all registration conditions. 

‘‘(3) LIST.—The Secretary shall— 
‘‘(A) maintain an up-to-date list of reg-

istered exporters (including qualifying Inter-
net pharmacies that sell qualifying drugs to 
individuals); 

‘‘(B) make such list available to the public 
on the Internet site of the Food and Drug 

Administration and via a toll-free telephone 
number; and 

‘‘(C) update such list promptly after the 
approval of a registration under this sub-
section. 

‘‘(4) EDUCATION OF CONSUMERS.—The Sec-
retary shall carry out activities, by use of 
the Internet website and toll-free telephone 
number under paragraph (3), that educate 
consumers with regard to the availability of 
qualifying drugs for import for personal use 
under this section, including information on 
how to verify whether an exporter is reg-
istered. 

‘‘(5) INSPECTION OF IMPORTERS AND REG-
ISTERED EXPORTERS.—The Secretary shall in-
spect the warehouses, other facilities, and 
records of importers and registered exporters 
as often as the Secretary determines nec-
essary to ensure that such importers and 
registered exporters are in compliance with 
this section.’’. 

(g) SUSPENSION OF IMPORTATION.—Section 
804(g) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 384(g)) is amended by— 

(1) striking ‘‘and the Secretary determines 
that the public is adequately protected from 
counterfeit and violative prescription drugs 
being imported under subsection (b)’’; and 

(2) by adding after the period at the end 
the following: ‘‘The Secretary shall reinstate 
the importation by a specific importer upon 
a determination by the Secretary that the 
violation has been corrected and that the im-
porter has demonstrated that further viola-
tions will not occur. This subsection shall 
not apply to a prescription drug imported by 
an individual, or to a prescription drug 
shipped to an individual by a qualifying 
Internet pharmacy.’’. 

(h) WAIVER AUTHORITY FOR INDIVIDUALS.— 
Section 804(j) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 384(j)) is amended to 
read as follows: 

‘‘(j) IMPORTATION BY INDIVIDUALS.— 
‘‘(1) IN GENERAL.—Not later than 180 days 

after the enactment of the Pharmaceutical 
Market Access Act of 2007, the Secretary 
shall by regulation permit an individual to 
import a drug from a permitted country to 
the United States if the drug is— 

‘‘(A) a qualifying drug; 
‘‘(B) imported from a licensed pharmacy or 

qualifying Internet pharmacy; 
‘‘(C) for personal use by an individual, or 

family member of the individual, not for re-
sale; 

‘‘(D) in a quantity that does not exceed a 
90-day supply during any 90-day period; and 

‘‘(E) accompanied by a copy of a prescrip-
tion for the drug, which— 

‘‘(i) is valid under applicable Federal and 
State laws; and 

‘‘(ii) was issued by a practitioner who is 
authorized to administer prescription drugs. 

‘‘(2) DRUGS DISPENSED OUTSIDE THE UNITED 
STATES.—An individual may import a drug 
from a country that is not a permitted coun-
try if— 

‘‘(A) the drug was dispensed to the indi-
vidual while the individual was in such coun-
try, and the drug was dispensed in accord-
ance with the laws and regulations of such 
country; 

‘‘(B) the individual is entering the United 
States and the drug accompanies the indi-
vidual at the time of entry; 

‘‘(C) the drug is approved for commercial 
distribution in the country in which the drug 
was obtained; 

‘‘(D) the drug does not appear to be adul-
terated; and 

‘‘(E) the quantity of the drug does not ex-
ceed a 14-day supply.’’. 

(i) REPEAL OF CERTAIN PROVISIONS.—Sec-
tion 804 of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 384) is amended by strik-
ing subsections (l) and (m). 

SEC. l05. REGISTRATION FEES. 
Subchapter C of chapter VII of the Federal 

Food, Drug, and Cosmetic Act (21 U.S.C. 397f 
et seq.) is amended by adding at the end the 
following: 

‘‘PART 5—FEES RELATING TO 
PRESCRIPTION DRUG IMPORTATION 

‘‘SEC. 740A. FEES RELATING TO PRESCRIPTION 
DRUG IMPORTATION. 

‘‘(a) REGISTRATION FEE.—The Secretary 
shall establish a registration fee program 
under which a registered exporter under sec-
tion 804 shall be required to pay an annual 
fee to the Secretary in accordance with this 
subsection. 

‘‘(b) COLLECTION.— 
‘‘(1) COLLECTION ON INITIAL REGISTRATION.— 

A fee under this section shall be payable for 
the fiscal year in which the registered ex-
porter first submits a registration under sec-
tion 804 (or reregisters under that section if 
that person has withdrawn its registration 
and subsequently reregisters) in a amount of 
$10,000, due on the date the exporter first 
submits a registration to the Secretary 
under section 804. 

‘‘(2) COLLECTION IN SUBSEQUENT YEARS.— 
After the fee is paid for the first fiscal year, 
the fee described under this subsection shall 
be payable on or before October 1 of each 
year. 

‘‘(3) ONE FEE PER FACILITY.—The fee shall 
be paid only once for each registered ex-
porter for a fiscal year in which the fee is 
payable. 

‘‘(c) FEE AMOUNT.— 
‘‘(1) IN GENERAL.—Subject to subsection 

(b)(1), the amount of the fee shall be deter-
mined each year by the Secretary and shall 
be based on the anticipated costs to the Sec-
retary of enforcing the amendments made by 
the Pharmaceutical Market Access Act of 
2007 in the subsequent fiscal year. 

‘‘(2) LIMITATION.— 
‘‘(A) IN GENERAL.—The aggregate total of 

fees collected under this section shall not ex-
ceed 1 percent of the total price of drugs ex-
ported annually to the United States by reg-
istered exporters under this section. 

‘‘(B) REASONABLE ESTIMATE.—Subject to 
the limitation described in subparagraph (A), 
a fee under this subsection for an exporter 
shall be an amount that is a reasonable esti-
mate by the Secretary of the annual share of 
the exporter of the volume of drugs exported 
by exporters under this section. 

‘‘(d) USE OF FEES.—The fees collected 
under this section shall be used for the sole 
purpose of administering this section with 
respect to registered exporters, including the 
costs associated with— 

‘‘(1) inspecting the facilities of registered 
exporters, and of other entities in the chain 
of custody of a qualifying drug; 

‘‘(2) developing, implementing, and main-
taining a system to determine registered ex-
porters’ compliance with the registration 
conditions under the Pharmaceutical Market 
Access Act of 2007, including when shipments 
of qualifying drugs are offered for import 
into the United States; and 

‘‘(3) inspecting such shipments, as nec-
essary, when offered for import into the 
United States to determine if any such ship-
ment should be refused admission. 

‘‘(e) ANNUAL FEE SETTING.—The Secretary 
shall establish, 60 days before the beginning 
of each fiscal year beginning after Sep-
tember 30, 2007, for that fiscal year, registra-
tion fees. 

‘‘(f) EFFECT OF FAILURE TO PAY FEES.— 
‘‘(1) DUE DATE.—A fee payable under this 

section shall be paid by the date that is 30 
days after the date on which the fee is due. 

‘‘(2) FAILURE TO PAY.—If a registered ex-
porter subject to a fee under this section 
fails to pay the fee, the Secretary shall not 
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permit the registered exporter to engage in 
exportation to the United States or offering 
for exportation prescription drugs under this 
Act until all such fees owed by that person 
are paid. 

‘‘(g) REPORTS.— 
‘‘(1) FEE ESTABLISHMENT.—Not later than 

60 days before the beginning of each fiscal 
year, the Secretary shall— 

‘‘(A) publish registration fees under this 
section for that fiscal year; 

‘‘(B) hold a meeting at which the public 
may comment on the recommendations; and 

‘‘(C) provide for a period of 30 days for the 
public to provide written comments on the 
recommendations. 

‘‘(2) PERFORMANCE AND FISCAL REPORT.—Be-
ginning with fiscal year 2007, not later than 
60 days after the end of each fiscal year dur-
ing which fees are collected under this sec-
tion, the Secretary shall submit to the Com-
mittee on Health, Education, Labor, and 
Pensions of the Senate and the Committee 
on Energy and Commerce of the House of 
Representatives a report that describes— 

‘‘(A) implementation of the registration 
fee authority during the fiscal year; and 

‘‘(B) the use by the Secretary of the fees 
collected during the fiscal year for which the 
report is made.’’. 
SEC. l06. COUNTERFEIT-RESISTANT TECH-

NOLOGY. 
(a) MISBRANDING.—Section 502 of the Fed-

eral Food, Drug, and Cosmetic Act (21 U.S.C. 
352; deeming drugs and devices to be mis-
branded) is amended by adding at the end the 
following: 

‘‘(z) If it is a drug subject to section 503(b), 
unless the packaging of such drug complies 
with the requirements of section 505C for 
counterfeit-resistant technologies.’’. 

(b) REQUIREMENTS.—Chapter V of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 
351 et seq.) is amended by inserting after sec-
tion 505B the following: 
‘‘SEC. 505C. COUNTERFEIT-RESISTANT TECH-

NOLOGIES. 
‘‘(a) INCORPORATION OF COUNTERFEIT-RE-

SISTANT TECHNOLOGIES INTO PRESCRIPTION 
DRUG PACKAGING.—The Secretary shall re-
quire that the packaging of any drug subject 
to section 503(b) incorporate— 

‘‘(1) overt optically variable counterfeit-re-
sistant technologies that are described in 
subsection (b) and comply with the standards 
of subsection (c); or 

‘‘(2) technologies that have an equivalent 
function of security, as determined by the 
Secretary. 

‘‘(b) ELIGIBLE TECHNOLOGIES.—Tech-
nologies described in this subsection— 

‘‘(1) shall be visible to the naked eye, pro-
viding for visual identification of product 
authenticity without the need for readers, 
microscopes, lighting devices, or scanners; 

‘‘(2) shall be similar to that used by the 
Bureau of Engraving and Printing to secure 
United States currency; 

‘‘(3) shall be manufactured and distributed 
in a highly secure, tightly controlled envi-
ronment; and 

‘‘(4) should incorporate additional layers of 
non-visible covert security features up to 
and including forensic capability. 

‘‘(c) STANDARDS FOR PACKAGING.— 
‘‘(1) MULTIPLE ELEMENTS.—For the purpose 

of making it more difficult to counterfeit 
the packaging of drugs subject to section 
503(b), manufacturers of the drugs shall in-
corporate the technologies described in sub-
section (b) into multiple elements of the 
physical packaging of the drugs, including 
blister packs, shrink wrap, package labels, 
package seals, bottles, and boxes. 

‘‘(2) LABELING OF SHIPPING CONTAINER.— 
Shipments of drugs described in subsection 
(a) shall include a label on the shipping con-

tainer that incorporates the technologies de-
scribed in subsection (b), so that officials in-
specting the packages will be able to deter-
mine the authenticity of the shipment. 
Chain of custody procedures shall apply to 
such labels and shall include procedures ap-
plicable to contractual agreements for the 
use and distribution of the labels, methods 
to audit the use of the labels, and database 
access for the relevant governmental agen-
cies for audit or verification of the use and 
distribution of the labels. 

‘‘(d) EFFECTIVE DATE.—This section shall 
take effect 180 days after the date of enact-
ment of the Pharmaceutical Market Access 
Act of 2007.’’. 
SEC. l07. PROHIBITED ACTS. 

Section 301 of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 331) is amended by 
inserting after subsection (k) the following: 

‘‘(l) The failure to register in accordance 
with section 804(f) or to import or offer to 
import a prescription drug in violation of a 
suspension order under section 804(g).’’. 
SEC. l08. PATENTS. 

Section 271 of title 35, United States Code, 
is amended— 

(1) by redesignating subsections (h) and (i) 
as subsections (i) and (j), respectively; and 

(2) by inserting after subsection (g) the fol-
lowing: 

‘‘(h) It shall not be an act of infringement 
to use, offer to sell, or sell within the United 
States or to import into the United States 
any patented invention under section 804 (21 
U.S.C. 384) of the Federal Food, Drug, and 
Cosmetic Act that was first sold abroad by 
or under authority of the owner or licensee 
of such patent.’’. 
SEC. l09. OTHER ENFORCEMENT ACTIONS. 

(a) IN GENERAL.—Section 804 of the Federal 
Food, Drug, and Cosmetic Act (as amended 
in section l04) is amended by adding at the 
end the following: 

‘‘(l) UNFAIR OR DISCRIMINATORY ACTS AND 
PRACTICES.— 

‘‘(1) IN GENERAL.—It is unlawful for a man-
ufacturer, directly or indirectly (including 
by being a party to a licensing or other 
agreement) to— 

‘‘(A) discriminate by charging a higher 
price for a prescription drug sold to a person 
in a permitted country that exports a pre-
scription drug to the United States under 
this section than the price that is charged to 
another person that is in the same country 
and that does not export a prescription drug 
into the United States under this section; 

‘‘(B) discriminate by charging a higher 
price for a prescription drug sold to a person 
that distributes, sells, or uses a prescription 
drug imported into the United States under 
this section than the price that is charged to 
another person in the United States that 
does not import a prescription drug under 
this section, or that does not distribute, sell, 
or use such a drug; 

‘‘(C) discriminate by denying supplies of a 
prescription drug to a person in a permitted 
country that exports a prescription drug to 
the United States under this section or dis-
tributes, sells, or uses a prescription drug 
imported into the United States under this 
section; 

‘‘(D) discriminate by publicly, privately, or 
otherwise refusing to do business with a per-
son in a permitted country that exports a 
prescription drug to the United States under 
this section or distributes, sells, or uses a 
prescription drug imported into the United 
States under this section; 

‘‘(E) discriminate by specifically restrict-
ing or delaying the supply of a prescription 
drug to a person in a permitted country that 
exports a prescription drug to the United 
States under this section or distributes, 
sells, or uses a prescription drug imported 
into the United States under this section; 

‘‘(F) cause there to be a difference (includ-
ing a difference in active ingredient, route of 
administration, dosage form, strength, for-
mulation, manufacturing establishment, 
manufacturing process, or person that manu-
factures the drug) between a prescription 
drug for distribution in the United States 
and the drug for distribution in a permitted 
country for the purpose of restricting impor-
tation of the drug into the United States 
under this section; 

‘‘(G) refuse to allow an inspection author-
ized under this section of an establishment 
that manufactures a prescription drug that 
may be imported or offered for import under 
this section; 

‘‘(H) fail to conform to the methods used 
in, or the facilities used for, the manufac-
turing, processing, packing, or holding of a 
prescription drug that may be imported or 
offered for import under this section to good 
manufacturing practice under this Act; 

‘‘(I) become a party to a licensing or other 
agreement related to a prescription drug 
that fails to provide for compliance with all 
requirements of this section with respect to 
such prescription drug or that has the effect 
of prohibiting importation of the drug under 
this section; or 

‘‘(J) engage in any other action that the 
Federal Trade Commission determines to 
discriminate against a person that engages 
in, or to impede, delay, or block the process 
for, the importation of a prescription drug 
under this section. 

‘‘(2) AFFIRMATIVE DEFENSE.—It shall be an 
affirmative defense to a charge that a person 
has discriminated under subparagraph (A), 
(B), (C), (D), or (E) of paragraph (1) that the 
higher price charged for a prescription drug 
sold to a person, the denial of supplies of a 
prescription drug to a person, the refusal to 
do business with a person, or the specific re-
striction or delay of supplies to a person is 
not based, in whole or in part, on— 

‘‘(A) the person exporting or importing a 
prescription drug into the United States 
under this section; or 

‘‘(B) the person distributing, selling, or 
using a prescription drug imported into the 
United States under this section. 

‘‘(3) PRESUMPTION AND AFFIRMATIVE DE-
FENSE.— 

‘‘(A) PRESUMPTION.—A difference (includ-
ing a difference in active ingredient, route of 
administration, dosage form, strength, for-
mulation, manufacturing establishment, 
manufacturing process, or person that manu-
factures the drug) created after January 1, 
2007, between a prescription drug for dis-
tribution in the United States and the drug 
for distribution in a permitted country shall 
be presumed under paragraph (1)(H) to be for 
the purpose of restricting importation of the 
drug into the United States under this sec-
tion. 

‘‘(B) AFFIRMATIVE DEFENSE.—It shall be an 
affirmative defense to the presumption 
under subparagraph (A) that— 

‘‘(i) the difference was required by the 
country in which the drug is distributed; or 

‘‘(ii) the Secretary has determined that the 
difference was necessary to improve the safe-
ty or effectiveness of the drug. 

‘‘(4) EFFECT OF SUBSECTION.— 
‘‘(A) SALES IN OTHER COUNTRIES.—This sub-

section applies only to the sale or distribu-
tion of a prescription drug in a country if the 
manufacturer of the drug chooses to sell or 
distribute the drug in the country. Nothing 
in this subsection shall be construed to com-
pel the manufacturer of a drug to distribute 
or sell the drug in a country. 

‘‘(B) DISCOUNTS TO INSURERS, HEALTH 
PLANS, PHARMACY BENEFIT MANAGERS, AND 
COVERED ENTITIES.—Nothing in this sub-
section shall be construed to— 
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‘‘(i) prevent or restrict a manufacturer of a 

prescription drug from providing discounts 
to an insurer, health plan, pharmacy benefit 
manager in the United States, or covered en-
tity in the drug discount program under sec-
tion 340B in return for inclusion of the drug 
on a formulary; 

‘‘(ii) require that such discounts be made 
available to other purchasers of the prescrip-
tion drug; or 

‘‘(iii) prevent or restrict any other meas-
ures taken by an insurer, health plan, or 
pharmacy benefit manager to encourage con-
sumption of such prescription drug. 

‘‘(C) CHARITABLE CONTRIBUTIONS.—Nothing 
in this subsection shall be construed to— 

‘‘(i) prevent a manufacturer from donating 
a prescription drug, or supplying a prescrip-
tion drug at nominal cost, to a charitable or 
humanitarian organization, including the 
United Nations and affiliates, or to a govern-
ment of a foreign country; or 

‘‘(ii) apply to such donations or supplying 
of a prescription drug. 

‘‘(5) ENFORCEMENT.— 
‘‘(A) UNFAIR OR DECEPTIVE ACT OR PRAC-

TICE.—A violation of this subsection shall be 
treated as a violation of a rule defining an 
unfair or deceptive act or practice prescribed 
under section 18(a)(1)(B) of the Federal Trade 
Commission Act. 

‘‘(B) ACTIONS BY THE COMMISSION.—The 
Federal Trade Commission— 

‘‘(i) shall enforce this subsection in the 
same manner, by the same means, and with 
the same jurisdiction, powers, and duties as 
though all applicable terms and provisions of 
the Federal Trade Commission Act were in-
corporated into and made a part of this sec-
tion; and 

‘‘(ii) may seek monetary relief threefold 
the damages sustained. 

‘‘(6) ACTIONS BY STATES.— 
‘‘(A) IN GENERAL.— 
‘‘(i) CIVIL ACTIONS.—The attorney general 

of a State may bring a civil action on behalf 
of the residents of the State, and persons 
doing business in the State, in a district 
court of the United States of appropriate ju-
risdiction for a violation of paragraph (1) 
to— 

‘‘(I) enjoin that practice; 
‘‘(II) enforce compliance with this sub-

section; 
‘‘(III) obtain damages, restitution, or other 

compensation on behalf of residents of the 
State and persons doing business in the 
State, including threefold the damages; or 

‘‘(IV) obtain such other relief as the court 
may consider to be appropriate. 

‘‘(ii) NOTICE.— 
‘‘(I) IN GENERAL.—Before filing an action 

under clause (i), the attorney general of the 
State involved shall provide to the Federal 
Trade Commission— 

‘‘(aa) written notice of that action; and 
‘‘(bb) a copy of the complaint for that ac-

tion. 
‘‘(II) EXEMPTION.—Subclause (I) shall not 

apply with respect to the filing of an action 
by an attorney general of a State under this 
paragraph, if the attorney general deter-
mines that it is not feasible to provide the 
notice described in that subclause before fil-
ing of the action. In such case, the attorney 
general of a State shall provide notice and a 
copy of the complaint to the Federal Trade 
Commission at the same time as the attor-
ney general files the action. 

‘‘(B) INTERVENTION.— 
‘‘(i) IN GENERAL.—On receiving notice 

under subparagraph (A)(ii), the Commission 
shall have the right to intervene in the ac-
tion that is the subject of the notice. 

‘‘(ii) EFFECT OF INTERVENTION.—If the Com-
mission intervenes in an action under sub-
paragraph (A), it shall have the right— 

‘‘(I) to be heard with respect to any matter 
that arises in that action; and 

‘‘(II) to file a petition for appeal. 
‘‘(C) CONSTRUCTION.—For purposes of bring-

ing any civil action under subparagraph (A), 
nothing in this subsection shall be construed 
to prevent an attorney general of a State 
from exercising the powers conferred on the 
attorney general by the laws of that State 
to— 

‘‘(i) conduct investigations; 
‘‘(ii) administer oaths or affirmations; or 
‘‘(iii) compel the attendance of witnesses 

or the production of documentary and other 
evidence. 

‘‘(D) ACTIONS BY THE COMMISSION.— 
‘‘(i) IN GENERAL.—In any case in which an 

action is instituted by or on behalf of the 
Commission for a violation of paragraph (1), 
a State may not, during the pendency of that 
action, institute an action under subpara-
graph (A) for the same violation against any 
defendant named in the complaint in that 
action. 

‘‘(ii) INTERVENTION.—An attorney general 
of a State may intervene, on behalf of the 
residents of that State, in an action insti-
tuted by the Commission. 

‘‘(iii) EFFECT OF INTERVENTION.—If an at-
torney general of a State intervenes in an 
action instituted by the Commission, such 
attorney general shall have the right— 

‘‘(I) to be heard with respect to any matter 
that arises in that action; and 

‘‘(II) to file a petition for appeal. 
‘‘(E) VENUE.—Any action brought under 

subparagraph (A) may be brought in the dis-
trict court of the United States that meets 
applicable requirements relating to venue 
under section 1391 of title 28, United States 
Code. 

‘‘(F) SERVICE OF PROCESS.—In an action 
brought under subparagraph (A), process 
may be served in any district in which the 
defendant— 

‘‘(i) is an inhabitant; or 
‘‘(ii) may be found. 
‘‘(G) LIMITATION OF ACTIONS.—Any action 

under this paragraph to enforce a cause of 
action under this subsection by the Federal 
Trade Commission or the attorney general of 
a State shall be forever barred unless com-
menced within 5 years after the Federal 
Trade Commission, or the attorney general, 
as the case may be, knew or should have 
known that the cause of action accrued. No 
cause of action barred under existing law on 
the effective date of the Pharmaceutical 
Market Access Act of 2007 shall be revived by 
such Act. 

‘‘(H) MEASUREMENT OF DAMAGES.—In any 
action under this paragraph to enforce a 
cause of action under this subsection in 
which there has been a determination that a 
defendant has violated a provision of this 
subsection, damages may be proved and as-
sessed in the aggregate by statistical or sam-
pling methods, by the computation of illegal 
overcharges or by such other reasonable sys-
tem of estimating aggregate damages as the 
court in its discretion may permit without 
the necessity of separately proving the indi-
vidual claim of, or amount of damage to, per-
sons on whose behalf the suit was brought. 

‘‘(I) EXCLUSION ON DUPLICATIVE RELIEF.— 
The district court shall exclude from the 
amount of monetary relief awarded in an ac-
tion under this paragraph brought by the at-
torney general of a State any amount of 
monetary relief which duplicates amounts 
which have been awarded for the same in-
jury. 

‘‘(7) EFFECT ON ANTITRUST LAWS.—Nothing 
in this subsection shall be construed to mod-
ify, impair, or supersede the operation of the 
antitrust laws. For the purpose of this sub-
section, the term ‘antitrust laws’ has the 
meaning given it in the first section of the 

Clayton Act, except that it includes section 
5 of the Federal Trade Commission Act to 
the extent that such section 5 applies to un-
fair methods of competition. 

‘‘(8) MANUFACTURER.—In this subsection, 
the term ‘manufacturer’ means any entity, 
including any affiliate or licensee of that en-
tity, that is engaged in— 

‘‘(A) the production, preparation, propaga-
tion, compounding, conversion, or processing 
of a prescription drug, either directly or in-
directly by extraction from substances of 
natural origin, or independently by means of 
chemical synthesis, or by a combination of 
extraction and chemical synthesis; or 

‘‘(B) the packaging, repackaging, labeling, 
relabeling, or distribution of a prescription 
drug.’’. 

(b) REGULATIONS.—The Federal Trade Com-
mission shall promulgate regulations to 
carry out the enforcement program under 
section 804(l) of the Federal Food, Drug, and 
Cosmetic Act (as added by subsection (a)). 

(c) SUSPENSION AND TERMINATION OF EX-
PORTERS.—Section 804(g) of the Federal 
Food, Drug, and Cosmetic Act (as amended 
by section l04(g)) (21 U.S.C. 384(g)) is amend-
ed by— 

(1) striking ‘‘SUSPENSION OF IMPORTA-
TION.—The Secretary’’ and inserting ‘‘SUS-
PENSION OF IMPORTATION.— 

‘‘(1) IN GENERAL.—The Secretary’’; and 
(2) adding at the end the following: 
‘‘(2) SUSPENSION AND TERMINATION OF EX-

PORTERS.— 
‘‘(A) SUSPENSION.—With respect to the ef-

fectiveness of a registration submitted under 
subsection (f) by a registered exporter: 

‘‘(i) Subject to clause (ii), if the Secretary 
determines, after notice and opportunity for 
a hearing, that the registered exporter has 
failed to maintain substantial compliance 
with all registration conditions, the Sec-
retary may suspend the registration. 

‘‘(ii) If the Secretary determines that, 
under color of the registration, the reg-
istered exporter has exported a drug that is 
not a qualifying drug, or a drug that does not 
meet the criteria under this section, or has 
exported a qualifying drug to an individual 
in violation of this section, the Secretary 
shall immediately suspend the registration. 
A suspension under the preceding sentence is 
not subject to the provision by the Secretary 
of prior notice, and the Secretary shall pro-
vide to the registered exporter involved an 
opportunity for a hearing not later than 10 
days after the date on which the registration 
is suspended. 

‘‘(iii) The Secretary may reinstate the reg-
istration, whether suspended under clause (i) 
or (ii), if the Secretary determines that the 
registered exporter has demonstrated that 
further violations of registration conditions 
will not occur. 

‘‘(B) TERMINATION.—The Secretary, after 
notice and opportunity for a hearing, may 
terminate the registration under subsection 
(f) of a registered exporter if the Secretary 
determines that the registered exporter has 
engaged in a pattern or practice of violating 
1 or more registration conditions, or if on 1 
or more occasions the Secretary has under 
subparagraph (A)(ii) suspended the registra-
tion of the registered exporter. The Sec-
retary may make the termination perma-
nent, or for a fixed period of not less than 1 
year. During the period in which the reg-
istration of a registered exporter is termi-
nated, any registration submitted under sub-
section (f) by such exporter or a person who 
is a partner in the export enterprise or a 
principal officer in such enterprise, and any 
registration prepared with the assistance of 
such exporter or such a person, has no legal 
effect under this section.’’. 
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SEC. l10. AUTHORIZATION OF APPROPRIATIONS. 

There are authorized to be appropriated 
such sums as may be necessary to carry out 
this title (and the amendments made by this 
title). 

SA 985. Mr. BROWNBACK (for him-
self and Mr. BROWN) submitted an 
amendment intended to be proposed by 
him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the appropriate place, insert the fol-
lowing: 
SEC. ll. PRIORITY REVIEW TO ENCOURAGE 

TREATMENTS FOR TROPICAL DIS-
EASES. 

Subchapter A of chapter V of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 351 
et seq.) is amended by adding at the end the 
following: 
‘‘SEC. 524. PRIORITY REVIEW TO ENCOURAGE 

TREATMENTS FOR TROPICAL DIS-
EASES. 

‘‘(a) DEFINITIONS.—In this section: 
‘‘(1) AIDS.—The term ‘AIDS’ means the ac-

quired immune deficiency syndrome. 
‘‘(2) AIDS DRUG.—The term ‘AIDS drug’ 

means a drug indicated for treating HIV. 
‘‘(3) HIV.—The term ‘HIV’ means the 

human immunodeficiency virus, the patho-
gen that causes AIDS. 

‘‘(4) NEGLECTED OR TROPICAL DISEASE.—The 
term ‘neglected or tropical disease’ means— 

‘‘(A) HIV, malaria, tuberculosis, and re-
lated diseases; or 

‘‘(B) any other infectious disease that dis-
proportionately affects poor and 
marginalized populations, including those 
diseases targeted by the Special Programme 
for Research and Training in Tropical Dis-
eases cosponsored by the United Nations De-
velopment Program, UNICEF, the World 
Bank, and the World Health Organization. 

‘‘(5) PRIORITY REVIEW.—The term ‘priority 
review’, with respect to a new drug applica-
tion described in paragraph (6), means review 
and action by the Secretary on such applica-
tion not later than 180 days after receipt by 
the Secretary of such application, pursuant 
to the Manual of Policies and Procedures of 
the Food and Drug Administration. 

‘‘(6) PRIORITY REVIEW VOUCHER.—The term 
‘priority review voucher’ means a voucher 
issued by the Secretary to the sponsor of a 
tropical disease product that entitles such 
sponsor, or a person described under sub-
section (b)(2), to priority review of a new 
drug application submitted under section 
505(b)(1) after the date of approval of the 
tropical disease product. 

‘‘(7) TROPICAL DISEASE PRODUCT.—The term 
‘tropical disease product’ means a product 
that— 

‘‘(A) is a new drug, antibiotic drug, biologi-
cal product, vaccine, device, diagnostic, or 
other tool for treatment of a neglected or 
tropical disease; and 

‘‘(B) is approved by the Secretary for use 
in the treatment of a neglected or tropical 
disease. 

‘‘(b) PRIORITY REVIEW VOUCHER.— 
‘‘(1) IN GENERAL.—The Secretary shall 

award a priority review voucher to the spon-
sor of a tropical disease product upon ap-
proval by the Secretary of such tropical dis-
ease product. 

‘‘(2) TRANSFERABILITY.—The sponsor of a 
tropical disease product that receives a pri-
ority review voucher under this section may 
transfer (including by sale) the entitlement 
to such voucher to a sponsor of a new drug 
for which an application under section 

505(b)(1) will be submitted after the date of 
the approval of the tropical disease product. 

‘‘(3) LIMITATION.—A sponsor of a tropical 
disease product may not receive a priority 
review voucher under this section if the trop-
ical disease product was approved by the 
Secretary prior to the date of enactment of 
this section. 

‘‘(c) PRIORITY REVIEW USER FEE.— 
‘‘(1) IN GENERAL.—The Secretary shall es-

tablish a user fee program under which a 
sponsor of a drug that is the subject of a pri-
ority review voucher shall pay to the Sec-
retary a fee determined under paragraph (2). 
Such fee shall be in addition to any fee re-
quired to be submitted by the sponsor under 
chapter VII. 

‘‘(2) FEE AMOUNT.—The amount of the pri-
ority review user fee shall be determined 
each fiscal year by the Secretary and based 
on the anticipated costs to the Secretary of 
implementing this section. 

‘‘(3) ANNUAL FEE SETTING.—The Secretary 
shall establish, before the beginning of each 
fiscal year beginning after September 30, 
2007, for that fiscal year, the amount of the 
priority review user fee. 

‘‘(4) PAYMENT.— 
‘‘(A) IN GENERAL.—The fee required by this 

subsection shall be due upon the filing of the 
new drug application under section 505(b)(1) 
for which the voucher is used. 

‘‘(B) COMPLETE APPLICATION.—An applica-
tion described under subparagraph (A) for 
which the sponsor requests the use of a pri-
ority review voucher shall be considered in-
complete if the fee required by this sub-
section is not included in such application.’’. 

SA 986. Ms. LANDRIEU submitted an 
amendment intended to be proposed by 
her to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the end of the bill, add the following: 
TITLE—DOMESTIC PET TURTLE MARKET 

ACCESS 
SEC. ll. SHORT TITLE. 

This title may be cited as the ‘‘Domestic 
Pet Turtle Market Access Act of 2007’’. 
SEC. ll. FINDINGS. 

Congress makes the following findings: 
(1) Pet turtles less than 10.2 centimeters in 

diameter have been banned for sale in the 
United States by the Food and Drug Admin-
istration since 1975 due to health concerns. 

(2) The Food and Drug Administration does 
not ban the sale of iguanas or other lizards, 
snakes, frogs, or other amphibians or rep-
tiles that are sold as pets in the United 
States that also carry salmonella bacteria. 
The Food and Drug Administration also does 
not require that these animals be treated for 
salmonella bacteria before being sold as pets. 

(3) The technology to treat turtles for sal-
monella, and make them safe for sale, has 
greatly advanced since 1975. Treatments 
exist that can nearly eradicate salmonella 
from turtles, and individuals are more aware 
of the causes of salmonella, how to treat sal-
monella poisoning, and the seriousness asso-
ciated with salmonella poisoning. 

(4) University research has shown that 
these turtles can be treated in such a way 
that they can be raised, shipped, and distrib-
uted without having a recolonization of sal-
monella. 

(5) University research has also shown that 
pet owners can be equipped with a treatment 
regiment that allows the turtle to be main-
tained safe from salmonella. 

(6) The Food and Drug Administration 
should allow the sale of turtles less than 10.2 

centimeters in diameter as pets as long as 
the sellers are required to use proven meth-
ods to treat the turtles for salmonella and 
maintain a safe pet. 
SEC. ll. SALE OF BABY TURTLES. 

(a) IN GENERAL.—Notwithstanding any 
other provision of law, the Food and Drug 
Administration shall not restrict the sale by 
a turtle farmer or other commercial retail 
seller of a turtle that is less than 10.2 centi-
meters in diameter as a pet if— 

(1) the turtle is raised, shipped, and sold 
using methods that are proven to keep the 
turtle free of salmonella, using salmonella 
safety standards that are comparable to such 
standards relating to other animals, includ-
ing reptiles and amphibians, that are allowed 
for sale as pets, or animal products that are 
allowed for sale as food products; 

(2) the Administration has approved a plan 
submitted by the turtle farmer or commer-
cial retail seller involved relating to compli-
ance with paragraph (1); and 

(3) the farmer or other commercial retail 
seller includes, with the sale of such a turtle, 
a disclosure to the buyer that includes— 

(A) information regarding— 
(i) the dangers, including possible severe 

illness or death, especially for at-risk people 
who may be susceptible to salmonella poi-
soning, such as children, pregnant women, 
and others who may have weak immune sys-
tems, that could result if the turtle is not 
properly handled and safely maintained; 

(ii) the proper handling of the turtle, in-
cluding an explanation of proper hygiene 
such as handwashing after handling a turtle; 
and 

(iii) the proven methods of treatment that, 
if properly applied, keep the turtle safe from 
salmonella; 

(B) a detailed explanation of how to prop-
erly treat the turtle to keep it safe from sal-
monella, using the proven methods of treat-
ment referred to under subparagraph (A), 
and how the buyer can continue to purchase 
the tools, treatments, or any other required 
item to continually treat the turtle; and 

(C) a statement that buyers of pet turtles 
should not abandon the turtle or abandon it 
outside, as the turtle may become an 
invasive species to the local community, but 
should instead return them to a commercial 
retail pet seller or other organization that 
would accept turtles no longer wanted as 
pets. 

(b) PLAN.— 
(1) IN GENERAL.—A turtle farmer or other 

commercial seller that desires to sell a tur-
tle as provided for under subsection (a) shall 
submit a plan to the Food and Drug Admin-
istration that details the manner in which 
the farmer or seller will ensure compliance 
with the requirements of subsection (a)(1) 
with respect to the turtles involved. The 
plan shall include use of non-antibiotic com-
pounds that suppress or eliminate the pres-
ence of salmonella in turtle hatchlings. 

(2) ACTION BY FDA.—Not later 30 days after 
the date on which the Food and Drug Admin-
istration receives a plan under paragraph (1), 
the Administration shall accept or reject 
such plan. If such plan is rejected, the Ad-
ministration shall provide clear, specific 
guidance on the reasons for such rejection. 
The Administration may only reject such a 
plan if it is determined that the plan fails to 
achieve the same salmonella safety stand-
ards as such standards relating to other ani-
mals, including reptiles and amphibians, 
that are allowed for sale as pets, or animal 
products that are allowed for sale as food 
products. 

(c) RULE OF CONSTRUCTION.—Nothing in 
this section shall be construed to permit the 
Food and Drug Administration to hold the 
sale of turtles less than 10.2 centimeters in 
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diameter as a pet to any greater salmonella 
safety standard applicable to other reptiles 
or amphibians sold as pets, animals sold as 
pets, or food products regulated by such Ad-
ministration. 

SA 987. Mr. INHOFE submitted an 
amendment intended to be proposed by 
him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the appropriate place, insert the fol-
lowing: 
SEC. ll. HEAD START ACT AMENDMENT IMPOS-

ING PARENTAL CONSENT REQUIRE-
MENT FOR NONEMERGENCY INTRU-
SIVE PHYSICAL EXAMINATIONS. 

The Head Start Act (42 U.S.C. 9831 et seq.) 
is amended by adding at the end the fol-
lowing: 
‘‘SEC. 657A. PARENTAL CONSENT REQUIREMENT 

FOR NONEMERGENCY INTRUSIVE 
PHYSICAL EXAMINATIONS. 

‘‘(a) IN GENERAL.—A Head Start agency 
shall obtain written parental consent before 
administration of any nonemergency intru-
sive physical examination of a child in con-
nection with participation in a program 
under this subchapter. 

‘‘(b) DEFINITION.—The term ‘nonemergency 
intrusive physical examination’ means, with 
respect to a child, a physical examination 
that— 

‘‘(1) is not immediately necessary to pro-
tect the health or safety of the child in-
volved or the health or safety of another in-
dividual; and 

‘‘(2) requires incision or is otherwise 
invasive, or involves exposure of private 
body parts.’’. 

SA 988. Mr. INHOFE submitted an 
amendment intended to be proposed by 
him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the appropriate place, insert the fol-
lowing: 
SEC. ll. CHILD MEDICATION SAFETY. 

(a) REQUIRED POLICIES AND PROCEDURES.— 
(1) IN GENERAL.—As a condition of receiv-

ing funds under any program or activity ad-
ministered by the Secretary of Education, 
not later than 1 year after the date of enact-
ment of this section, each State shall de-
velop and implement policies and procedures 
prohibiting school personnel from requiring 
a child to obtain a prescription for sub-
stances covered by section 202(c) of the Con-
trolled Substances Act (21 U.S.C. 812(c)) or a 
psychotropic drug as a condition of attend-
ing school or receiving services. 

(2) RULE OF CONSTRUCTION.—Nothing in 
paragraph (1) shall be construed to create a 
Federal prohibition against teachers and 
other school personnel consulting or sharing 
classroom-based observations with parents 
or guardians regarding a student’s academic 
performance or behavior in the classroom or 
school, or regarding the need for evaluation 
for special education or related services 
under section 612(a)(3) of the Individuals 
with Disabilities Education Act (20 U.S.C. 
1412(a)(3)). 

(3) PROHIBITION OF PAYMENT OF FUNDS.—No 
Federal education funds may be paid to any 
local educational agency or other instru-
ment of government that uses the refusal of 
a parent or legal guardian to provide a sub-

stance covered by section 202(c) of the Con-
trolled Substances Act (21 U.S.C. 812(c)) or a 
psychotropic drug for such individual’s child 
as the basis of a charge of child abuse, child 
neglect, education neglect, or medical ne-
glect until the agency or instrument dem-
onstrates that it is no longer using such re-
fusal as a basis of a child abuse, child ne-
glect, education neglect, or medical neglect 
charge. 

(b) DEFINITIONS.—In this section: 
(1) CHILD.—The term ‘‘child’’ means any 

person within the age limits for which the 
State provides free public education. 

(2) PSYCHOTROPIC DRUG.—The term ‘‘psy-
chotropic drug’’ means a drug subject to sec-
tion 505 of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 355) that is not a sub-
stance covered by section 202(c) of the Con-
trolled Substances Act (21 U.S.C. 812(c)) but 
is— 

(A) used in the diagnosis, treatment, or 
prevention of a disease; and 

(B) intended to have an altering effect on 
perception, emotion, or behavior. 

(3) STATE.—The term ‘‘State’’ means each 
of the 50 States, the District of Columbia, 
and the Commonwealth of Puerto Rico. 

(c) GAO STUDY AND REVIEW.— 
(1) REVIEW.—The Comptroller General of 

the United States shall conduct a review of— 
(A) the variation among States in defini-

tions of psychotropic medications as used in 
regard to State jurisdiction over public edu-
cation; 

(B) the prescription rates of medications 
used in public schools to treat children diag-
nosed with attention deficit disorder, atten-
tion deficit hyperactivity disorder, and other 
disorders or illnesses; 

(C) which medications used to treat such 
children in public schools are listed under 
the Controlled Substances Act; and 

(D) which medications used to treat such 
children in public schools are not listed 
under the Controlled Substances Act, includ-
ing the properties and effects of any such 
medications, including the incidence of hal-
lucinations, psychosis, violence, suicide, 
heart problems, significant weight gain, or 
diabetes that students may experience while 
on these medications. 

(2) REPORT.—Not later than 1 year after 
the date of enactment of this section, the 
Comptroller General of the United States 
shall prepare and submit a report that con-
tains the results of the review under para-
graph (1). 

SA 989. Mr. HARKIN submitted an 
amendment intended to be proposed by 
him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the appropriate place, insert the fol-
lowing: 
SEC. ll. REQUIRED INFORMATION IN DIRECT- 

TO-CONSUMER TELEVISION AND 
RADIO ADVERTISEMENTS. 

Section 502(n) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 352(n)) is amend-
ed by inserting after the first sentence the 
following: ‘‘In addition to the requirements 
under the preceding sentence, in the case of 
an advertisement of a prescription drug pre-
sented directly to consumers in television or 
radio format that states the name of the 
drug and its medical indications, unless the 
audio portion of such advertisement includes 
a listing of all information in full about ad-
verse reactions, contraindications, and pre-
cautions listed in the patient or professional 
labeling of the drug approved under this 
Act.’’. 

SA 990. Mr. DORGAN (for himself, 
Ms. SNOWE, Mr. GRASSLEY, Mr. MCCAIN, 
Ms. STABENOW, Mr. NELSON of Florida, 
Mr. PRYOR, Mr. SANDERS, Mr. 
WHITEHOUSE, and Mrs. MCCASKILL) sub-
mitted an amendment intended to be 
proposed by him to the bill S. 1082, to 
amend the Federal Food, Drug, and 
Cosmetic Act to reauthorize and amend 
the prescription drug user fee provi-
sions, and for other purposes; as fol-
lows: 

At the appropriate place, insert the fol-
lowing: 

TITLE ll—IMPORTATION OF 
PRESCRIPTION DRUGS 

SEC. l01. SHORT TITLE. 
This title may be cited as the ‘‘Pharma-

ceutical Market Access and Drug Safety Act 
of 2007’’. 
SEC. l02. FINDINGS. 

Congress finds that— 
(1) Americans unjustly pay up to 5 times 

more to fill their prescriptions than con-
sumers in other countries; 

(2) the United States is the largest market 
for pharmaceuticals in the world, yet Amer-
ican consumers pay the highest prices for 
brand pharmaceuticals in the world; 

(3) a prescription drug is neither safe nor 
effective to an individual who cannot afford 
it; 

(4) allowing and structuring the importa-
tion of prescription drugs to ensure access to 
safe and affordable drugs approved by the 
Food and Drug Administration will provide a 
level of safety to American consumers that 
they do not currently enjoy; 

(5) American spend more than 
$200,000,000,000 on prescription drugs every 
year; 

(6) the Congressional Budget Office has 
found that the cost of prescription drugs are 
between 35 to 55 percent less in other highly- 
developed countries than in the United 
States; and 

(7) promoting competitive market pricing 
would both contribute to health care savings 
and allow greater access to therapy, improv-
ing health and saving lives. 
SEC. l03. REPEAL OF CERTAIN SECTION RE-

GARDING IMPORTATION OF PRE-
SCRIPTION DRUGS. 

Chapter VIII of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 381 et seq.) is 
amended by striking section 804. 
SEC. l04. IMPORTATION OF PRESCRIPTION 

DRUGS; WAIVER OF CERTAIN IM-
PORT RESTRICTIONS. 

(a) IN GENERAL.—Chapter VIII of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 
381 et seq.), as amended by section l03, is 
further amended by inserting after section 
803 the following: 
‘‘SEC. 804. COMMERCIAL AND PERSONAL IMPOR-

TATION OF PRESCRIPTION DRUGS. 
‘‘(a) IMPORTATION OF PRESCRIPTION 

DRUGS.— 
‘‘(1) IN GENERAL.—In the case of qualifying 

drugs imported or offered for import into the 
United States from registered exporters or 
by registered importers— 

‘‘(A) the limitation on importation that is 
established in section 801(d)(1) is waived; and 

‘‘(B) the standards referred to in section 
801(a) regarding admission of the drugs are 
subject to subsection (g) of this section (in-
cluding with respect to qualifying drugs to 
which section 801(d)(1) does not apply). 

‘‘(2) IMPORTERS.—A qualifying drug may 
not be imported under paragraph (1) unless— 

‘‘(A) the drug is imported by a pharmacy, 
group of pharmacies, or a wholesaler that is 
a registered importer; or 

‘‘(B) the drug is imported by an individual 
for personal use or for the use of a family 
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member of the individual (not for resale) 
from a registered exporter. 

‘‘(3) RULE OF CONSTRUCTION.—This section 
shall apply only with respect to a drug that 
is imported or offered for import into the 
United States— 

‘‘(A) by a registered importer; or 
‘‘(B) from a registered exporter to an indi-

vidual. 
‘‘(4) DEFINITIONS.— 
‘‘(A) REGISTERED EXPORTER; REGISTERED IM-

PORTER.—For purposes of this section: 
‘‘(i) The term ‘registered exporter’ means 

an exporter for which a registration under 
subsection (b) has been approved and is in ef-
fect. 

‘‘(ii) The term ‘registered importer’ means 
a pharmacy, group of pharmacies, or a 
wholesaler for which a registration under 
subsection (b) has been approved and is in ef-
fect. 

‘‘(iii) The term ‘registration condition’ 
means a condition that must exist for a reg-
istration under subsection (b) to be ap-
proved. 

‘‘(B) QUALIFYING DRUG.—For purposes of 
this section, the term ‘qualifying drug’ 
means a drug for which there is a cor-
responding U.S. label drug. 

‘‘(C) U.S. LABEL DRUG.—For purposes of 
this section, the term ‘U.S. label drug’ 
means a prescription drug that— 

‘‘(i) with respect to a qualifying drug, has 
the same active ingredient or ingredients, 
route of administration, dosage form, and 
strength as the qualifying drug; 

‘‘(ii) with respect to the qualifying drug, is 
manufactured by or for the person that man-
ufactures the qualifying drug; 

‘‘(iii) is approved under section 505(c); and 
‘‘(iv) is not— 
‘‘(I) a controlled substance, as defined in 

section 102 of the Controlled Substances Act 
(21 U.S.C. 802); 

‘‘(II) a biological product, as defined in sec-
tion 351 of the Public Health Service Act (42 
U.S.C. 262), including— 

‘‘(aa) a therapeutic DNA plasmid product; 
‘‘(bb) a therapeutic synthetic peptide prod-

uct; 
‘‘(cc) a monoclonal antibody product for in 

vivo use; and 
‘‘(dd) a therapeutic recombinant DNA-de-

rived product; 
‘‘(III) an infused drug, including a peri-

toneal dialysis solution; 
‘‘(IV) an injected drug; 
‘‘(V) a drug that is inhaled during surgery; 
‘‘(VI) a drug that is the listed drug referred 

to in 2 or more abbreviated new drug applica-
tions under which the drug is commercially 
marketed; or 

‘‘(VII) a sterile opthlamic drug intended 
for topical use on or in the eye. 

‘‘(D) OTHER DEFINITIONS.—For purposes of 
this section: 

‘‘(i)(I) The term ‘exporter’ means a person 
that is in the business of exporting a drug to 
individuals in the United States from Canada 
or from a permitted country designated by 
the Secretary under subclause (II), or that, 
pursuant to submitting a registration under 
subsection (b), seeks to be in such business. 

‘‘(II) The Secretary shall designate a per-
mitted country under subparagraph (E) 
(other than Canada) as a country from which 
an exporter may export a drug to individuals 
in the United States if the Secretary deter-
mines that— 

‘‘(aa) the country has statutory or regu-
latory standards that are equivalent to the 
standards in the United States and Canada 
with respect to— 

‘‘(AA) the training of pharmacists; 
‘‘(BB) the practice of pharmacy; and 
‘‘(CC) the protection of the privacy of per-

sonal medical information; and 

‘‘(bb) the importation of drugs to individ-
uals in the United States from the country 
will not adversely affect public health. 

‘‘(ii) The term ‘importer’ means a phar-
macy, a group of pharmacies, or a wholesaler 
that is in the business of importing a drug 
into the United States or that, pursuant to 
submitting a registration under subsection 
(b), seeks to be in such business. 

‘‘(iii) The term ‘pharmacist’ means a per-
son licensed by a State to practice phar-
macy, including the dispensing and selling of 
prescription drugs. 

‘‘(iv) The term ‘pharmacy’ means a person 
that— 

‘‘(I) is licensed by a State to engage in the 
business of selling prescription drugs at re-
tail; and 

‘‘(II) employs 1 or more pharmacists. 
‘‘(v) The term ‘prescription drug’ means a 

drug that is described in section 503(b)(1). 
‘‘(vi) The term ‘wholesaler’— 
‘‘(I) means a person licensed as a whole-

saler or distributor of prescription drugs in 
the United States under section 503(e)(2)(A); 
and 

‘‘(II) does not include a person authorized 
to import drugs under section 801(d)(1). 

‘‘(E) PERMITTED COUNTRY.—The term ‘per-
mitted country’ means— 

‘‘(i) Australia; 
‘‘(ii) Canada; 
‘‘(iii) a member country of the European 

Union, but does not include a member coun-
try with respect to which— 

‘‘(I) the country’s Annex to the Treaty of 
Accession to the European Union 2003 in-
cludes a transitional measure for the regula-
tion of human pharmaceutical products that 
has not expired; or 

‘‘(II) the Secretary determines that the re-
quirements described in subclauses (I) and 
(II) of clause (vii) will not be met by the date 
on which such transitional measure for the 
regulation of human pharmaceutical prod-
ucts expires; 

‘‘(iv) Japan; 
‘‘(v) New Zealand; 
‘‘(vi) Switzerland; and 
‘‘(vii) a country in which the Secretary de-

termines the following requirements are 
met: 

‘‘(I) The country has statutory or regu-
latory requirements— 

‘‘(aa) that require the review of drugs for 
safety and effectiveness by an entity of the 
government of the country; 

‘‘(bb) that authorize the approval of only 
those drugs that have been determined to be 
safe and effective by experts employed by or 
acting on behalf of such entity and qualified 
by scientific training and experience to 
evaluate the safety and effectiveness of 
drugs on the basis of adequate and well-con-
trolled investigations, including clinical in-
vestigations, conducted by experts qualified 
by scientific training and experience to 
evaluate the safety and effectiveness of 
drugs; 

‘‘(cc) that require the methods used in, and 
the facilities and controls used for the manu-
facture, processing, and packing of drugs in 
the country to be adequate to preserve their 
identity, quality, purity, and strength; 

‘‘(dd) for the reporting of adverse reactions 
to drugs and procedures to withdraw ap-
proval and remove drugs found not to be safe 
or effective; and 

‘‘(ee) that require the labeling and pro-
motion of drugs to be in accordance with the 
approval of the drug. 

‘‘(II) The valid marketing authorization 
system in the country is equivalent to the 
systems in the countries described in clauses 
(i) through (vi). 

‘‘(III) The importation of drugs to the 
United States from the country will not ad-
versely affect public health. 

‘‘(b) REGISTRATION OF IMPORTERS AND EX-
PORTERS.— 

‘‘(1) REGISTRATION OF IMPORTERS AND EX-
PORTERS.—A registration condition is that 
the importer or exporter involved (referred 
to in this subsection as a ‘registrant’) sub-
mits to the Secretary a registration con-
taining the following: 

‘‘(A)(i) In the case of an exporter, the name 
of the exporter and an identification of all 
places of business of the exporter that relate 
to qualifying drugs, including each ware-
house or other facility owned or controlled 
by, or operated for, the exporter. 

‘‘(ii) In the case of an importer, the name 
of the importer and an identification of the 
places of business of the importer at which 
the importer initially receives a qualifying 
drug after importation (which shall not ex-
ceed 3 places of business except by permis-
sion of the Secretary). 

‘‘(B) Such information as the Secretary de-
termines to be necessary to demonstrate 
that the registrant is in compliance with 
registration conditions under— 

‘‘(i) in the case of an importer, subsections 
(c), (d), (e), (g), and (j) (relating to the 
sources of imported qualifying drugs; the in-
spection of facilities of the importer; the 
payment of fees; compliance with the stand-
ards referred to in section 801(a); and mainte-
nance of records and samples); or 

‘‘(ii) in the case of an exporter, subsections 
(c), (d), (f), (g), (h), (i), and (j) (relating to the 
sources of exported qualifying drugs; the in-
spection of facilities of the exporter and the 
marking of compliant shipments; the pay-
ment of fees; and compliance with the stand-
ards referred to in section 801(a); being li-
censed as a pharmacist; conditions for indi-
vidual importation; and maintenance of 
records and samples). 

‘‘(C) An agreement by the registrant that 
the registrant will not under subsection (a) 
import or export any drug that is not a 
qualifying drug. 

‘‘(D) An agreement by the registrant to— 
‘‘(i) notify the Secretary of a recall or 

withdrawal of a qualifying drug distributed 
in a permitted country that the registrant 
has exported or imported, or intends to ex-
port or import, to the United States under 
subsection (a); 

‘‘(ii) provide for the return to the reg-
istrant of such drug; and 

‘‘(iii) cease, or not begin, the exportation 
or importation of such drug unless the Sec-
retary has notified the registrant that expor-
tation or importation of such drug may pro-
ceed. 

‘‘(E) An agreement by the registrant to en-
sure and monitor compliance with each reg-
istration condition, to promptly correct any 
noncompliance with such a condition, and to 
promptly report to the Secretary any such 
noncompliance. 

‘‘(F) A plan describing the manner in 
which the registrant will comply with the 
agreement under subparagraph (E). 

‘‘(G) An agreement by the registrant to en-
force a contract under subsection (c)(3)(B) 
against a party in the chain of custody of a 
qualifying drug with respect to the authority 
of the Secretary under clauses (ii) and (iii) of 
that subsection. 

‘‘(H) An agreement by the registrant to no-
tify the Secretary not more than 30 days be-
fore the registrant intends to make the 
change, of— 

‘‘(i) any change that the registrant intends 
to make regarding information provided 
under subparagraph (A) or (B); and 

‘‘(ii) any change that the registrant in-
tends to make in the compliance plan under 
subparagraph (F). 

‘‘(I) In the case of an exporter— 
‘‘(i) An agreement by the exporter that a 

qualifying drug will not under subsection (a) 
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be exported to any individual not authorized 
pursuant to subsection (a)(2)(B) to be an im-
porter of such drug. 

‘‘(ii) An agreement to post a bond, payable 
to the Treasury of the United States that is 
equal in value to the lesser of— 

‘‘(I) the value of drugs exported by the ex-
porter to the United States in a typical 4- 
week period over the course of a year under 
this section; or 

‘‘(II) $1,000,000; 
‘‘(iii) An agreement by the exporter to 

comply with applicable provisions of Cana-
dian law, or the law of the permitted country 
designated under subsection (a)(4)(D)(i)(II) in 
which the exporter is located, that protect 
the privacy of personal information with re-
spect to each individual importing a pre-
scription drug from the exporter under sub-
section (a)(2)(B). 

‘‘(iv) An agreement by the exporter to re-
port to the Secretary— 

‘‘(I) not later than August 1 of each fiscal 
year, the total price and the total volume of 
drugs exported to the United States by the 
exporter during the 6-month period from 
January 1 through June 30 of that year; and 

‘‘(II) not later than January 1 of each fiscal 
year, the total price and the total volume of 
drugs exported to the United States by the 
exporter during the previous fiscal year. 

‘‘(J) In the case of an importer, an agree-
ment by the importer to report to the Sec-
retary— 

‘‘(i) not later than August 1 of each fiscal 
year, the total price and the total volume of 
drugs imported to the United States by the 
importer during the 6-month period from 
January 1 through June 30 of that fiscal 
year; and 

‘‘(ii) not later than January 1 of each fiscal 
year, the total price and the total volume of 
drugs imported to the United States by the 
importer during the previous fiscal year. 

‘‘(K) Such other provisions as the Sec-
retary may require by regulation to protect 
the public health while permitting— 

‘‘(i) the importation by pharmacies, groups 
of pharmacies, and wholesalers as registered 
importers of qualifying drugs under sub-
section (a); and 

‘‘(ii) importation by individuals of quali-
fying drugs under subsection (a). 

‘‘(2) APPROVAL OR DISAPPROVAL OF REG-
ISTRATION.— 

‘‘(A) IN GENERAL.—Not later than 90 days 
after the date on which a registrant submits 
to the Secretary a registration under para-
graph (1), the Secretary shall notify the reg-
istrant whether the registration is approved 
or is disapproved. The Secretary shall dis-
approve a registration if there is reason to 
believe that the registrant is not in compli-
ance with one or more registration condi-
tions, and shall notify the registrant of such 
reason. In the case of a disapproved registra-
tion, the Secretary shall subsequently notify 
the registrant that the registration is ap-
proved if the Secretary determines that the 
registrant is in compliance with such condi-
tions. 

‘‘(B) CHANGES IN REGISTRATION INFORMA-
TION.—Not later than 30 days after receiving 
a notice under paragraph (1)(H) from a reg-
istrant, the Secretary shall determine 
whether the change involved affects the ap-
proval of the registration of the registrant 
under paragraph (1), and shall inform the 
registrant of the determination. 

‘‘(3) PUBLICATION OF CONTACT INFORMATION 
FOR REGISTERED EXPORTERS.—Through the 
Internet website of the Food and Drug Ad-
ministration and a toll-free telephone num-
ber, the Secretary shall make readily avail-
able to the public a list of registered export-
ers, including contact information for the 
exporters. Promptly after the approval of a 
registration submitted under paragraph (1), 

the Secretary shall update the Internet 
website and the information provided 
through the toll-free telephone number ac-
cordingly. 

‘‘(4) SUSPENSION AND TERMINATION.— 
‘‘(A) SUSPENSION.—With respect to the ef-

fectiveness of a registration submitted under 
paragraph (1): 

‘‘(i) Subject to clause (ii), the Secretary 
may suspend the registration if the Sec-
retary determines, after notice and oppor-
tunity for a hearing, that the registrant has 
failed to maintain substantial compliance 
with a registration condition. 

‘‘(ii) If the Secretary determines that, 
under color of the registration, the exporter 
has exported a drug or the importer has im-
ported a drug that is not a qualifying drug, 
or a drug that does not comply with sub-
section (g)(2)(A) or (g)(4), or has exported a 
qualifying drug to an individual in violation 
of subsection (i)(2)(F), the Secretary shall 
immediately suspend the registration. A sus-
pension under the preceding sentence is not 
subject to the provision by the Secretary of 
prior notice, and the Secretary shall provide 
to the registrant an opportunity for a hear-
ing not later than 10 days after the date on 
which the registration is suspended. 

‘‘(iii) The Secretary may reinstate the reg-
istration, whether suspended under clause (i) 
or (ii), if the Secretary determines that the 
registrant has demonstrated that further 
violations of registration conditions will not 
occur. 

‘‘(B) TERMINATION.—The Secretary, after 
notice and opportunity for a hearing, may 
terminate the registration under paragraph 
(1) of a registrant if the Secretary deter-
mines that the registrant has engaged in a 
pattern or practice of violating 1 or more 
registration conditions, or if on 1 or more oc-
casions the Secretary has under subpara-
graph (A)(ii) suspended the registration of 
the registrant. The Secretary may make the 
termination permanent, or for a fixed period 
of not less than 1 year. During the period in 
which the registration is terminated, any 
registration submitted under paragraph (1) 
by the registrant, or a person that is a part-
ner in the export or import enterprise, or a 
principal officer in such enterprise, and any 
registration prepared with the assistance of 
the registrant or such a person, has no legal 
effect under this section. 

‘‘(5) DEFAULT OF BOND.—A bond required to 
be posted by an exporter under paragraph 
(1)(I)(ii) shall be defaulted and paid to the 
Treasury of the United States if, after oppor-
tunity for an informal hearing, the Sec-
retary determines that the exporter has— 

‘‘(A) exported a drug to the United States 
that is not a qualifying drug or that is not in 
compliance with subsection (g)(2)(A), (g)(4), 
or (i); or 

‘‘(B) failed to permit the Secretary to con-
duct an inspection described under sub-
section (d). 

‘‘(c) SOURCES OF QUALIFYING DRUGS.—A 
registration condition is that the exporter or 
importer involved agrees that a qualifying 
drug will under subsection (a) be exported or 
imported into the United States only if there 
is compliance with the following: 

‘‘(1) The drug was manufactured in an es-
tablishment— 

‘‘(A) required to register under subsection 
(h) or (i) of section 510; and 

‘‘(B)(i) inspected by the Secretary; or 
‘‘(ii) for which the Secretary has elected to 

rely on a satisfactory report of a good manu-
facturing practice inspection of the estab-
lishment from a permitted country whose 
regulatory system the Secretary recognizes 
as equivalent under a mutual recognition 
agreement, as provided for under section 
510(i)(3), section 803, or part 26 of title 21, 

Code of Federal Regulations (or any cor-
responding successor rule or regulation). 

‘‘(2) The establishment is located in any 
country, and the establishment manufac-
tured the drug for distribution in the United 
States or for distribution in 1 or more of the 
permitted countries (without regard to 
whether in addition the drug is manufac-
tured for distribution in a foreign country 
that is not a permitted country). 

‘‘(3) The exporter or importer obtained the 
drug— 

‘‘(A) directly from the establishment; or 
‘‘(B) directly from an entity that, by con-

tract with the exporter or importer— 
‘‘(i) provides to the exporter or importer a 

statement (in such form and containing such 
information as the Secretary may require) 
that, for the chain of custody from the estab-
lishment, identifies each prior sale, pur-
chase, or trade of the drug (including the 
date of the transaction and the names and 
addresses of all parties to the transaction); 

‘‘(ii) agrees to permit the Secretary to in-
spect such statements and related records to 
determine their accuracy; 

‘‘(iii) agrees, with respect to the qualifying 
drugs involved, to permit the Secretary to 
inspect warehouses and other facilities, in-
cluding records, of the entity for purposes of 
determining whether the facilities are in 
compliance with any standards under this 
Act that are applicable to facilities of that 
type in the United States; and 

‘‘(iv) has ensured, through such contrac-
tual relationships as may be necessary, that 
the Secretary has the same authority re-
garding other parties in the chain of custody 
from the establishment that the Secretary 
has under clauses (ii) and (iii) regarding such 
entity. 

‘‘(4)(A) The foreign country from which the 
importer will import the drug is a permitted 
country; or 

‘‘(B) The foreign country from which the 
exporter will export the drug is the per-
mitted country in which the exporter is lo-
cated. 

‘‘(5) During any period in which the drug 
was not in the control of the manufacturer 
of the drug, the drug did not enter any coun-
try that is not a permitted country. 

‘‘(6) The exporter or importer retains a 
sample of each lot of the drug for testing by 
the Secretary. 

‘‘(d) INSPECTION OF FACILITIES; MARKING OF 
SHIPMENTS.— 

‘‘(1) INSPECTION OF FACILITIES.—A registra-
tion condition is that, for the purpose of as-
sisting the Secretary in determining whether 
the exporter involved is in compliance with 
all other registration conditions— 

‘‘(A) the exporter agrees to permit the Sec-
retary— 

‘‘(i) to conduct onsite inspections, includ-
ing monitoring on a day-to-day basis, of 
places of business of the exporter that relate 
to qualifying drugs, including each ware-
house or other facility owned or controlled 
by, or operated for, the exporter; 

‘‘(ii) to have access, including on a day-to- 
day basis, to— 

‘‘(I) records of the exporter that relate to 
the export of such drugs, including financial 
records; and 

‘‘(II) samples of such drugs; 
‘‘(iii) to carry out the duties described in 

paragraph (3); and 
‘‘(iv) to carry out any other functions de-

termined by the Secretary to be necessary 
regarding the compliance of the exporter; 
and 

‘‘(B) the Secretary has assigned 1 or more 
employees of the Secretary to carry out the 
functions described in this subsection for the 
Secretary randomly, but not less than 12 
times annually, on the premises of places of 
businesses referred to in subparagraph (A)(i), 
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and such an assignment remains in effect on 
a continuous basis. 

‘‘(2) MARKING OF COMPLIANT SHIPMENTS.—A 
registration condition is that the exporter 
involved agrees to affix to each shipping con-
tainer of qualifying drugs exported under 
subsection (a) such markings as the Sec-
retary determines to be necessary to identify 
the shipment as being in compliance with all 
registration conditions. Markings under the 
preceding sentence shall— 

‘‘(A) be designed to prevent affixation of 
the markings to any shipping container that 
is not authorized to bear the markings; and 

‘‘(B) include anticounterfeiting or track- 
and-trace technologies, taking into account 
the economic and technical feasibility of 
those technologies. 

‘‘(3) CERTAIN DUTIES RELATING TO EXPORT-
ERS.—Duties of the Secretary with respect to 
an exporter include the following: 

‘‘(A) Inspecting, randomly, but not less 
than 12 times annually, the places of busi-
ness of the exporter at which qualifying 
drugs are stored and from which qualifying 
drugs are shipped. 

‘‘(B) During the inspections under subpara-
graph (A), verifying the chain of custody of 
a statistically significant sample of quali-
fying drugs from the establishment in which 
the drug was manufactured to the exporter, 
which shall be accomplished or supple-
mented by the use of anticounterfeiting or 
track-and-trace technologies, taking into ac-
count the economic and technical feasibility 
of those technologies, except that a drug 
that lacks such technologies from the point 
of manufacture shall not for that reason be 
excluded from importation by an exporter. 

‘‘(C) Randomly reviewing records of ex-
ports to individuals for the purpose of deter-
mining whether the drugs are being imported 
by the individuals in accordance with the 
conditions under subsection (i). Such reviews 
shall be conducted in a manner that will re-
sult in a statistically significant determina-
tion of compliance with all such conditions. 

‘‘(D) Monitoring the affixing of markings 
under paragraph (2). 

‘‘(E) Inspecting as the Secretary deter-
mines is necessary the warehouses and other 
facilities, including records, of other parties 
in the chain of custody of qualifying drugs. 

‘‘(F) Determining whether the exporter is 
in compliance with all other registration 
conditions. 

‘‘(4) PRIOR NOTICE OF SHIPMENTS.—A reg-
istration condition is that, not less than 8 
hours and not more than 5 days in advance of 
the time of the importation of a shipment of 
qualifying drugs, the importer involved 
agrees to submit to the Secretary a notice 
with respect to the shipment of drugs to be 
imported or offered for import into the 
United States under subsection (a). A notice 
under the preceding sentence shall include— 

‘‘(A) the name and complete contact infor-
mation of the person submitting the notice; 

‘‘(B) the name and complete contact infor-
mation of the importer involved; 

‘‘(C) the identity of the drug, including the 
established name of the drug, the quantity of 
the drug, and the lot number assigned by the 
manufacturer; 

‘‘(D) the identity of the manufacturer of 
the drug, including the identity of the estab-
lishment at which the drug was manufac-
tured; 

‘‘(E) the country from which the drug is 
shipped; 

‘‘(F) the name and complete contact infor-
mation for the shipper of the drug; 

‘‘(G) anticipated arrival information, in-
cluding the port of arrival and crossing loca-
tion within that port, and the date and time; 

‘‘(H) a summary of the chain of custody of 
the drug from the establishment in which 
the drug was manufactured to the importer; 

‘‘(I) a declaration as to whether the Sec-
retary has ordered that importation of the 
drug from the permitted country cease under 
subsection (g)(2)(C) or (D); and 

‘‘(J) such other information as the Sec-
retary may require by regulation. 

‘‘(5) MARKING OF COMPLIANT SHIPMENTS.—A 
registration condition is that the importer 
involved agrees, before wholesale distribu-
tion (as defined in section 503(e)) of a quali-
fying drug that has been imported under sub-
section (a), to affix to each container of such 
drug such markings or other technology as 
the Secretary determines necessary to iden-
tify the shipment as being in compliance 
with all registration conditions, except that 
the markings or other technology shall not 
be required on a drug that bears comparable, 
compatible markings or technology from the 
manufacturer of the drug. Markings or other 
technology under the preceding sentence 
shall— 

‘‘(A) be designed to prevent affixation of 
the markings or other technology to any 
container that is not authorized to bear the 
markings; and 

‘‘(B) shall include anticounterfeiting or 
track-and-trace technologies, taking into ac-
count the economic and technical feasibility 
of such technologies. 

‘‘(6) CERTAIN DUTIES RELATING TO IMPORT-
ERS.—Duties of the Secretary with respect to 
an importer include the following: 

‘‘(A) Inspecting, randomly, but not less 
than 12 times annually, the places of busi-
ness of the importer at which a qualifying 
drug is initially received after importation. 

‘‘(B) During the inspections under subpara-
graph (A), verifying the chain of custody of 
a statistically significant sample of quali-
fying drugs from the establishment in which 
the drug was manufactured to the importer, 
which shall be accomplished or supple-
mented by the use of anticounterfeiting or 
track-and-trace technologies, taking into ac-
count the economic and technical feasibility 
of those technologies, except that a drug 
that lacks such technologies from the point 
of manufacture shall not for that reason be 
excluded from importation by an importer. 

‘‘(C) Reviewing notices under paragraph 
(4). 

‘‘(D) Inspecting as the Secretary deter-
mines is necessary the warehouses and other 
facilities, including records of other parties 
in the chain of custody of qualifying drugs. 

‘‘(E) Determining whether the importer is 
in compliance with all other registration 
conditions. 

‘‘(e) IMPORTER FEES.— 
‘‘(1) REGISTRATION FEE.—A registration 

condition is that the importer involved pays 
to the Secretary a fee of $10,000 due on the 
date on which the importer first submits the 
registration to the Secretary under sub-
section (b). 

‘‘(2) INSPECTION FEE.—A registration condi-
tion is that the importer involved pays a fee 
to the Secretary in accordance with this sub-
section. Such fee shall be paid not later than 
October 1 and April 1 of each fiscal year in 
the amount provided for under paragraph (3). 

‘‘(3) AMOUNT OF INSPECTION FEE.— 
‘‘(A) AGGREGATE TOTAL OF FEES.—Not later 

than 30 days before the start of each fiscal 
year, the Secretary, in consultation with the 
Secretary of Homeland Security and the Sec-
retary of the Treasury, shall establish an ag-
gregate total of fees to be collected under 
paragraph (2) for importers for that fiscal 
year that is sufficient, and not more than 
necessary, to pay the costs for that fiscal 
year of administering this section with re-
spect to registered importers, including the 
costs associated with— 

‘‘(i) inspecting the facilities of registered 
importers, and of other entities in the chain 

of custody of a qualifying drug as necessary, 
under subsection (d)(6); 

‘‘(ii) developing, implementing, and oper-
ating under such subsection an electronic 
system for submission and review of the no-
tices required under subsection (d)(4) with 
respect to shipments of qualifying drugs 
under subsection (a) to assess compliance 
with all registration conditions when such 
shipments are offered for import into the 
United States; and 

‘‘(iii) inspecting such shipments as nec-
essary, when offered for import into the 
United States to determine if such a ship-
ment should be refused admission under sub-
section (g)(5). 

‘‘(B) LIMITATION.—Subject to subparagraph 
(C), the aggregate total of fees collected 
under paragraph (2) for a fiscal year shall not 
exceed 2.5 percent of the total price of quali-
fying drugs imported during that fiscal year 
into the United States by registered import-
ers under subsection (a). 

‘‘(C) TOTAL PRICE OF DRUGS.— 
‘‘(i) ESTIMATE.—For the purposes of com-

plying with the limitation described in sub-
paragraph (B) when establishing under sub-
paragraph (A) the aggregate total of fees to 
be collected under paragraph (2) for a fiscal 
year, the Secretary shall estimate the total 
price of qualifying drugs imported into the 
United States by registered importers during 
that fiscal year by adding the total price of 
qualifying drugs imported by each registered 
importer during the 6-month period from 
January 1 through June 30 of the previous 
fiscal year, as reported to the Secretary by 
each registered importer under subsection 
(b)(1)(J). 

‘‘(ii) CALCULATION.—Not later than March 1 
of the fiscal year that follows the fiscal year 
for which the estimate under clause (i) is 
made, the Secretary shall calculate the total 
price of qualifying drugs imported into the 
United States by registered importers during 
that fiscal year by adding the total price of 
qualifying drugs imported by each registered 
importer during that fiscal year, as reported 
to the Secretary by each registered importer 
under subsection (b)(1)(J). 

‘‘(iii) ADJUSTMENT.—If the total price of 
qualifying drugs imported into the United 
States by registered importers during a fis-
cal year as calculated under clause (ii) is less 
than the aggregate total of fees collected 
under paragraph (2) for that fiscal year, the 
Secretary shall provide for a pro-rata reduc-
tion in the fee due from each registered im-
porter on April 1 of the subsequent fiscal 
year so that the limitation described in sub-
paragraph (B) is observed. 

‘‘(D) INDIVIDUAL IMPORTER FEE.—Subject to 
the limitation described in subparagraph (B), 
the fee under paragraph (2) to be paid on Oc-
tober 1 and April 1 by an importer shall be an 
amount that is proportional to a reasonable 
estimate by the Secretary of the semiannual 
share of the importer of the volume of quali-
fying drugs imported by importers under 
subsection (a). 

‘‘(4) USE OF FEES.— 
‘‘(A) IN GENERAL.—Subject to appropria-

tions Acts, fees collected by the Secretary 
under paragraphs (1) and (2) shall be credited 
to the appropriation account for salaries and 
expenses of the Food and Drug Administra-
tion until expended (without fiscal year limi-
tation), and the Secretary may, in consulta-
tion with the Secretary of Homeland Secu-
rity and the Secretary of the Treasury, 
transfer some proportion of such fees to the 
appropriation account for salaries and ex-
penses of the Bureau of Customs and Border 
Protection until expended (without fiscal 
year limitation). 

‘‘(B) SOLE PURPOSE.—Fees collected by the 
Secretary under paragraphs (1) and (2) are 
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only available to the Secretary and, if trans-
ferred, to the Secretary of Homeland Secu-
rity, and are for the sole purpose of paying 
the costs referred to in paragraph (3)(A). 

‘‘(5) COLLECTION OF FEES.—In any case 
where the Secretary does not receive pay-
ment of a fee assessed under paragraph (1) or 
(2) within 30 days after it is due, such fee 
shall be treated as a claim of the United 
States Government subject to subchapter II 
of chapter 37 of title 31, United States Code. 

‘‘(f) EXPORTER FEES.— 
‘‘(1) REGISTRATION FEE.—A registration 

condition is that the exporter involved pays 
to the Secretary a fee of $10,000 due on the 
date on which the exporter first submits that 
registration to the Secretary under sub-
section (b). 

‘‘(2) INSPECTION FEE.—A registration condi-
tion is that the exporter involved pays a fee 
to the Secretary in accordance with this sub-
section. Such fee shall be paid not later than 
October 1 and April 1 of each fiscal year in 
the amount provided for under paragraph (3). 

‘‘(3) AMOUNT OF INSPECTION FEE.— 
‘‘(A) AGGREGATE TOTAL OF FEES.—Not later 

than 30 days before the start of each fiscal 
year, the Secretary, in consultation with the 
Secretary of Homeland Security and the Sec-
retary of the Treasury, shall establish an ag-
gregate total of fees to be collected under 
paragraph (2) for exporters for that fiscal 
year that is sufficient, and not more than 
necessary, to pay the costs for that fiscal 
year of administering this section with re-
spect to registered exporters, including the 
costs associated with— 

‘‘(i) inspecting the facilities of registered 
exporters, and of other entities in the chain 
of custody of a qualifying drug as necessary, 
under subsection (d)(3); 

‘‘(ii) developing, implementing, and oper-
ating under such subsection a system to 
screen marks on shipments of qualifying 
drugs under subsection (a) that indicate 
compliance with all registration conditions, 
when such shipments are offered for import 
into the United States; and 

‘‘(iii) screening such markings, and in-
specting such shipments as necessary, when 
offered for import into the United States to 
determine if such a shipment should be re-
fused admission under subsection (g)(5). 

‘‘(B) LIMITATION.—Subject to subparagraph 
(C), the aggregate total of fees collected 
under paragraph (2) for a fiscal year shall not 
exceed 2.5 percent of the total price of quali-
fying drugs imported during that fiscal year 
into the United States by registered export-
ers under subsection (a). 

‘‘(C) TOTAL PRICE OF DRUGS.— 
‘‘(i) ESTIMATE.—For the purposes of com-

plying with the limitation described in sub-
paragraph (B) when establishing under sub-
paragraph (A) the aggregate total of fees to 
be collected under paragraph (2) for a fiscal 
year, the Secretary shall estimate the total 
price of qualifying drugs imported into the 
United States by registered exporters during 
that fiscal year by adding the total price of 
qualifying drugs exported by each registered 
exporter during the 6-month period from 
January 1 through June 30 of the previous 
fiscal year, as reported to the Secretary by 
each registered exporter under subsection 
(b)(1)(I)(iv). 

‘‘(ii) CALCULATION.—Not later than March 1 
of the fiscal year that follows the fiscal year 
for which the estimate under clause (i) is 
made, the Secretary shall calculate the total 
price of qualifying drugs imported into the 
United States by registered exporters during 
that fiscal year by adding the total price of 
qualifying drugs exported by each registered 
exporter during that fiscal year, as reported 
to the Secretary by each registered exporter 
under subsection (b)(1)(I)(iv). 

‘‘(iii) ADJUSTMENT.—If the total price of 
qualifying drugs imported into the United 
States by registered exporters during a fiscal 
year as calculated under clause (ii) is less 
than the aggregate total of fees collected 
under paragraph (2) for that fiscal year, the 
Secretary shall provide for a pro-rata reduc-
tion in the fee due from each registered ex-
porter on April 1 of the subsequent fiscal 
year so that the limitation described in sub-
paragraph (B) is observed. 

‘‘(D) INDIVIDUAL EXPORTER FEE.—Subject to 
the limitation described in subparagraph (B), 
the fee under paragraph (2) to be paid on Oc-
tober 1 and April 1 by an exporter shall be an 
amount that is proportional to a reasonable 
estimate by the Secretary of the semiannual 
share of the exporter of the volume of quali-
fying drugs exported by exporters under sub-
section (a). 

‘‘(4) USE OF FEES.— 
‘‘(A) IN GENERAL.—Subject to appropria-

tions Acts, fees collected by the Secretary 
under paragraphs (1) and (2) shall be credited 
to the appropriation account for salaries and 
expenses of the Food and Drug Administra-
tion until expended (without fiscal year limi-
tation), and the Secretary may, in consulta-
tion with the Secretary of Homeland Secu-
rity and the Secretary of the Treasury, 
transfer some proportion of such fees to the 
appropriation account for salaries and ex-
penses of the Bureau of Customs and Border 
Protection until expended (without fiscal 
year limitation). 

‘‘(B) SOLE PURPOSE.—Fees collected by the 
Secretary under paragraphs (1) and (2) are 
only available to the Secretary and, if trans-
ferred, to the Secretary of Homeland Secu-
rity, and are for the sole purpose of paying 
the costs referred to in paragraph (3)(A). 

‘‘(5) COLLECTION OF FEES.—In any case 
where the Secretary does not receive pay-
ment of a fee assessed under paragraph (1) or 
(2) within 30 days after it is due, such fee 
shall be treated as a claim of the United 
States Government subject to subchapter II 
of chapter 37 of title 31, United States Code. 

‘‘(g) COMPLIANCE WITH SECTION 801(a).— 
‘‘(1) IN GENERAL.—A registration condition 

is that each qualifying drug exported under 
subsection (a) by the registered exporter in-
volved or imported under subsection (a) by 
the registered importer involved is in com-
pliance with the standards referred to in sec-
tion 801(a) regarding admission of the drug 
into the United States, subject to paragraphs 
(2), (3), and (4). 

‘‘(2) SECTION 505; APPROVAL STATUS.— 
‘‘(A) IN GENERAL.—A qualifying drug that 

is imported or offered for import under sub-
section (a) shall comply with the conditions 
established in the approved application 
under section 505(b) for the U.S. label drug as 
described under this subsection. 

‘‘(B) NOTICE BY MANUFACTURER; GENERAL 
PROVISIONS.— 

‘‘(i) IN GENERAL.—The person that manu-
factures a qualifying drug that is, or will be, 
introduced for commercial distribution in a 
permitted country shall in accordance with 
this paragraph submit to the Secretary a no-
tice that— 

‘‘(I) includes each difference in the quali-
fying drug from a condition established in 
the approved application for the U.S. label 
drug beyond— 

‘‘(aa) the variations provided for in the ap-
plication; and 

‘‘(bb) any difference in labeling (except in-
gredient labeling); or 

‘‘(II) states that there is no difference in 
the qualifying drug from a condition estab-
lished in the approved application for the 
U.S. label drug beyond— 

‘‘(aa) the variations provided for in the ap-
plication; and 

‘‘(bb) any difference in labeling (except in-
gredient labeling). 

‘‘(ii) INFORMATION IN NOTICE.—A notice 
under clause (i)(I) shall include the informa-
tion that the Secretary may require under 
section 506A, any additional information the 
Secretary may require (which may include 
data on bioequivalence if such data are not 
required under section 506A), and, with re-
spect to the permitted country that ap-
proved the qualifying drug for commercial 
distribution, or with respect to which such 
approval is sought, include the following: 

‘‘(I) The date on which the qualifying drug 
with such difference was, or will be, intro-
duced for commercial distribution in the per-
mitted country. 

‘‘(II) Information demonstrating that the 
person submitting the notice has also noti-
fied the government of the permitted coun-
try in writing that the person is submitting 
to the Secretary a notice under clause (i)(I), 
which notice describes the difference in the 
qualifying drug from a condition established 
in the approved application for the U.S. label 
drug. 

‘‘(III) The information that the person sub-
mitted or will submit to the government of 
the permitted country for purposes of ob-
taining approval for commercial distribution 
of the drug in the country which, if in a lan-
guage other than English, shall be accom-
panied by an English translation verified to 
be complete and accurate, with the name, 
address, and a brief statement of the quali-
fications of the person that made the trans-
lation. 

‘‘(iii) CERTIFICATIONS.—The chief executive 
officer and the chief medical officer of the 
manufacturer involved shall each certify in 
the notice under clause (i) that— 

‘‘(I) the information provided in the notice 
is complete and true; and 

‘‘(II) a copy of the notice has been provided 
to the Federal Trade Commission and to the 
State attorneys general. 

‘‘(iv) FEE.—If a notice submitted under 
clause (i) includes a difference that would, 
under section 506A, require the submission of 
a supplemental application if made as a 
change to the U.S. label drug, the person 
that submits the notice shall pay to the Sec-
retary a fee in the same amount as would 
apply if the person were paying a fee pursu-
ant to section 736(a)(1)(A)(ii). Subject to ap-
propriations Acts, fees collected by the Sec-
retary under the preceding sentence are 
available only to the Secretary and are for 
the sole purpose of paying the costs of re-
viewing notices submitted under clause (i). 

‘‘(v) TIMING OF SUBMISSION OF NOTICES.— 
‘‘(I) PRIOR APPROVAL NOTICES.—A notice 

under clause (i) to which subparagraph (C) 
applies shall be submitted to the Secretary 
not later than 120 days before the qualifying 
drug with the difference is introduced for 
commercial distribution in a permitted 
country, unless the country requires that 
distribution of the qualifying drug with the 
difference begin less than 120 days after the 
country requires the difference. 

‘‘(II) OTHER APPROVAL NOTICES.—A notice 
under clause (i) to which subparagraph (D) 
applies shall be submitted to the Secretary 
not later than the day on which the quali-
fying drug with the difference is introduced 
for commercial distribution in a permitted 
country. 

‘‘(III) OTHER NOTICES.—A notice under 
clause (i) to which subparagraph (E) applies 
shall be submitted to the Secretary on the 
date that the qualifying drug is first intro-
duced for commercial distribution in a per-
mitted country and annually thereafter. 

‘‘(vi) REVIEW BY SECRETARY.— 
‘‘(I) IN GENERAL.—In this paragraph, the 

difference in a qualifying drug that is sub-
mitted in a notice under clause (i) from the 
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U.S. label drug shall be treated by the Sec-
retary as if it were a manufacturing change 
to the U.S. label drug under section 506A. 

‘‘(II) STANDARD OF REVIEW.—Except as pro-
vided in subclause (III), the Secretary shall 
review and approve or disapprove the dif-
ference in a notice submitted under clause 
(i), if required under section 506A, using the 
safe and effective standard for approving or 
disapproving a manufacturing change under 
section 506A. 

‘‘(III) BIOEQUIVALENCE.—If the Secretary 
would approve the difference in a notice sub-
mitted under clause (i) using the safe and ef-
fective standard under section 506A and if 
the Secretary determines that the qualifying 
drug is not bioequivalent to the U.S. label 
drug, the Secretary shall— 

‘‘(aa) include in the labeling provided 
under paragraph (3) a prominent advisory 
that the qualifying drug is safe and effective 
but is not bioequivalent to the U.S. label 
drug if the Secretary determines that such 
an advisory is necessary for health care prac-
titioners and patients to use the qualifying 
drug safely and effectively; or 

‘‘(bb) decline to approve the difference if 
the Secretary determines that the avail-
ability of both the qualifying drug and the 
U.S. label drug would pose a threat to the 
public health. 

‘‘(IV) REVIEW BY THE SECRETARY.—The Sec-
retary shall review and approve or dis-
approve the difference in a notice submitted 
under clause (i), if required under section 
506A, not later than 120 days after the date 
on which the notice is submitted. 

‘‘(V) ESTABLISHMENT INSPECTION.—If review 
of such difference would require an inspec-
tion of the establishment in which the quali-
fying drug is manufactured— 

‘‘(aa) such inspection by the Secretary 
shall be authorized; and 

‘‘(bb) the Secretary may rely on a satisfac-
tory report of a good manufacturing practice 
inspection of the establishment from a per-
mitted country whose regulatory system the 
Secretary recognizes as equivalent under a 
mutual recognition agreement, as provided 
under section 510(i)(3), section 803, or part 26 
of title 21, Code of Federal Regulations (or 
any corresponding successor rule or regula-
tion). 

‘‘(vii) PUBLICATION OF INFORMATION ON NO-
TICES.— 

‘‘(I) IN GENERAL.—Through the Internet 
website of the Food and Drug Administra-
tion and a toll-free telephone number, the 
Secretary shall readily make available to 
the public a list of notices submitted under 
clause (i). 

‘‘(II) CONTENTS.—The list under subclause 
(I) shall include the date on which a notice is 
submitted and whether— 

‘‘(aa) a notice is under review; 
‘‘(bb) the Secretary has ordered that im-

portation of the qualifying drug from a per-
mitted country cease; or 

‘‘(cc) the importation of the drug is per-
mitted under subsection (a). 

‘‘(III) UPDATE.—The Secretary shall 
promptly update the Internet website with 
any changes to the list. 

‘‘(C) NOTICE; DRUG DIFFERENCE REQUIRING 
PRIOR APPROVAL.—In the case of a notice 
under subparagraph (B)(i) that includes a dif-
ference that would, under section 506A(c) or 
(d)(3)(B)(i), require the approval of a supple-
mental application before the difference 
could be made to the U.S. label drug the fol-
lowing shall occur: 

‘‘(i) Promptly after the notice is sub-
mitted, the Secretary shall notify registered 
exporters, registered importers, the Federal 
Trade Commission, and the State attorneys 
general that the notice has been submitted 
with respect to the qualifying drug involved. 

‘‘(ii) If the Secretary has not made a deter-
mination whether such a supplemental appli-
cation regarding the U.S. label drug would be 
approved or disapproved by the date on 
which the qualifying drug involved is to be 
introduced for commercial distribution in a 
permitted country, the Secretary shall— 

‘‘(I) order that the importation of the 
qualifying drug involved from the permitted 
country not begin until the Secretary com-
pletes review of the notice; and 

‘‘(II) promptly notify registered exporters, 
registered importers, the Federal Trade 
Commission, and the State attorneys general 
of the order. 

‘‘(iii) If the Secretary determines that such 
a supplemental application regarding the 
U.S. label drug would not be approved, the 
Secretary shall— 

‘‘(I) order that the importation of the 
qualifying drug involved from the permitted 
country cease, or provide that an order 
under clause (ii), if any, remains in effect; 

‘‘(II) notify the permitted country that ap-
proved the qualifying drug for commercial 
distribution of the determination; and 

‘‘(III) promptly notify registered exporters, 
registered importers, the Federal Trade 
Commission, and the State attorneys general 
of the determination. 

‘‘(iv) If the Secretary determines that such 
a supplemental application regarding the 
U.S. label drug would be approved, the Sec-
retary shall— 

‘‘(I) vacate the order under clause (ii), if 
any; 

‘‘(II) consider the difference to be a vari-
ation provided for in the approved applica-
tion for the U.S. label drug; 

‘‘(III) permit importation of the qualifying 
drug under subsection (a); and 

‘‘(IV) promptly notify registered exporters, 
registered importers, the Federal Trade 
Commission, and the State attorneys general 
of the determination. 

‘‘(D) NOTICE; DRUG DIFFERENCE NOT REQUIR-
ING PRIOR APPROVAL.—In the case of a notice 
under subparagraph (B)(i) that includes a dif-
ference that would, under section 
506A(d)(3)(B)(ii), not require the approval of 
a supplemental application before the dif-
ference could be made to the U.S. label drug 
the following shall occur: 

‘‘(i) During the period in which the notice 
is being reviewed by the Secretary, the au-
thority under this subsection to import the 
qualifying drug involved continues in effect. 

‘‘(ii) If the Secretary determines that such 
a supplemental application regarding the 
U.S. label drug would not be approved, the 
Secretary shall— 

‘‘(I) order that the importation of the 
qualifying drug involved from the permitted 
country cease; 

‘‘(II) notify the permitted country that ap-
proved the qualifying drug for commercial 
distribution of the determination; and 

‘‘(III) promptly notify registered exporters, 
registered importers, the Federal Trade 
Commission, and the State attorneys general 
of the determination. 

‘‘(iii) If the Secretary determines that such 
a supplemental application regarding the 
U.S. label drug would be approved, the dif-
ference shall be considered to be a variation 
provided for in the approved application for 
the U.S. label drug. 

‘‘(E) NOTICE; DRUG DIFFERENCE NOT REQUIR-
ING APPROVAL; NO DIFFERENCE.—In the case of 
a notice under subparagraph (B)(i) that in-
cludes a difference for which, under section 
506A(d)(1)(A), a supplemental application 
would not be required for the difference to be 
made to the U.S. label drug, or that states 
that there is no difference, the Secretary— 

‘‘(i) shall consider such difference to be a 
variation provided for in the approved appli-
cation for the U.S. label drug; 

‘‘(ii) may not order that the importation of 
the qualifying drug involved cease; and 

‘‘(iii) shall promptly notify registered ex-
porters and registered importers. 

‘‘(F) DIFFERENCES IN ACTIVE INGREDIENT, 
ROUTE OF ADMINISTRATION, DOSAGE FORM, OR 
STRENGTH.— 

‘‘(i) IN GENERAL.—A person who manufac-
tures a drug approved under section 505(b) 
shall submit an application under section 
505(b) for approval of another drug that is 
manufactured for distribution in a permitted 
country by or for the person that manufac-
tures the drug approved under section 505(b) 
if— 

‘‘(I) there is no qualifying drug in commer-
cial distribution in permitted countries 
whose combined population represents at 
least 50 percent of the total population of all 
permitted countries with the same active in-
gredient or ingredients, route of administra-
tion, dosage form, and strength as the drug 
approved under section 505(b); and 

‘‘(II) each active ingredient of the other 
drug is related to an active ingredient of the 
drug approved under section 505(b), as de-
fined in clause (v). 

‘‘(ii) APPLICATION UNDER SECTION 505(b).— 
The application under section 505(b) required 
under clause (i) shall— 

‘‘(I) request approval of the other drug for 
the indication or indications for which the 
drug approved under section 505(b) is labeled; 

‘‘(II) include the information that the per-
son submitted to the government of the per-
mitted country for purposes of obtaining ap-
proval for commercial distribution of the 
other drug in that country, which if in a lan-
guage other than English, shall be accom-
panied by an English translation verified to 
be complete and accurate, with the name, 
address, and a brief statement of the quali-
fications of the person that made the trans-
lation; 

‘‘(III) include a right of reference to the ap-
plication for the drug approved under section 
505(b); and 

‘‘(IV) include such additional information 
as the Secretary may require. 

‘‘(iii) TIMING OF SUBMISSION OF APPLICA-
TION.—An application under section 505(b) re-
quired under clause (i) shall be submitted to 
the Secretary not later than the day on 
which the information referred to in clause 
(ii)(II) is submitted to the government of the 
permitted country. 

‘‘(iv) NOTICE OF DECISION ON APPLICATION.— 
The Secretary shall promptly notify reg-
istered exporters, registered importers, the 
Federal Trade Commission, and the State at-
torneys general of a determination to ap-
prove or to disapprove an application under 
section 505(b) required under clause (i). 

‘‘(v) RELATED ACTIVE INGREDIENTS.—For 
purposes of clause (i)(II), 2 active ingredients 
are related if they are— 

‘‘(I) the same; or 
‘‘(II) different salts, esters, or complexes of 

the same moiety. 
‘‘(3) SECTION 502; LABELING.— 
‘‘(A) IMPORTATION BY REGISTERED IM-

PORTER.— 
‘‘(i) IN GENERAL.—In the case of a quali-

fying drug that is imported or offered for im-
port by a registered importer, such drug 
shall be considered to be in compliance with 
section 502 and the labeling requirements 
under the approved application for the U.S. 
label drug if the qualifying drug bears— 

‘‘(I) a copy of the labeling approved for the 
U.S. label drug under section 505, without re-
gard to whether the copy bears any trade-
mark involved; 

‘‘(II) the name of the manufacturer and lo-
cation of the manufacturer; 

‘‘(III) the lot number assigned by the man-
ufacturer; 
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‘‘(IV) the name, location, and registration 

number of the importer; and 
‘‘(V) the National Drug Code number as-

signed to the qualifying drug by the Sec-
retary. 

‘‘(ii) REQUEST FOR COPY OF THE LABELING.— 
The Secretary shall provide such copy to the 
registered importer involved, upon request of 
the importer. 

‘‘(iii) REQUESTED LABELING.—The labeling 
provided by the Secretary under clause (ii) 
shall— 

‘‘(I) include the established name, as de-
fined in section 502(e)(3), for each active in-
gredient in the qualifying drug; 

‘‘(II) not include the proprietary name of 
the U.S. label drug or any active ingredient 
thereof; 

‘‘(III) if required under paragraph 
(2)(B)(vi)(III), a prominent advisory that the 
qualifying drug is safe and effective but not 
bioequivalent to the U.S. label drug; and 

‘‘(IV) if the inactive ingredients of the 
qualifying drug are different from the inac-
tive ingredients for the U.S. label drug, in-
clude— 

‘‘(aa) a prominent notice that the ingredi-
ents of the qualifying drug differ from the in-
gredients of the U.S. label drug and that the 
qualifying drug must be dispensed with an 
advisory to people with allergies about this 
difference and a list of ingredients; and 

‘‘(bb) a list of the ingredients of the quali-
fying drug as would be required under sec-
tion 502(e). 

‘‘(B) IMPORTATION BY INDIVIDUAL.— 
‘‘(i) IN GENERAL.—In the case of a quali-

fying drug that is imported or offered for im-
port by a registered exporter to an indi-
vidual, such drug shall be considered to be in 
compliance with section 502 and the labeling 
requirements under the approved application 
for the U.S. label drug if the packaging and 
labeling of the qualifying drug complies with 
all applicable regulations promulgated under 
sections 3 and 4 of the Poison Prevention 
Packaging Act of 1970 (15 U.S.C. 1471 et seq.) 
and the labeling of the qualifying drug in-
cludes— 

‘‘(I) directions for use by the consumer; 
‘‘(II) the lot number assigned by the manu-

facturer; 
‘‘(III) the name and registration number of 

the exporter; 
‘‘(IV) if required under paragraph 

(2)(B)(vi)(III), a prominent advisory that the 
drug is safe and effective but not bioequiva-
lent to the U.S. label drug; 

‘‘(V) if the inactive ingredients of the drug 
are different from the inactive ingredients 
for the U.S. label drug— 

‘‘(aa) a prominent advisory that persons 
with an allergy should check the ingredient 
list of the drug because the ingredients of 
the drug differ from the ingredients of the 
U.S. label drug; and 

‘‘(bb) a list of the ingredients of the drug 
as would be required under section 502(e); 
and 

‘‘(VI) a copy of any special labeling that 
would be required by the Secretary had the 
U.S. label drug been dispensed by a phar-
macist in the United States, without regard 
to whether the special labeling bears any 
trademark involved. 

‘‘(ii) PACKAGING.—A qualifying drug offered 
for import to an individual by an exporter 
under this section that is packaged in a unit- 
of-use container (as those items are defined 
in the United States Pharmacopeia and Na-
tional Formulary) shall not be repackaged, 
provided that— 

‘‘(I) the packaging complies with all appli-
cable regulations under sections 3 and 4 of 
the Poison Prevention Packaging Act of 1970 
(15 U.S.C. 1471 et seq.); or 

‘‘(II) the consumer consents to waive the 
requirements of such Act, after being in-

formed that the packaging does not comply 
with such Act and that the exporter will pro-
vide the drug in packaging that is compliant 
at no additional cost. 

‘‘(iii) REQUEST FOR COPY OF SPECIAL LABEL-
ING AND INGREDIENT LIST.—The Secretary 
shall provide to the registered exporter in-
volved a copy of the special labeling, the ad-
visory, and the ingredient list described 
under clause (i), upon request of the ex-
porter. 

‘‘(iv) REQUESTED LABELING AND INGREDIENT 
LIST.—The labeling and ingredient list pro-
vided by the Secretary under clause (iii) 
shall— 

‘‘(I) include the established name, as de-
fined in section 502(e)(3), for each active in-
gredient in the drug; and 

‘‘(II) not include the proprietary name of 
the U.S. label drug or any active ingredient 
thereof. 

‘‘(4) SECTION 501; ADULTERATION.—A quali-
fying drug that is imported or offered for im-
port under subsection (a) shall be considered 
to be in compliance with section 501 if the 
drug is in compliance with subsection (c). 

‘‘(5) STANDARDS FOR REFUSING ADMISSION.— 
A drug exported under subsection (a) from a 
registered exporter or imported by a reg-
istered importer may be refused admission 
into the United States if 1 or more of the fol-
lowing applies: 

‘‘(A) The drug is not a qualifying drug. 
‘‘(B) A notice for the drug required under 

paragraph (2)(B) has not been submitted to 
the Secretary. 

‘‘(C) The Secretary has ordered that impor-
tation of the drug from the permitted coun-
try cease under paragraph (2) (C) or (D). 

‘‘(D) The drug does not comply with para-
graph (3) or (4). 

‘‘(E) The shipping container appears dam-
aged in a way that may affect the strength, 
quality, or purity of the drug. 

‘‘(F) The Secretary becomes aware that— 
‘‘(i) the drug may be counterfeit; 
‘‘(ii) the drug may have been prepared, 

packed, or held under insanitary conditions; 
or 

‘‘(iii) the methods used in, or the facilities 
or controls used for, the manufacturing, 
processing, packing, or holding of the drug 
do not conform to good manufacturing prac-
tice. 

‘‘(G) The Secretary has obtained an injunc-
tion under section 302 that prohibits the dis-
tribution of the drug in interstate com-
merce. 

‘‘(H) The Secretary has under section 505(e) 
withdrawn approval of the drug. 

‘‘(I) The manufacturer of the drug has in-
stituted a recall of the drug. 

‘‘(J) If the drug is imported or offered for 
import by a registered importer without sub-
mission of a notice in accordance with sub-
section (d)(4). 

‘‘(K) If the drug is imported or offered for 
import from a registered exporter to an indi-
vidual and 1 or more of the following applies: 

‘‘(i) The shipping container for such drug 
does not bear the markings required under 
subsection (d)(2). 

‘‘(ii) The markings on the shipping con-
tainer appear to be counterfeit. 

‘‘(iii) The shipping container or markings 
appear to have been tampered with. 

‘‘(h) EXPORTER LICENSURE IN PERMITTED 
COUNTRY.—A registration condition is that 
the exporter involved agrees that a quali-
fying drug will be exported to an individual 
only if the Secretary has verified that— 

‘‘(1) the exporter is authorized under the 
law of the permitted country in which the 
exporter is located to dispense prescription 
drugs; and 

‘‘(2) the exporter employs persons that are 
licensed under the law of the permitted 
country in which the exporter is located to 

dispense prescription drugs in sufficient 
number to dispense safely the drugs exported 
by the exporter to individuals, and the ex-
porter assigns to those persons responsibility 
for dispensing such drugs to individuals. 

‘‘(i) INDIVIDUALS; CONDITIONS FOR IMPORTA-
TION.— 

‘‘(1) IN GENERAL.—For purposes of sub-
section (a)(2)(B), the importation of a quali-
fying drug by an individual is in accordance 
with this subsection if the following condi-
tions are met: 

‘‘(A) The drug is accompanied by a copy of 
a prescription for the drug, which prescrip-
tion— 

‘‘(i) is valid under applicable Federal and 
State laws; and 

‘‘(ii) was issued by a practitioner who, 
under the law of a State of which the indi-
vidual is a resident, or in which the indi-
vidual receives care from the practitioner 
who issues the prescription, is authorized to 
administer prescription drugs. 

‘‘(B) The drug is accompanied by a copy of 
the documentation that was required under 
the law or regulations of the permitted coun-
try in which the exporter is located, as a 
condition of dispensing the drug to the indi-
vidual. 

‘‘(C) The copies referred to in subpara-
graphs (A)(i) and (B) are marked in a manner 
sufficient— 

‘‘(i) to indicate that the prescription, and 
the equivalent document in the permitted 
country in which the exporter is located, 
have been filled; and 

‘‘(ii) to prevent a duplicative filling by an-
other pharmacist. 

‘‘(D) The individual has provided to the 
registered exporter a complete list of all 
drugs used by the individual for review by 
the individuals who dispense the drug. 

‘‘(E) The quantity of the drug does not ex-
ceed a 90-day supply. 

‘‘(F) The drug is not an ineligible subpart 
H drug. For purposes of this section, a pre-
scription drug is an ‘ineligible subpart H 
drug’ if the drug was approved by the Sec-
retary under subpart H of part 314 of title 21, 
Code of Federal Regulations (relating to ac-
celerated approval), with restrictions under 
section 520 of such part to assure safe use, 
and the Secretary has published in the Fed-
eral Register a notice that the Secretary has 
determined that good cause exists to pro-
hibit the drug from being imported pursuant 
to this subsection. 

‘‘(2) NOTICE REGARDING DRUG REFUSED AD-
MISSION.—If a registered exporter ships a 
drug to an individual pursuant to subsection 
(a)(2)(B) and the drug is refused admission to 
the United States, a written notice shall be 
sent to the individual and to the exporter 
that informs the individual and the exporter 
of such refusal and the reason for the refusal. 

‘‘(j) MAINTENANCE OF RECORDS AND SAM-
PLES.— 

‘‘(1) IN GENERAL.—A registration condition 
is that the importer or exporter involved 
shall— 

‘‘(A) maintain records required under this 
section for not less than 2 years; and 

‘‘(B) maintain samples of each lot of a 
qualifying drug required under this section 
for not more than 2 years. 

‘‘(2) PLACE OF RECORD MAINTENANCE.—The 
records described under paragraph (1) shall 
be maintained— 

‘‘(A) in the case of an importer, at the 
place of business of the importer at which 
the importer initially receives the qualifying 
drug after importation; or 

‘‘(B) in the case of an exporter, at the facil-
ity from which the exporter ships the quali-
fying drug to the United States. 

‘‘(k) DRUG RECALLS.— 
‘‘(1) MANUFACTURERS.—A person that man-

ufactures a qualifying drug imported from a 
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permitted country under this section shall 
promptly inform the Secretary— 

‘‘(A) if the drug is recalled or withdrawn 
from the market in a permitted country; 

‘‘(B) how the drug may be identified, in-
cluding lot number; and 

‘‘(C) the reason for the recall or with-
drawal. 

‘‘(2) SECRETARY.—With respect to each per-
mitted country, the Secretary shall— 

‘‘(A) enter into an agreement with the gov-
ernment of the country to receive informa-
tion about recalls and withdrawals of quali-
fying drugs in the country; or 

‘‘(B) monitor recalls and withdrawals of 
qualifying drugs in the country using any in-
formation that is available to the public in 
any media. 

‘‘(3) NOTICE.—The Secretary may notify, as 
appropriate, registered exporters, registered 
importers, wholesalers, pharmacies, or the 
public of a recall or withdrawal of a quali-
fying drug in a permitted country. 

‘‘(l) DRUG LABELING AND PACKAGING.— 
‘‘(1) IN GENERAL.—When a qualifying drug 

that is imported into the United States by 
an importer under subsection (a) is dispensed 
by a pharmacist to an individual, the phar-
macist shall provide that the packaging and 
labeling of the drug complies with all appli-
cable regulations promulgated under sec-
tions 3 and 4 of the Poison Prevention Pack-
aging Act of 1970 (15 U.S.C. 1471 et seq.) and 
shall include with any other labeling pro-
vided to the individual the following: 

‘‘(A) The lot number assigned by the manu-
facturer. 

‘‘(B) The name and registration number of 
the importer. 

‘‘(C) If required under paragraph 
(2)(B)(vi)(III) of subsection (g), a prominent 
advisory that the drug is safe and effective 
but not bioequivalent to the U.S. label drug. 

‘‘(D) If the inactive ingredients of the drug 
are different from the inactive ingredients 
for the U.S. label drug— 

‘‘(i) a prominent advisory that persons 
with allergies should check the ingredient 
list of the drug because the ingredients of 
the drug differ from the ingredients of the 
U.S. label drug; and 

‘‘(ii) a list of the ingredients of the drug as 
would be required under section 502(e). 

‘‘(2) PACKAGING.—A qualifying drug that is 
packaged in a unit-of-use container (as those 
terms are defined in the United States Phar-
macopeia and National Formulary) shall not 
be repackaged, provided that— 

‘‘(A) the packaging complies with all appli-
cable regulations under sections 3 and 4 of 
the Poison Prevention Packaging Act of 1970 
(15 U.S.C. 1471 et seq.); or 

‘‘(B) the consumer consents to waive the 
requirements of such Act, after being in-
formed that the packaging does not comply 
with such Act and that the pharmacist will 
provide the drug in packaging that is compli-
ant at no additional cost. 

‘‘(m) CHARITABLE CONTRIBUTIONS.—Not-
withstanding any other provision of this sec-
tion, this section does not authorize the im-
portation into the United States of a quali-
fying drug donated or otherwise supplied for 
free or at nominal cost by the manufacturer 
of the drug to a charitable or humanitarian 
organization, including the United Nations 
and affiliates, or to a government of a for-
eign country. 

‘‘(n) UNFAIR AND DISCRIMINATORY ACTS AND 
PRACTICES.— 

‘‘(1) IN GENERAL.—It is unlawful for a man-
ufacturer, directly or indirectly (including 
by being a party to a licensing agreement or 
other agreement), to— 

‘‘(A) discriminate by charging a higher 
price for a prescription drug sold to a reg-
istered exporter or other person in a per-
mitted country that exports a qualifying 

drug to the United States under this section 
than the price that is charged, inclusive of 
rebates or other incentives to the permitted 
country or other person, to another person 
that is in the same country and that does 
not export a qualifying drug into the United 
States under this section; 

‘‘(B) discriminate by charging a higher 
price for a prescription drug sold to a reg-
istered importer or other person that distrib-
utes, sells, or uses a qualifying drug im-
ported into the United States under this sec-
tion than the price that is charged to an-
other person in the United States that does 
not import a qualifying drug under this sec-
tion, or that does not distribute, sell, or use 
such a drug; 

‘‘(C) discriminate by denying, restricting, 
or delaying supplies of a prescription drug to 
a registered exporter or other person in a 
permitted country that exports a qualifying 
drug to the United States under this section 
or to a registered importer or other person 
that distributes, sells, or uses a qualifying 
drug imported into the United States under 
this section; 

‘‘(D) discriminate by publicly, privately, or 
otherwise refusing to do business with a reg-
istered exporter or other person in a per-
mitted country that exports a qualifying 
drug to the United States under this section 
or with a registered importer or other person 
that distributes, sells, or uses a qualifying 
drug imported into the United States under 
this section; 

‘‘(E) knowingly fail to submit a notice 
under subsection (g)(2)(B)(i), knowingly fail 
to submit such a notice on or before the date 
specified in subsection (g)(2)(B)(v) or as oth-
erwise required under subsection (e) (3), (4), 
and (5) of section 4 of the Pharmaceutical 
Market Access and Drug Safety Act of 2007, 
knowingly submit such a notice that makes 
a materially false, fictitious, or fraudulent 
statement, or knowingly fail to provide 
promptly any information requested by the 
Secretary to review such a notice; 

‘‘(F) knowingly fail to submit an applica-
tion required under subsection (g)(2)(F), 
knowingly fail to submit such an application 
on or before the date specified in subsection 
(g)(2)(F)(ii), knowingly submit such an appli-
cation that makes a materially false, ficti-
tious, or fraudulent statement, or knowingly 
fail to provide promptly any information re-
quested by the Secretary to review such an 
application; 

‘‘(G) cause there to be a difference (includ-
ing a difference in active ingredient, route of 
administration, dosage form, strength, for-
mulation, manufacturing establishment, 
manufacturing process, or person that manu-
factures the drug) between a prescription 
drug for distribution in the United States 
and the drug for distribution in a permitted 
country; 

‘‘(H) refuse to allow an inspection author-
ized under this section of an establishment 
that manufactures a qualifying drug that is, 
or will be, introduced for commercial dis-
tribution in a permitted country; 

‘‘(I) fail to conform to the methods used in, 
or the facilities used for, the manufacturing, 
processing, packing, or holding of a quali-
fying drug that is, or will be, introduced for 
commercial distribution in a permitted 
country to good manufacturing practice 
under this Act; 

‘‘(J) become a party to a licensing agree-
ment or other agreement related to a quali-
fying drug that fails to provide for compli-
ance with all requirements of this section 
with respect to such drug; 

‘‘(K) enter into a contract that restricts, 
prohibits, or delays the importation of a 
qualifying drug under this section; 

‘‘(L) engage in any other action to restrict, 
prohibit, or delay the importation of a quali-
fying drug under this section; or 

‘‘(M) engage in any other action that the 
Federal Trade Commission determines to 
discriminate against a person that engages 
or attempts to engage in the importation of 
a qualifying drug under this section. 

‘‘(2) REFERRAL OF POTENTIAL VIOLATIONS.— 
The Secretary shall promptly refer to the 
Federal Trade Commission each potential 
violation of subparagraph (E), (F), (G), (H), 
or (I) of paragraph (1) that becomes known to 
the Secretary. 

‘‘(3) AFFIRMATIVE DEFENSE.— 
‘‘(A) DISCRIMINATION.—It shall be an af-

firmative defense to a charge that a manu-
facturer has discriminated under subpara-
graph (A), (B), (C), (D), or (M) of paragraph 
(1) that the higher price charged for a pre-
scription drug sold to a person, the denial, 
restriction, or delay of supplies of a prescrip-
tion drug to a person, the refusal to do busi-
ness with a person, or other discriminatory 
activity against a person, is not based, in 
whole or in part, on— 

‘‘(i) the person exporting or importing a 
qualifying drug into the United States under 
this section; or 

‘‘(ii) the person distributing, selling, or 
using a qualifying drug imported into the 
United States under this section. 

‘‘(B) DRUG DIFFERENCES.—It shall be an af-
firmative defense to a charge that a manu-
facturer has caused there to be a difference 
described in subparagraph (G) of paragraph 
(1) that— 

‘‘(i) the difference was required by the 
country in which the drug is distributed; 

‘‘(ii) the Secretary has determined that the 
difference was necessary to improve the safe-
ty or effectiveness of the drug; 

‘‘(iii) the person manufacturing the drug 
for distribution in the United States has 
given notice to the Secretary under sub-
section (g)(2)(B)(i) that the drug for distribu-
tion in the United States is not different 
from a drug for distribution in permitted 
countries whose combined population rep-
resents at least 50 percent of the total popu-
lation of all permitted countries; or 

‘‘(iv) the difference was not caused, in 
whole or in part, for the purpose of restrict-
ing importation of the drug into the United 
States under this section. 

‘‘(4) EFFECT OF SUBSECTION.— 
‘‘(A) SALES IN OTHER COUNTRIES.—This sub-

section applies only to the sale or distribu-
tion of a prescription drug in a country if the 
manufacturer of the drug chooses to sell or 
distribute the drug in the country. Nothing 
in this subsection shall be construed to com-
pel the manufacturer of a drug to distribute 
or sell the drug in a country. 

‘‘(B) DISCOUNTS TO INSURERS, HEALTH 
PLANS, PHARMACY BENEFIT MANAGERS, AND 
COVERED ENTITIES.—Nothing in this sub-
section shall be construed to— 

‘‘(i) prevent or restrict a manufacturer of a 
prescription drug from providing discounts 
to an insurer, health plan, pharmacy benefit 
manager in the United States, or covered en-
tity in the drug discount program under sec-
tion 340B of the Public Health Service Act 
(42 U.S.C. 256b) in return for inclusion of the 
drug on a formulary; 

‘‘(ii) require that such discounts be made 
available to other purchasers of the prescrip-
tion drug; or 

‘‘(iii) prevent or restrict any other meas-
ures taken by an insurer, health plan, or 
pharmacy benefit manager to encourage con-
sumption of such prescription drug. 

‘‘(C) CHARITABLE CONTRIBUTIONS.—Nothing 
in this subsection shall be construed to— 

‘‘(i) prevent a manufacturer from donating 
a prescription drug, or supplying a prescrip-
tion drug at nominal cost, to a charitable or 
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humanitarian organization, including the 
United Nations and affiliates, or to a govern-
ment of a foreign country; or 

‘‘(ii) apply to such donations or supplying 
of a prescription drug. 

‘‘(5) ENFORCEMENT.— 
‘‘(A) UNFAIR OR DECEPTIVE ACT OR PRAC-

TICE.—A violation of this subsection shall be 
treated as a violation of a rule defining an 
unfair or deceptive act or practice prescribed 
under section 18(a)(1)(B) of the Federal Trade 
Commission Act (15 U.S.C. 57a(a)(1)(B)). 

‘‘(B) ACTIONS BY THE COMMISSION.—The 
Federal Trade Commission— 

‘‘(i) shall enforce this subsection in the 
same manner, by the same means, and with 
the same jurisdiction, powers, and duties as 
though all applicable terms and provisions of 
the Federal Trade Commission Act (15 U.S.C. 
41 et seq.) were incorporated into and made 
a part of this section; and 

‘‘(ii) may seek monetary relief threefold 
the damages sustained, in addition to any 
other remedy available to the Federal Trade 
Commission under the Federal Trade Com-
mission Act (15 U.S.C. 41 et seq.). 

‘‘(6) ACTIONS BY STATES.— 
‘‘(A) IN GENERAL.— 
‘‘(i) CIVIL ACTIONS.—In any case in which 

the attorney general of a State has reason to 
believe that an interest of the residents of 
that State have been adversely affected by 
any manufacturer that violates paragraph 
(1), the attorney general of a State may 
bring a civil action on behalf of the residents 
of the State, and persons doing business in 
the State, in a district court of the United 
States of appropriate jurisdiction to— 

‘‘(I) enjoin that practice; 
‘‘(II) enforce compliance with this sub-

section; 
‘‘(III) obtain damages, restitution, or other 

compensation on behalf of residents of the 
State and persons doing business in the 
State, including threefold the damages; or 

‘‘(IV) obtain such other relief as the court 
may consider to be appropriate. 

‘‘(ii) NOTICE.— 
‘‘(I) IN GENERAL.—Before filing an action 

under clause (i), the attorney general of the 
State involved shall provide to the Federal 
Trade Commission— 

‘‘(aa) written notice of that action; and 
‘‘(bb) a copy of the complaint for that ac-

tion. 
‘‘(II) EXEMPTION.—Subclause (I) shall not 

apply with respect to the filing of an action 
by an attorney general of a State under this 
paragraph, if the attorney general deter-
mines that it is not feasible to provide the 
notice described in that subclause before fil-
ing of the action. In such case, the attorney 
general of a State shall provide notice and a 
copy of the complaint to the Federal Trade 
Commission at the same time as the attor-
ney general files the action. 

‘‘(B) INTERVENTION.— 
‘‘(i) IN GENERAL.—On receiving notice 

under subparagraph (A)(ii), the Federal 
Trade Commission shall have the right to in-
tervene in the action that is the subject of 
the notice. 

‘‘(ii) EFFECT OF INTERVENTION.—If the Fed-
eral Trade Commission intervenes in an ac-
tion under subparagraph (A), it shall have 
the right— 

‘‘(I) to be heard with respect to any matter 
that arises in that action; and 

‘‘(II) to file a petition for appeal. 
‘‘(C) CONSTRUCTION.—For purposes of bring-

ing any civil action under subparagraph (A), 
nothing in this subsection shall be construed 
to prevent an attorney general of a State 
from exercising the powers conferred on the 
attorney general by the laws of that State 
to— 

‘‘(i) conduct investigations; 
‘‘(ii) administer oaths or affirmations; or 

‘‘(iii) compel the attendance of witnesses 
or the production of documentary and other 
evidence. 

‘‘(D) ACTIONS BY THE COMMISSION.—In any 
case in which an action is instituted by or on 
behalf of the Federal Trade Commission for 
a violation of paragraph (1), a State may not, 
during the pendency of that action, institute 
an action under subparagraph (A) for the 
same violation against any defendant named 
in the complaint in that action. 

‘‘(E) VENUE.—Any action brought under 
subparagraph (A) may be brought in the dis-
trict court of the United States that meets 
applicable requirements relating to venue 
under section 1391 of title 28, United States 
Code. 

‘‘(F) SERVICE OF PROCESS.—In an action 
brought under subparagraph (A), process 
may be served in any district in which the 
defendant— 

‘‘(i) is an inhabitant; or 
‘‘(ii) may be found. 
‘‘(G) MEASUREMENT OF DAMAGES.—In any 

action under this paragraph to enforce a 
cause of action under this subsection in 
which there has been a determination that a 
defendant has violated a provision of this 
subsection, damages may be proved and as-
sessed in the aggregate by statistical or sam-
pling methods, by the computation of illegal 
overcharges or by such other reasonable sys-
tem of estimating aggregate damages as the 
court in its discretion may permit without 
the necessity of separately proving the indi-
vidual claim of, or amount of damage to, per-
sons on whose behalf the suit was brought. 

‘‘(H) EXCLUSION ON DUPLICATIVE RELIEF.— 
The district court shall exclude from the 
amount of monetary relief awarded in an ac-
tion under this paragraph brought by the at-
torney general of a State any amount of 
monetary relief which duplicates amounts 
which have been awarded for the same in-
jury. 

‘‘(7) EFFECT ON ANTITRUST LAWS.—Nothing 
in this subsection shall be construed to mod-
ify, impair, or supersede the operation of the 
antitrust laws. For the purpose of this sub-
section, the term ‘antitrust laws’ has the 
meaning given it in the first section of the 
Clayton Act, except that it includes section 
5 of the Federal Trade Commission Act to 
the extent that such section 5 applies to un-
fair methods of competition. 

‘‘(8) MANUFACTURER.—In this subsection, 
the term ‘manufacturer’ means any entity, 
including any affiliate or licensee of that en-
tity, that is engaged in— 

‘‘(A) the production, preparation, propaga-
tion, compounding, conversion, or processing 
of a prescription drug, either directly or in-
directly by extraction from substances of 
natural origin, or independently by means of 
chemical synthesis, or by a combination of 
extraction and chemical synthesis; or 

‘‘(B) the packaging, repackaging, labeling, 
relabeling, or distribution of a prescription 
drug.’’. 

(b) PROHIBITED ACTS.—The Federal Food, 
Drug, and Cosmetic Act is amended— 

(1) in section 301 (21 U.S.C. 331), by striking 
paragraph (aa) and inserting the following: 

‘‘(aa)(1) The sale or trade by a pharmacist, 
or by a business organization of which the 
pharmacist is a part, of a qualifying drug 
that under section 804(a)(2)(A) was imported 
by the pharmacist, other than— 

‘‘(A) a sale at retail made pursuant to dis-
pensing the drug to a customer of the phar-
macist or organization; or 

‘‘(B) a sale or trade of the drug to a phar-
macy or a wholesaler registered to import 
drugs under section 804. 

‘‘(2) The sale or trade by an individual of a 
qualifying drug that under section 
804(a)(2)(B) was imported by the individual. 

‘‘(3) The making of a materially false, fic-
titious, or fraudulent statement or represen-
tation, or a material omission, in a notice 
under clause (i) of section 804(g)(2)(B) or in 
an application required under section 
804(g)(2)(F), or the failure to submit such a 
notice or application. 

‘‘(4) The importation of a drug in violation 
of a registration condition or other require-
ment under section 804, the falsification of 
any record required to be maintained, or pro-
vided to the Secretary, under such section, 
or the violation of any registration condition 
or other requirement under such section.’’; 
and 

(2) in section 303(a) (21 U.S.C. 333(a)), by 
striking paragraph (6) and inserting the fol-
lowing: 

‘‘(6) Notwithstanding subsection (a), any 
person that knowingly violates section 301(i) 
(2) or (3) or section 301(aa)(4) shall be impris-
oned not more than 10 years, or fined in ac-
cordance with title 18, United States Code, 
or both.’’. 

(c) AMENDMENT OF CERTAIN PROVISIONS.— 
(1) IN GENERAL.—Section 801 of the Federal 

Food, Drug, and Cosmetic Act (21 U.S.C. 381) 
is amended by striking subsection (g) and in-
serting the following: 

‘‘(g) With respect to a prescription drug 
that is imported or offered for import into 
the United States by an individual who is 
not in the business of such importation, that 
is not shipped by a registered exporter under 
section 804, and that is refused admission 
under subsection (a), the Secretary shall no-
tify the individual that— 

‘‘(1) the drug has been refused admission 
because the drug was not a lawful import 
under section 804; 

‘‘(2) the drug is not otherwise subject to a 
waiver of the requirements of subsection (a); 

‘‘(3) the individual may under section 804 
lawfully import certain prescription drugs 
from exporters registered with the Secretary 
under section 804; and 

‘‘(4) the individual can find information 
about such importation, including a list of 
registered exporters, on the Internet website 
of the Food and Drug Administration or 
through a toll-free telephone number re-
quired under section 804.’’. 

(2) ESTABLISHMENT REGISTRATION.—Section 
510(i) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 360(i)) is amended in 
paragraph (1) by inserting after ‘‘import into 
the United States’’ the following: ‘‘, includ-
ing a drug that is, or may be, imported or of-
fered for import into the United States under 
section 804,’’. 

(3) EFFECTIVE DATE.—The amendments 
made by this subsection shall take effect on 
the date that is 90 days after the date of en-
actment of this title. 

(d) EXHAUSTION.— 
(1) IN GENERAL.—Section 271 of title 35, 

United States Code, is amended— 
(A) by redesignating subsections (h) and (i) 

as (i) and (j), respectively; and 
(B) by inserting after subsection (g) the 

following: 
‘‘(h) It shall not be an act of infringement 

to use, offer to sell, or sell within the United 
States or to import into the United States 
any patented invention under section 804 of 
the Federal Food, Drug, and Cosmetic Act 
that was first sold abroad by or under au-
thority of the owner or licensee of such pat-
ent.’’. 

(2) RULE OF CONSTRUCTION.—Nothing in the 
amendment made by paragraph (1) shall be 
construed to affect the ability of a patent 
owner or licensee to enforce their patent, 
subject to such amendment. 

(e) EFFECT OF SECTION 804.— 
(1) IN GENERAL.—Section 804 of the Federal 

Food, Drug, and Cosmetic Act, as added by 
subsection (a), shall permit the importation 
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of qualifying drugs (as defined in such sec-
tion 804) into the United States without re-
gard to the status of the issuance of imple-
menting regulations— 

(A) from exporters registered under such 
section 804 on the date that is 90 days after 
the date of enactment of this title; and 

(B) from permitted countries, as defined in 
such section 804, by importers registered 
under such section 804 on the date that is 1 
year after the date of enactment of this title. 

(2) REVIEW OF REGISTRATION BY CERTAIN EX-
PORTERS.— 

(A) REVIEW PRIORITY.—In the review of reg-
istrations submitted under subsection (b) of 
such section 804, registrations submitted by 
entities in Canada that are significant ex-
porters of prescription drugs to individuals 
in the United States as of the date of enact-
ment of this title will have priority during 
the 90 day period that begins on such date of 
enactment. 

(B) PERIOD FOR REVIEW.—During such 90- 
day period, the reference in subsection 
(b)(2)(A) of such section 804 to 90 days (relat-
ing to approval or disapproval of registra-
tions) is, as applied to such entities, deemed 
to be 30 days. 

(C) LIMITATION.—That an exporter in Can-
ada exports, or has exported, prescription 
drugs to individuals in the United States on 
or before the date that is 90 days after the 
date of enactment of this title shall not 
serve as a basis, in whole or in part, for dis-
approving a registration under such section 
804 from the exporter. 

(D) FIRST YEAR LIMIT ON NUMBER OF EX-
PORTERS.—During the 1-year period begin-
ning on the date of enactment of this title, 
the Secretary of Health and Human Services 
(referred to in this section as the ‘‘Sec-
retary’’) may limit the number of registered 
exporters under such section 804 to not less 
than 50, so long as the Secretary gives pri-
ority to those exporters with demonstrated 
ability to process a high volume of ship-
ments of drugs to individuals in the United 
States. 

(E) SECOND YEAR LIMIT ON NUMBER OF EX-
PORTERS.—During the 1-year period begin-
ning on the date that is 1 year after the date 
of enactment of this title, the Secretary may 
limit the number of registered exporters 
under such section 804 to not less than 100, so 
long as the Secretary gives priority to those 
exporters with demonstrated ability to proc-
ess a high volume of shipments of drugs to 
individuals in the United States. 

(F) FURTHER LIMIT ON NUMBER OF EXPORT-
ERS.—During any 1-year period beginning on 
a date that is 2 or more years after the date 
of enactment of this title, the Secretary may 
limit the number of registered exporters 
under such section 804 to not less than 25 
more than the number of such exporters dur-
ing the previous 1-year period, so long as the 
Secretary gives priority to those exporters 
with demonstrated ability to process a high 
volume of shipments of drugs to individuals 
in the United States. 

(3) LIMITS ON NUMBER OF IMPORTERS.— 
(A) FIRST YEAR LIMIT ON NUMBER OF IM-

PORTERS.—During the 1-year period begin-
ning on the date that is 1 year after the date 
of enactment of this title, the Secretary may 
limit the number of registered importers 
under such section 804 to not less than 100 (of 
which at least a significant number shall be 
groups of pharmacies, to the extent feasible 
given the applications submitted by such 
groups), so long as the Secretary gives pri-
ority to those importers with demonstrated 
ability to process a high volume of ship-
ments of drugs imported into the United 
States. 

(B) SECOND YEAR LIMIT ON NUMBER OF IM-
PORTERS.—During the 1-year period begin-
ning on the date that is 2 years after the 

date of enactment of this title, the Secretary 
may limit the number of registered import-
ers under such section 804 to not less than 
200 (of which at least a significant number 
shall be groups of pharmacies, to the extent 
feasible given the applications submitted by 
such groups), so long as the Secretary gives 
priority to those importers with dem-
onstrated ability to process a high volume of 
shipments of drugs into the United States. 

(C) FURTHER LIMIT ON NUMBER OF IMPORT-
ERS.—During any 1-year period beginning on 
a date that is 3 or more years after the date 
of enactment of this title, the Secretary may 
limit the number of registered importers 
under such section 804 to not less than 50 
more (of which at least a significant number 
shall be groups of pharmacies, to the extent 
feasible given the applications submitted by 
such groups) than the number of such im-
porters during the previous 1-year period, so 
long as the Secretary gives priority to those 
importers with demonstrated ability to proc-
ess a high volume of shipments of drugs to 
the United States. 

(4) NOTICES FOR DRUGS FOR IMPORT FROM 
CANADA.—The notice with respect to a quali-
fying drug introduced for commercial dis-
tribution in Canada as of the date of enact-
ment of this title that is required under sub-
section (g)(2)(B)(i) of such section 804 shall 
be submitted to the Secretary not later than 
30 days after the date of enactment of this 
title if— 

(A) the U.S. label drug (as defined in such 
section 804) for the qualifying drug is 1 of the 
100 prescription drugs with the highest dollar 
volume of sales in the United States based 
on the 12 calendar month period most re-
cently completed before the date of enact-
ment of this Act; or 

(B) the notice is a notice under subsection 
(g)(2)(B)(i)(II) of such section 804. 

(5) NOTICE FOR DRUGS FOR IMPORT FROM 
OTHER COUNTRIES.—The notice with respect 
to a qualifying drug introduced for commer-
cial distribution in a permitted country 
other than Canada as of the date of enact-
ment of this title that is required under sub-
section (g)(2)(B)(i) of such section 804 shall 
be submitted to the Secretary not later than 
180 days after the date of enactment of this 
title if— 

(A) the U.S. label drug for the qualifying 
drug is 1 of the 100 prescription drugs with 
the highest dollar volume of sales in the 
United States based on the 12 calendar 
month period that is first completed on the 
date that is 120 days after the date of enact-
ment of this title; or 

(B) the notice is a notice under subsection 
(g)(2)(B)(i)(II) of such section 804. 

(6) NOTICE FOR OTHER DRUGS FOR IMPORT.— 
(A) GUIDANCE ON SUBMISSION DATES.—The 

Secretary shall by guidance establish a se-
ries of submission dates for the notices under 
subsection (g)(2)(B)(i) of such section 804 
with respect to qualifying drugs introduced 
for commercial distribution as of the date of 
enactment of this title and that are not re-
quired to be submitted under paragraph (4) 
or (5). 

(B) CONSISTENT AND EFFICIENT USE OF RE-
SOURCES.—The Secretary shall establish the 
dates described under subparagraph (A) so 
that such notices described under subpara-
graph (A) are submitted and reviewed at a 
rate that allows consistent and efficient use 
of the resources and staff available to the 
Secretary for such reviews. The Secretary 
may condition the requirement to submit 
such a notice, and the review of such a no-
tice, on the submission by a registered ex-
porter or a registered importer to the Sec-
retary of a notice that such exporter or im-
porter intends to import such qualifying 
drug to the United States under such section 
804. 

(C) PRIORITY FOR DRUGS WITH HIGHER 
SALES.—The Secretary shall establish the 
dates described under subparagraph (A) so 
that the Secretary reviews the notices de-
scribed under such subparagraph with re-
spect to qualifying drugs with higher dollar 
volume of sales in the United States before 
the notices with respect to drugs with lower 
sales in the United States. 

(7) NOTICES FOR DRUGS APPROVED AFTER EF-
FECTIVE DATE.—The notice required under 
subsection (g)(2)(B)(i) of such section 804 for 
a qualifying drug first introduced for com-
mercial distribution in a permitted country 
(as defined in such section 804) after the date 
of enactment of this title shall be submitted 
to and reviewed by the Secretary as provided 
under subsection (g)(2)(B) of such section 804, 
without regard to paragraph (4), (5), or (6). 

(8) REPORT.—Beginning with the first full 
fiscal year after the date of enactment of 
this title, not later than 90 days after the 
end of each fiscal year during which the Sec-
retary reviews a notice referred to in para-
graph (4), (5), or (6), the Secretary shall sub-
mit a report to Congress concerning the 
progress of the Food and Drug Administra-
tion in reviewing the notices referred to in 
paragraphs (4), (5), and (6). 

(9) USER FEES.— 
(A) EXPORTERS.—When establishing an ag-

gregate total of fees to be collected from ex-
porters under subsection (f)(2) of such sec-
tion 804, the Secretary shall, under sub-
section (f)(3)(C)(i) of such section 804, esti-
mate the total price of drugs imported under 
subsection (a) of such section 804 into the 
United States by registered exporters during 
the first fiscal year in which this title takes 
effect to be an amount equal to the amount 
which bears the same ratio to $1,000,000,000 as 
the number of days in such fiscal year during 
which this title is effective bears to 365. 

(B) IMPORTERS.—When establishing an ag-
gregate total of fees to be collected from im-
porters under subsection (e)(2) of such sec-
tion 804, the Secretary shall, under sub-
section (e)(3)(C)(i) of such section 804, esti-
mate the total price of drugs imported under 
subsection (a) of such section 804 into the 
United States by registered importers dur-
ing— 

(i) the first fiscal year in which this title 
takes effect to be an amount equal to the 
amount which bears the same ratio to 
$1,000,000,000 as the number of days in such 
fiscal year during which this title is effective 
bears to 365; and 

(ii) the second fiscal year in which this 
title is in effect to be $3,000,000,000. 

(C) SECOND YEAR ADJUSTMENT.— 
(i) REPORTS.—Not later than February 20 of 

the second fiscal year in which this title is in 
effect, registered importers shall report to 
the Secretary the total price and the total 
volume of drugs imported to the United 
States by the importer during the 4-month 
period from October 1 through January 31 of 
such fiscal year. 

(ii) REESTIMATE.—Notwithstanding sub-
section (e)(3)(C)(ii) of such section 804 or sub-
paragraph (B), the Secretary shall reesti-
mate the total price of qualifying drugs im-
ported under subsection (a) of such section 
804 into the United States by registered im-
porters during the second fiscal year in 
which this title is in effect. Such reestimate 
shall be equal to— 

(I) the total price of qualifying drugs im-
ported by each importer as reported under 
clause (i); multiplied by 

(II) 3. 
(iii) ADJUSTMENT.—The Secretary shall ad-

just the fee due on April 1 of the second fis-
cal year in which this title is in effect, from 
each importer so that the aggregate total of 
fees collected under subsection (e)(2) for such 
fiscal year does not exceed the total price of 
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qualifying drugs imported under subsection 
(a) of such section 804 into the United States 
by registered importers during such fiscal 
year as reestimated under clause (ii). 

(D) FAILURE TO PAY FEES.—Notwith-
standing any other provision of this section, 
the Secretary may prohibit a registered im-
porter or exporter that is required to pay 
user fees under subsection (e) or (f) of such 
section 804 and that fails to pay such fees 
within 30 days after the date on which it is 
due, from importing or offering for importa-
tion a qualifying drug under such section 804 
until such fee is paid. 

(E) ANNUAL REPORT.— 
(i) FOOD AND DRUG ADMINISTRATION.—Not 

later than 180 days after the end of each fis-
cal year during which fees are collected 
under subsection (e), (f), or (g)(2)(B)(iv) of 
such section 804, the Secretary shall prepare 
and submit to the House of Representatives 
and the Senate a report on the implementa-
tion of the authority for such fees during 
such fiscal year and the use, by the Food and 
Drug Administration, of the fees collected 
for the fiscal year for which the report is 
made and credited to the Food and Drug Ad-
ministration. 

(ii) CUSTOMS AND BORDER CONTROL.—Not 
later than 180 days after the end of each fis-
cal year during which fees are collected 
under subsection (e) or (f) of such section 804, 
the Secretary of Homeland Security, in con-
sultation with the Secretary of the Treas-
ury, shall prepare and submit to the House of 
Representatives and the Senate a report on 
the use, by the Bureau of Customs and Bor-
der Protection, of the fees, if any, trans-
ferred by the Secretary to the Bureau of Cus-
toms and Border Protection for the fiscal 
year for which the report is made. 

(10) SPECIAL RULE REGARDING IMPORTATION 
BY INDIVIDUALS.— 

(A) IN GENERAL.—Notwithstanding any pro-
vision of this title (or an amendment made 
by this title), the Secretary shall expedite 
the designation of any additional countries 
from which an individual may import a 
qualifying drug into the United States under 
such section 804 if any action implemented 
by the Government of Canada has the effect 
of limiting or prohibiting the importation of 
qualifying drugs into the United States from 
Canada. 

(B) TIMING AND CRITERIA.—The Secretary 
shall designate such additional countries 
under subparagraph (A)— 

(i) not later than 6 months after the date of 
the action by the Government of Canada de-
scribed under such subparagraph; and 

(ii) using the criteria described under sub-
section (a)(4)(D)(i)(II) of such section 804. 

(f) IMPLEMENTATION OF SECTION 804.— 
(1) INTERIM RULE.—The Secretary may pro-

mulgate an interim rule for implementing 
section 804 of the Federal Food, Drug, and 
Cosmetic Act, as added by subsection (a) of 
this section. 

(2) NO NOTICE OF PROPOSED RULEMAKING.— 
The interim rule described under paragraph 
(1) may be developed and promulgated by the 
Secretary without providing general notice 
of proposed rulemaking. 

(3) FINAL RULE.—Not later than 1 year after 
the date on which the Secretary promulgates 
an interim rule under paragraph (1), the Sec-
retary shall, in accordance with procedures 
under section 553 of title 5, United States 
Code, promulgate a final rule for imple-
menting such section 804, which may incor-
porate by reference provisions of the interim 
rule provided for under paragraph (1), to the 
extent that such provisions are not modified. 

(g) CONSUMER EDUCATION.—The Secretary 
shall carry out activities that educate con-
sumers— 

(1) with regard to the availability of quali-
fying drugs for import for personal use from 

an exporter registered with and approved by 
the Food and Drug Administration under 
section 804 of the Federal Food, Drug, and 
Cosmetic Act, as added by this section, in-
cluding information on how to verify wheth-
er an exporter is registered and approved by 
use of the Internet website of the Food and 
Drug Administration and the toll-free tele-
phone number required by this title; 

(2) that drugs that consumers attempt to 
import from an exporter that is not reg-
istered with and approved by the Food and 
Drug Administration can be seized by the 
United States Customs Service and de-
stroyed, and that such drugs may be counter-
feit, unapproved, unsafe, or ineffective; 

(3) with regard to the suspension and ter-
mination of any registration of a registered 
importer or exporter under such section 804; 
and 

(4) with regard to the availability at do-
mestic retail pharmacies of qualifying drugs 
imported under such section 804 by domestic 
wholesalers and pharmacies registered with 
and approved by the Food and Drug Adminis-
tration. 

(h) EFFECT ON ADMINISTRATION PRAC-
TICES.—Notwithstanding any provision of 
this title (and the amendments made by this 
title), the practices and policies of the Food 
and Drug Administration and Bureau of Cus-
toms and Border Protection, in effect on 
January 1, 2004, with respect to the importa-
tion of prescription drugs into the United 
States by an individual, on the person of 
such individual, for personal use, shall re-
main in effect. 

(i) REPORT TO CONGRESS.—The Federal 
Trade Commission shall, on an annual basis, 
submit to Congress a report that describes 
any action taken during the period for which 
the report is being prepared to enforce the 
provisions of section 804(n) of the Federal 
Food, Drug, and Cosmetic Act (as added by 
this title), including any pending investiga-
tions or civil actions under such section. 
SEC. l05. DISPOSITION OF CERTAIN DRUGS DE-

NIED ADMISSION INTO UNITED 
STATES. 

(a) IN GENERAL.—Chapter VIII of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 
381 et seq.), as amended by section l04, is 
further amended by adding at the end the 
following section: 
‘‘SEC. 805. DISPOSITION OF CERTAIN DRUGS DE-

NIED ADMISSION. 
‘‘(a) IN GENERAL.—The Secretary of Home-

land Security shall deliver to the Secretary 
a shipment of drugs that is imported or of-
fered for import into the United States if— 

‘‘(1) the shipment has a declared value of 
less than $10,000; and 

‘‘(2)(A) the shipping container for such 
drugs does not bear the markings required 
under section 804(d)(2); or 

‘‘(B) the Secretary has requested delivery 
of such shipment of drugs. 

‘‘(b) NO BOND OR EXPORT.—Section 801(b) 
does not authorize the delivery to the owner 
or consignee of drugs delivered to the Sec-
retary under subsection (a) pursuant to the 
execution of a bond, and such drugs may not 
be exported. 

‘‘(c) DESTRUCTION OF VIOLATIVE SHIP-
MENT.—The Secretary shall destroy a ship-
ment of drugs delivered by the Secretary of 
Homeland Security to the Secretary under 
subsection (a) if— 

‘‘(1) in the case of drugs that are imported 
or offered for import from a registered ex-
porter under section 804, the drugs are in vio-
lation of any standard described in section 
804(g)(5); or 

‘‘(2) in the case of drugs that are not im-
ported or offered for import from a reg-
istered exporter under section 804, the drugs 
are in violation of a standard referred to in 
section 801(a) or 801(d)(1). 

‘‘(d) CERTAIN PROCEDURES.— 
‘‘(1) IN GENERAL.—The delivery and de-

struction of drugs under this section may be 
carried out without notice to the importer, 
owner, or consignee of the drugs except as 
required by section 801(g) or section 804(i)(2). 
The issuance of receipts for the drugs, and 
recordkeeping activities regarding the drugs, 
may be carried out on a summary basis. 

‘‘(2) OBJECTIVE OF PROCEDURES.—Proce-
dures promulgated under paragraph (1) shall 
be designed toward the objective of ensuring 
that, with respect to efficiently utilizing 
Federal resources available for carrying out 
this section, a substantial majority of ship-
ments of drugs subject to described in sub-
section (c) are identified and destroyed. 

‘‘(e) EVIDENCE EXCEPTION.—Drugs may not 
be destroyed under subsection (c) to the ex-
tent that the Attorney General of the United 
States determines that the drugs should be 
preserved as evidence or potential evidence 
with respect to an offense against the United 
States. 

‘‘(f) RULE OF CONSTRUCTION.—This section 
may not be construed as having any legal ef-
fect on applicable law with respect to a ship-
ment of drugs that is imported or offered for 
import into the United States and has a de-
clared value equal to or greater than 
$10,000.’’. 

(b) PROCEDURES.—Procedures for carrying 
out section 805 of the Federal Food, Drug, 
and Cosmetic Act, as added by subsection 
(a), shall be established not later than 90 
days after the date of the enactment of this 
title. 

(c) EFFECTIVE DATE.—The amendments 
made by this section shall take effect on the 
date that is 90 days after the date of enact-
ment of this title. 
SEC. l06. WHOLESALE DISTRIBUTION OF DRUGS; 

STATEMENTS REGARDING PRIOR 
SALE, PURCHASE, OR TRADE. 

(a) STRIKING OF EXEMPTIONS; APPLICABILITY 
TO REGISTERED EXPORTERS.—Section 503(e) of 
the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 353(e)) is amended— 

(1) in paragraph (1)— 
(A) by striking ‘‘and who is not the manu-

facturer or an authorized distributor of 
record of such drug’’; 

(B) by striking ‘‘to an authorized dis-
tributor of record or’’; and 

(C) by striking subparagraph (B) and in-
serting the following: 

‘‘(B) The fact that a drug subject to sub-
section (b) is exported from the United 
States does not with respect to such drug ex-
empt any person that is engaged in the busi-
ness of the wholesale distribution of the drug 
from providing the statement described in 
subparagraph (A) to the person that receives 
the drug pursuant to the export of the drug. 

‘‘(C)(i) The Secretary shall by regulation 
establish requirements that supersede sub-
paragraph (A) (referred to in this subpara-
graph as ‘alternative requirements’) to iden-
tify the chain of custody of a drug subject to 
subsection (b) from the manufacturer of the 
drug throughout the wholesale distribution 
of the drug to a pharmacist who intends to 
sell the drug at retail if the Secretary deter-
mines that the alternative requirements, 
which may include standardized anti-coun-
terfeiting or track-and-trace technologies, 
will identify such chain of custody or the 
identity of the discrete package of the drug 
from which the drug is dispensed with equal 
or greater certainty to the requirements of 
subparagraph (A), and that the alternative 
requirements are economically and tech-
nically feasible. 

‘‘(ii) When the Secretary promulgates a 
final rule to establish such alternative re-
quirements, the final rule in addition shall, 
with respect to the registration condition es-
tablished in clause (i) of section 804(c)(3)(B), 
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establish a condition equivalent to the alter-
native requirements, and such equivalent 
condition may be met in lieu of the registra-
tion condition established in such clause 
(i).’’; 

(2) in paragraph (2)(A), by adding at the 
end the following: ‘‘The preceding sentence 
may not be construed as having any applica-
bility with respect to a registered exporter 
under section 804.’’; and 

(3) in paragraph (3), by striking ‘‘and sub-
section (d)—’’ in the matter preceding sub-
paragraph (A) and all that follows through 
‘‘the term ‘wholesale distribution’ means’’ in 
subparagraph (B) and inserting the fol-
lowing: ‘‘and subsection (d), the term ‘whole-
sale distribution’ means’’. 

(b) CONFORMING AMENDMENT.—Section 
503(d) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 353(d)) is amended by 
adding at the end the following: 

‘‘(4) Each manufacturer of a drug subject 
to subsection (b) shall maintain at its cor-
porate offices a current list of the authorized 
distributors of record of such drug. 

‘‘(5) For purposes of this subsection, the 
term ‘authorized distributors of record’ 
means those distributors with whom a manu-
facturer has established an ongoing relation-
ship to distribute such manufacturer’s prod-
ucts.’’. 

(c) EFFECTIVE DATE.— 
(1) IN GENERAL.—The amendments made by 

paragraphs (1) and (3) of subsection (a) and 
by subsection (b) shall take effect on Janu-
ary 1, 2010. 

(2) DRUGS IMPORTED BY REGISTERED IMPORT-
ERS UNDER SECTION 804.—Notwithstanding 
paragraph (1), the amendments made by 
paragraphs (1) and (3) of subsection (a) and 
by subsection (b) shall take effect on the 
date that is 90 days after the date of enact-
ment of this title with respect to qualifying 
drugs imported under section 804 of the Fed-
eral Food, Drug, and Cosmetic Act, as added 
by section l04. 

(3) EFFECT WITH RESPECT TO REGISTERED EX-
PORTERS.—The amendment made by sub-
section (a)(2) shall take effect on the date 
that is 90 days after the date of enactment of 
this title. 

(4) ALTERNATIVE REQUIREMENTS.—The Sec-
retary shall issue regulations to establish 
the alternative requirements, referred to in 
the amendment made by subsection (a)(1), 
that take effect not later than January 1, 
2010. 

(5) INTERMEDIATE REQUIREMENTS.—The Sec-
retary shall by regulation require the use of 
standardized anti-counterfeiting or track- 
and-trace technologies on prescription drugs 
at the case and pallet level effective not 
later than 1 year after the date of enactment 
of this title. 

(6) ADDITIONAL REQUIREMENTS.— 
(A) IN GENERAL.—Notwithstanding any 

other provision of this section, the Secretary 
shall, not later than 18 months after the date 
of enactment of this title, require that the 
packaging of any prescription drug incor-
porates— 

(i) a standardized numerical identifier 
unique to each package of such drug, applied 
at the point of manufacturing and repack-
aging (in which case the numerical identifier 
shall be linked to the numerical identifier 
applied at the point of manufacturing); and 

(ii)(I) overt optically variable counterfeit- 
resistant technologies that— 

(aa) are visible to the naked eye, providing 
for visual identification of product authen-
ticity without the need for readers, micro-
scopes, lighting devices, or scanners; 

(bb) are similar to that used by the Bureau 
of Engraving and Printing to secure United 
States currency; 

(cc) are manufactured and distributed in a 
highly secure, tightly controlled environ-
ment; and 

(dd) incorporate additional layers of non-
visible convert security features up to and 
including forensic capability, as described in 
subparagraph (B); or 

(II) technologies that have a function of se-
curity comparable to that described in sub-
clause (I), as determined by the Secretary. 

(B) STANDARDS FOR PACKAGING.—For the 
purpose of making it more difficult to coun-
terfeit the packaging of drugs subject to this 
paragraph, the manufacturers of such drugs 
shall incorporate the technologies described 
in subparagraph (A) into at least 1 additional 
element of the physical packaging of the 
drugs, including blister packs, shrink wrap, 
package labels, package seals, bottles, and 
boxes. 
SEC. l07. INTERNET SALES OF PRESCRIPTION 

DRUGS. 
(a) IN GENERAL.—Chapter V of the Federal 

Food, Drug, and Cosmetic Act (21 U.S.C. 351 
et seq.) is amended by inserting after section 
503A the following: 
‘‘SEC. 503B. INTERNET SALES OF PRESCRIPTION 

DRUGS. 
‘‘(a) REQUIREMENTS REGARDING INFORMA-

TION ON INTERNET SITE.— 
‘‘(1) IN GENERAL.—A person may not dis-

pense a prescription drug pursuant to a sale 
of the drug by such person if— 

‘‘(A) the purchaser of the drug submitted 
the purchase order for the drug, or conducted 
any other part of the sales transaction for 
the drug, through an Internet site; 

‘‘(B) the person dispenses the drug to the 
purchaser by mailing or shipping the drug to 
the purchaser; and 

‘‘(C) such site, or any other Internet site 
used by such person for purposes of sales of 
a prescription drug, fails to meet each of the 
requirements specified in paragraph (2), 
other than a site or pages on a site that— 

‘‘(i) are not intended to be accessed by pur-
chasers or prospective purchasers; or 

‘‘(ii) provide an Internet information loca-
tion tool within the meaning of section 
231(e)(5) of the Communications Act of 1934 
(47 U.S.C. 231(e)(5)). 

‘‘(2) REQUIREMENTS.—With respect to an 
Internet site, the requirements referred to in 
subparagraph (C) of paragraph (1) for a per-
son to whom such paragraph applies are as 
follows: 

‘‘(A) Each page of the site shall include ei-
ther the following information or a link to a 
page that provides the following informa-
tion: 

‘‘(i) The name of such person. 
‘‘(ii) Each State in which the person is au-

thorized by law to dispense prescription 
drugs. 

‘‘(iii) The address and telephone number of 
each place of business of the person with re-
spect to sales of prescription drugs through 
the Internet, other than a place of business 
that does not mail or ship prescription drugs 
to purchasers. 

‘‘(iv) The name of each individual who 
serves as a pharmacist for prescription drugs 
that are mailed or shipped pursuant to the 
site, and each State in which the individual 
is authorized by law to dispense prescription 
drugs. 

‘‘(v) If the person provides for medical con-
sultations through the site for purposes of 
providing prescriptions, the name of each in-
dividual who provides such consultations; 
each State in which the individual is li-
censed or otherwise authorized by law to 
provide such consultations or practice medi-
cine; and the type or types of health profes-
sions for which the individual holds such li-
censes or other authorizations. 

‘‘(B) A link to which paragraph (1) applies 
shall be displayed in a clear and prominent 

place and manner, and shall include in the 
caption for the link the words ‘licensing and 
contact information’. 

‘‘(b) INTERNET SALES WITHOUT APPRO-
PRIATE MEDICAL RELATIONSHIPS.— 

‘‘(1) IN GENERAL.—Except as provided in 
paragraph (2), a person may not dispense a 
prescription drug, or sell such a drug, if— 

‘‘(A) for purposes of such dispensing or 
sale, the purchaser communicated with the 
person through the Internet; 

‘‘(B) the patient for whom the drug was 
dispensed or purchased did not, when such 
communications began, have a prescription 
for the drug that is valid in the United 
States; 

‘‘(C) pursuant to such communications, the 
person provided for the involvement of a 
practitioner, or an individual represented by 
the person as a practitioner, and the practi-
tioner or such individual issued a prescrip-
tion for the drug that was purchased; 

‘‘(D) the person knew, or had reason to 
know, that the practitioner or the individual 
referred to in subparagraph (C) did not, when 
issuing the prescription, have a qualifying 
medical relationship with the patient; and 

‘‘(E) the person received payment for the 
dispensing or sale of the drug. 
For purposes of subparagraph (E), payment 
is received if money or other valuable con-
sideration is received. 

‘‘(2) EXCEPTIONS.—Paragraph (1) does not 
apply to— 

‘‘(A) the dispensing or selling of a prescrip-
tion drug pursuant to telemedicine practices 
sponsored by— 

‘‘(i) a hospital that has in effect a provider 
agreement under title XVIII of the Social 
Security Act (relating to the Medicare pro-
gram); or 

‘‘(ii) a group practice that has not fewer 
than 100 physicians who have in effect pro-
vider agreements under such title; or 

‘‘(B) the dispensing or selling of a prescrip-
tion drug pursuant to practices that promote 
the public health, as determined by the Sec-
retary by regulation. 

‘‘(3) QUALIFYING MEDICAL RELATIONSHIP.— 
‘‘(A) IN GENERAL.—With respect to issuing 

a prescription for a drug for a patient, a 
practitioner has a qualifying medical rela-
tionship with the patient for purposes of this 
section if— 

‘‘(i) at least one in-person medical evalua-
tion of the patient has been conducted by the 
practitioner; or 

‘‘(ii) the practitioner conducts a medical 
evaluation of the patient as a covering prac-
titioner. 

‘‘(B) IN-PERSON MEDICAL EVALUATION.—A 
medical evaluation by a practitioner is an 
in-person medical evaluation for purposes of 
this section if the practitioner is in the phys-
ical presence of the patient as part of con-
ducting the evaluation, without regard to 
whether portions of the evaluation are con-
ducted by other health professionals. 

‘‘(C) COVERING PRACTITIONER.—With respect 
to a patient, a practitioner is a covering 
practitioner for purposes of this section if 
the practitioner conducts a medical evalua-
tion of the patient at the request of a practi-
tioner who has conducted at least one in-per-
son medical evaluation of the patient and is 
temporarily unavailable to conduct the eval-
uation of the patient. A practitioner is a cov-
ering practitioner without regard to whether 
the practitioner has conducted any in-person 
medical evaluation of the patient involved. 

‘‘(4) RULES OF CONSTRUCTION.— 
‘‘(A) INDIVIDUALS REPRESENTED AS PRACTI-

TIONERS.—A person who is not a practitioner 
(as defined in subsection (e)(1)) lacks legal 
capacity under this section to have a quali-
fying medical relationship with any patient. 
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‘‘(B) STANDARD PRACTICE OF PHARMACY.— 

Paragraph (1) may not be construed as pro-
hibiting any conduct that is a standard prac-
tice in the practice of pharmacy. 

‘‘(C) APPLICABILITY OF REQUIREMENTS.— 
Paragraph (3) may not be construed as hav-
ing any applicability beyond this section, 
and does not affect any State law, or inter-
pretation of State law, concerning the prac-
tice of medicine. 

‘‘(c) ACTIONS BY STATES.— 
‘‘(1) IN GENERAL.—Whenever an attorney 

general of any State has reason to believe 
that the interests of the residents of that 
State have been or are being threatened or 
adversely affected because any person has 
engaged or is engaging in a pattern or prac-
tice that violates section 301(l), the State 
may bring a civil action on behalf of its resi-
dents in an appropriate district court of the 
United States to enjoin such practice, to en-
force compliance with such section (includ-
ing a nationwide injunction), to obtain dam-
ages, restitution, or other compensation on 
behalf of residents of such State, to obtain 
reasonable attorneys fees and costs if the 
State prevails in the civil action, or to ob-
tain such further and other relief as the 
court may deem appropriate. 

‘‘(2) NOTICE.—The State shall serve prior 
written notice of any civil action under para-
graph (1) or (5)(B) upon the Secretary and 
provide the Secretary with a copy of its com-
plaint, except that if it is not feasible for the 
State to provide such prior notice, the State 
shall serve such notice immediately upon in-
stituting such action. Upon receiving a no-
tice respecting a civil action, the Secretary 
shall have the right— 

‘‘(A) to intervene in such action; 
‘‘(B) upon so intervening, to be heard on all 

matters arising therein; and 
‘‘(C) to file petitions for appeal. 
‘‘(3) CONSTRUCTION.—For purposes of bring-

ing any civil action under paragraph (1), 
nothing in this chapter shall prevent an at-
torney general of a State from exercising the 
powers conferred on the attorney general by 
the laws of such State to conduct investiga-
tions or to administer oaths or affirmations 
or to compel the attendance of witnesses or 
the production of documentary and other 
evidence. 

‘‘(4) VENUE; SERVICE OF PROCESS.—Any civil 
action brought under paragraph (1) in a dis-
trict court of the United States may be 
brought in the district in which the defend-
ant is found, is an inhabitant, or transacts 
business or wherever venue is proper under 
section 1391 of title 28, United States Code. 
Process in such an action may be served in 
any district in which the defendant is an in-
habitant or in which the defendant may be 
found. 

‘‘(5) ACTIONS BY OTHER STATE OFFICIALS.— 
‘‘(A) Nothing contained in this section 

shall prohibit an authorized State official 
from proceeding in State court on the basis 
of an alleged violation of any civil or crimi-
nal statute of such State. 

‘‘(B) In addition to actions brought by an 
attorney general of a State under paragraph 
(1), such an action may be brought by offi-
cers of such State who are authorized by the 
State to bring actions in such State on be-
half of its residents. 

‘‘(d) EFFECT OF SECTION.—This section 
shall not apply to a person that is a reg-
istered exporter under section 804. 

‘‘(e) GENERAL DEFINITIONS.—For purposes 
of this section: 

‘‘(1) The term ‘practitioner’ means a prac-
titioner referred to in section 503(b)(1) with 
respect to issuing a written or oral prescrip-
tion. 

‘‘(2) The term ‘prescription drug’ means a 
drug that is described in section 503(b)(1). 

‘‘(3) The term ‘qualifying medical relation-
ship’, with respect to a practitioner and a pa-
tient, has the meaning indicated for such 
term in subsection (b). 

‘‘(f) INTERNET-RELATED DEFINITIONS.— 
‘‘(1) IN GENERAL.—For purposes of this sec-

tion: 
‘‘(A) The term ‘Internet’ means collec-

tively the myriad of computer and tele-
communications facilities, including equip-
ment and operating software, which com-
prise the interconnected world-wide network 
of networks that employ the transmission 
control protocol/internet protocol, or any 
predecessor or successor protocols to such 
protocol, to communicate information of all 
kinds by wire or radio. 

‘‘(B) The term ‘link’, with respect to the 
Internet, means one or more letters, words, 
numbers, symbols, or graphic items that ap-
pear on a page of an Internet site for the pur-
pose of serving, when activated, as a method 
for executing an electronic command— 

‘‘(i) to move from viewing one portion of a 
page on such site to another portion of the 
page; 

‘‘(ii) to move from viewing one page on 
such site to another page on such site; or 

‘‘(iii) to move from viewing a page on one 
Internet site to a page on another Internet 
site. 

‘‘(C) The term ‘page’, with respect to the 
Internet, means a document or other file 
accessed at an Internet site. 

‘‘(D)(i) The terms ‘site’ and ‘address’, with 
respect to the Internet, mean a specific loca-
tion on the Internet that is determined by 
Internet Protocol numbers. Such term in-
cludes the domain name, if any. 

‘‘(ii) The term ‘domain name’ means a 
method of representing an Internet address 
without direct reference to the Internet Pro-
tocol numbers for the address, including 
methods that use designations such as 
‘.com’, ‘.edu’, ‘.gov’, ‘.net’, or ‘.org’. 

‘‘(iii) The term ‘Internet Protocol num-
bers’ includes any successor protocol for de-
termining a specific location on the Inter-
net. 

‘‘(2) AUTHORITY OF SECRETARY.—The Sec-
retary may by regulation modify any defini-
tion under paragraph (1) to take into ac-
count changes in technology. 

‘‘(g) INTERACTIVE COMPUTER SERVICE; AD-
VERTISING.—No provider of an interactive 
computer service, as defined in section 
230(f)(2) of the Communications Act of 1934 
(47 U.S.C. 230(f)(2)), or of advertising services 
shall be liable under this section for dis-
pensing or selling prescription drugs in vio-
lation of this section on account of another 
person’s selling or dispensing such drugs, 
provided that the provider of the interactive 
computer service or of advertising services 
does not own or exercise corporate control 
over such person.’’. 

(b) INCLUSION AS PROHIBITED ACT.—Section 
301 of the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 331) is amended by inserting 
after paragraph (k) the following: 

‘‘(l) The dispensing or selling of a prescrip-
tion drug in violation of section 503B.’’. 

(c) INTERNET SALES OF PRESCRIPTION 
DRUGS; CONSIDERATION BY SECRETARY OF 
PRACTICES AND PROCEDURES FOR CERTIFI-
CATION OF LEGITIMATE BUSINESSES.—In car-
rying out section 503B of the Federal Food, 
Drug, and Cosmetic Act (as added by sub-
section (a) of this section), the Secretary of 
Health and Human Services shall take into 
consideration the practices and procedures of 
public or private entities that certify that 
businesses selling prescription drugs through 
Internet sites are legitimate businesses, in-
cluding practices and procedures regarding 
disclosure formats and verification pro-
grams. 

(d) REPORTS REGARDING INTERNET-RELATED 
VIOLATIONS OF FEDERAL AND STATE LAWS ON 
DISPENSING OF DRUGS.— 

(1) IN GENERAL.—The Secretary of Health 
and Human Services (referred to in this sub-
section as the ‘‘Secretary’’) shall, pursuant 
to the submission of an application meeting 
the criteria of the Secretary, make an award 
of a grant or contract to the National Clear-
inghouse on Internet Prescribing (operated 
by the Federation of State Medical Boards) 
for the purpose of— 

(A) identifying Internet sites that appear 
to be in violation of Federal or State laws 
concerning the dispensing of drugs; 

(B) reporting such sites to State medical 
licensing boards and State pharmacy licens-
ing boards, and to the Attorney General and 
the Secretary, for further investigation; and 

(C) submitting, for each fiscal year for 
which the award under this subsection is 
made, a report to the Secretary describing 
investigations undertaken with respect to 
violations described in subparagraph (A). 

(2) AUTHORIZATION OF APPROPRIATIONS.— 
For the purpose of carrying out paragraph 
(1), there is authorized to be appropriated 
$100,000 for each of the first 3 fiscal years in 
which this section is in effect. 

(e) EFFECTIVE DATE.—The amendments 
made by subsections (a) and (b) take effect 90 
days after the date of enactment of this 
title, without regard to whether a final rule 
to implement such amendments has been 
promulgated by the Secretary of Health and 
Human Services under section 701(a) of the 
Federal Food, Drug, and Cosmetic Act. The 
preceding sentence may not be construed as 
affecting the authority of such Secretary to 
promulgate such a final rule. 
SEC. l08. PROHIBITING PAYMENTS TO UNREGIS-

TERED FOREIGN PHARMACIES. 
(a) IN GENERAL.—Section 303 of the Federal 

Food, Drug, and Cosmetic Act (21 U.S.C. 333) 
is amended by adding at the end the fol-
lowing: 

‘‘(g) RESTRICTED TRANSACTIONS.— 
‘‘(1) IN GENERAL.—The introduction of re-

stricted transactions into a payment system 
or the completion of restricted transactions 
using a payment system is prohibited. 

‘‘(2) PAYMENT SYSTEM.— 
‘‘(A) IN GENERAL.—The term ‘payment sys-

tem’ means a system used by a person de-
scribed in subparagraph (B) to effect a credit 
transaction, electronic fund transfer, or 
money transmitting service that may be 
used in connection with, or to facilitate, a 
restricted transaction, and includes— 

‘‘(i) a credit card system; 
‘‘(ii) an international, national, regional, 

or local network used to effect a credit 
transaction, an electronic fund transfer, or a 
money transmitting service; and 

‘‘(iii) any other system that is centrally 
managed and is primarily engaged in the 
transmission and settlement of credit trans-
actions, electronic fund transfers, or money 
transmitting services. 

‘‘(B) PERSONS DESCRIBED.—A person re-
ferred to in subparagraph (A) is— 

‘‘(i) a creditor; 
‘‘(ii) a credit card issuer; 
‘‘(iii) a financial institution; 
‘‘(iv) an operator of a terminal at which an 

electronic fund transfer may be initiated; 
‘‘(v) a money transmitting business; or 
‘‘(vi) a participant in an international, na-

tional, regional, or local network used to ef-
fect a credit transaction, electronic fund 
transfer, or money transmitting service. 

‘‘(3) RESTRICTED TRANSACTION.—The term 
‘restricted transaction’ means a transaction 
or transmittal, on behalf of an individual 
who places an unlawful drug importation re-
quest to any person engaged in the operation 
of an unregistered foreign pharmacy, of— 
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‘‘(A) credit, or the proceeds of credit, ex-

tended to or on behalf of the individual for 
the purpose of the unlawful drug importation 
request (including credit extended through 
the use of a credit card); 

‘‘(B) an electronic fund transfer or funds 
transmitted by or through a money trans-
mitting business, or the proceeds of an elec-
tronic fund transfer or money transmitting 
service, from or on behalf of the individual 
for the purpose of the unlawful drug impor-
tation request; 

‘‘(C) a check, draft, or similar instrument 
which is drawn by or on behalf of the indi-
vidual for the purpose of the unlawful drug 
importation request and is drawn on or pay-
able at or through any financial institution; 
or 

‘‘(D) the proceeds of any other form of fi-
nancial transaction (identified by the Board 
by regulation) that involves a financial in-
stitution as a payor or financial inter-
mediary on behalf of or for the benefit of the 
individual for the purpose of the unlawful 
drug importation request. 

‘‘(4) UNLAWFUL DRUG IMPORTATION RE-
QUEST.—The term ‘unlawful drug importa-
tion request’ means the request, or trans-
mittal of a request, made to an unregistered 
foreign pharmacy for a prescription drug by 
mail (including a private carrier), facsimile, 
phone, or electronic mail, or by a means that 
involves the use, in whole or in part, of the 
Internet. 

‘‘(5) UNREGISTERED FOREIGN PHARMACY.— 
The term ‘unregistered foreign pharmacy’ 
means a person in a country other than the 
United States that is not a registered ex-
porter under section 804. 

‘‘(6) OTHER DEFINITIONS.— 
‘‘(A) CREDIT; CREDITOR; CREDIT CARD.—The 

terms ‘credit’, ‘creditor’, and ‘credit card’ 
have the meanings given the terms in sec-
tion 103 of the Truth in Lending Act (15 
U.S.C. 1602). 

‘‘(B) ACCESS DEVICE; ELECTRONIC FUND 
TRANSFER.—The terms ‘access device’ and 
‘electronic fund transfer’— 

‘‘(i) have the meaning given the term in 
section 903 of the Electronic Fund Transfer 
Act (15 U.S.C. 1693a); and 

‘‘(ii) the term ‘electronic fund transfer’ 
also includes any fund transfer covered 
under Article 4A of the Uniform Commercial 
Code, as in effect in any State. 

‘‘(C) FINANCIAL INSTITUTION.—The term ‘fi-
nancial institution’— 

‘‘(i) has the meaning given the term in sec-
tion 903 of the Electronic Transfer Fund Act 
(15 U.S.C. 1693a); and 

‘‘(ii) includes a financial institution (as de-
fined in section 509 of the Gramm-Leach-Bli-
ley Act (15 U.S.C. 6809)). 

‘‘(D) MONEY TRANSMITTING BUSINESS; MONEY 
TRANSMITTING SERVICE.—The terms ‘money 
transmitting business’ and ‘money transmit-
ting service’ have the meaning given the 
terms in section 5330(d) of title 31, United 
States Code. 

‘‘(E) BOARD.—The term ‘Board’ means the 
Board of Governors of the Federal Reserve 
System. 

‘‘(7) POLICIES AND PROCEDURES REQUIRED TO 
PREVENT RESTRICTED TRANSACTIONS.— 

‘‘(A) REGULATIONS.—The Board shall pro-
mulgate regulations requiring— 

‘‘(i) an operator of a credit card system; 
‘‘(ii) an operator of an international, na-

tional, regional, or local network used to ef-
fect a credit transaction, an electronic fund 
transfer, or a money transmitting service; 

‘‘(iii) an operator of any other payment 
system that is centrally managed and is pri-
marily engaged in the transmission and set-
tlement of credit transactions, electronic 
transfers or money transmitting services 
where at least one party to the transaction 
or transfer is an individual; and 

‘‘(iv) any other person described in para-
graph (2)(B) and specified by the Board in 
such regulations, 

to establish policies and procedures that are 
reasonably designed to prevent the introduc-
tion of a restricted transaction into a pay-
ment system or the completion of a re-
stricted transaction using a payment system 

‘‘(B) REQUIREMENTS FOR POLICIES AND PRO-
CEDURES.—In promulgating regulations 
under subparagraph (A), the Board shall— 

‘‘(i) identify types of policies and proce-
dures, including nonexclusive examples, that 
shall be considered to be reasonably designed 
to prevent the introduction of restricted 
transactions into a payment system or the 
completion of restricted transactions using a 
payment system; and 

‘‘(ii) to the extent practicable, permit any 
payment system, or person described in para-
graph (2)(B), as applicable, to choose among 
alternative means of preventing the intro-
duction or completion of restricted trans-
actions. 

‘‘(C) NO LIABILITY FOR BLOCKING OR REFUS-
ING TO HONOR RESTRICTED TRANSACTION.— 

‘‘(i) IN GENERAL.—A payment system, or a 
person described in paragraph (2)(B) that is 
subject to a regulation issued under this sub-
section, and any participant in such pay-
ment system that prevents or otherwise re-
fuses to honor transactions in an effort to 
implement the policies and procedures re-
quired under this subsection or to otherwise 
comply with this subsection shall not be lia-
ble to any party for such action. 

‘‘(ii) COMPLIANCE.—A person described in 
paragraph (2)(B) meets the requirements of 
this subsection if the person relies on and 
complies with the policies and procedures of 
a payment system of which the person is a 
member or in which the person is a partici-
pant, and such policies and procedures of the 
payment system comply with the require-
ments of the regulations promulgated under 
subparagraph (A). 

‘‘(D) ENFORCEMENT.— 
‘‘(i) IN GENERAL.—This section shall be en-

forced by the Federal functional regulators 
and the Federal Trade Commission under ap-
plicable law in the manner provided in sec-
tion 505(a) of the Gramm-Leach-Bliley Act 
(15 U.S.C. 6805(a)). 

‘‘(ii) FACTORS TO BE CONSIDERED.—In con-
sidering any enforcement action under this 
subsection against a payment system or per-
son described in paragraph (2)(B), the Fed-
eral functional regulators and the Federal 
Trade Commission shall consider the fol-
lowing factors: 

‘‘(I) The extent to which the payment sys-
tem or person knowingly permits restricted 
transactions. 

‘‘(II) The history of the payment system or 
person in connection with permitting re-
stricted transactions. 

‘‘(III) The extent to which the payment 
system or person has established and is 
maintaining policies and procedures in com-
pliance with regulations prescribed under 
this subsection. 

‘‘(8) TRANSACTIONS PERMITTED.—A payment 
system, or a person described in paragraph 
(2)(B) that is subject to a regulation issued 
under this subsection, is authorized to en-
gage in transactions with foreign pharmacies 
in connection with investigating violations 
or potential violations of any rule or require-
ment adopted by the payment system or per-
son in connection with complying with para-
graph (7). A payment system, or such a per-
son, and its agents and employees shall not 
be found to be in violation of, or liable 
under, any Federal, State or other law by 
virtue of engaging in any such transaction. 

‘‘(9) RELATION TO STATE LAWS.—No require-
ment, prohibition, or liability may be im-

posed on a payment system, or a person de-
scribed in paragraph (2)(B) that is subject to 
a regulation issued under this subsection, 
under the laws of any state with respect to 
any payment transaction by an individual 
because the payment transaction involves a 
payment to a foreign pharmacy. 

‘‘(10) TIMING OF REQUIREMENTS.—A payment 
system, or a person described in paragraph 
(2)(B) that is subject to a regulation issued 
under this subsection, must adopt policies 
and procedures reasonably designed to com-
ply with any regulations required under 
paragraph (7) within 60 days after such regu-
lations are issued in final form.’’. 

(b) EFFECTIVE DATE.—The amendment 
made by this section shall take effect on the 
day that is 90 days after the date of enact-
ment of this Act. 

(c) IMPLEMENTATION.—The Board of Gov-
ernors of the Federal Reserve System shall 
promulgate regulations as required by sub-
section (g)(7) of section 303 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 333), 
as added by subsection (a), not later than 90 
days after the date of enactment of this 
title. 
SEC. l09. IMPORTATION EXEMPTION UNDER 

CONTROLLED SUBSTANCES IMPORT 
AND EXPORT ACT. 

Section 1006(a)(2) of the Controlled Sub-
stances Import and Export Act (21 U.S.C. 
956(a)(2)) is amended by striking ‘‘not import 
the controlled substance into the United 
States in an amount that exceeds 50 dosage 
units of the controlled substance.’’ and in-
serting ‘‘import into the United States not 
more than 10 dosage units combined of all 
such controlled substances.’’. 
SEC. l10. SEVERABILITY. 

If any provision of this title, an amend-
ment by this title, or the application of such 
provision or amendment to any person or 
circumstance is held to be unconstitutional, 
the remainder of this title, the amendments 
made by this title, and the application of the 
provisions of such to any person or cir-
cumstance shall not affected thereby. 

SA 991. Mr. KOHL (for himself, Mr. 
GRASSLEY, Mr. LEAHY, and Mr. SCHU-
MER) submitted an amendment in-
tended to be proposed by him to the 
bill S. 1082, to amend the Federal Food, 
Drug, and Cosmetic Act to reauthorize 
and amend the prescription drug user 
fee provisions, and for other purposes; 
which was ordered to lie on the table; 
as follows: 

At the end of the bill, insert the following: 

TITLEllPRESERVE ACCESS TO 
AFFORDABLE GENERICS ACT 

SEC. l01. SHORT TITLE. 

This title may be cited as the ‘‘Preserve 
Access to Affordable Generics Act’’. 
SEC. l02. CONGRESSIONAL FINDINGS AND DEC-

LARATION OF PURPOSES. 

(a) FINDINGS.—The Congress finds that— 
(1) prescription drugs make up 11 percent 

of the national health care spending but are 
1 of the largest and fastest growing health 
care expenditures; 

(2) 56 percent of all prescriptions dispensed 
in the United States are generic drugs, yet 
they account for only 13percent of all ex-
penditures; 

(3) generic drugs, on average, cost 63 per-
cent less than their brand-name counter-
parts; 

(4) consumers and the health care system 
would benefit from free and open competi-
tion in the pharmaceutical market and the 
removal of obstacles to the introduction of 
generic drugs; 
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(5) full and free competition in the phar-

maceutical industry, and the full enforce-
ment of antitrust law to prevent anti-
competitive practices in this industry, will 
lead to lower prices, greater innovation, and 
inure to the general benefit of consumers. 

(6) the Federal Trade Commission has de-
termined that some brand name pharma-
ceutical manufacturers collude with generic 
drug manufacturers to delay the marketing 
of competing, low-cost, generic drugs; 

(7) collusion by the brand name pharma-
ceutical manufacturers is contrary to free 
competition, to the interests of consumers, 
and to the principles underlying antitrust 
law; 

(8) in 2005, 2 appellate court decisions re-
versed the Federal Trade Commission’s long- 
standing position, and upheld settlements 
that include pay-offs by brand name pharma-
ceutical manufacturers to generic manufac-
turers designed to keep generic competition 
off the market; 

(9) in the 6 months following the March 
2005 court decisions, the Federal Trade Com-
mission found there were three settlement 
agreements in which the generic received 
compensation and agreed to a restriction on 
its ability to market the product; 

(10) the FTC found that more than 2⁄3 of the 
approximately ten settlement agreements 
made in 2006 include a pay-off from the brand 
in exchange for a promise by the generic 
company to delay entry into the market; and 

(11) settlements which include a payment 
from a brand name manufacturer to a ge-
neric manufacturer to delay entry by generic 
drugs are anti-competitive and contrary to 
the interests of consumers. 

(b) PURPOSES.—The purposes of this title 
are— 

(1) to enhance competition in the pharma-
ceutical market by prohibiting anticompeti-
tive agreements and collusion between brand 
name and generic drug manufacturers in-
tended to keep generic drugs off the market; 

(2) to support the purpose and intent of 
antitrust law by prohibiting anticompetitive 
agreements and collusion in the pharma-
ceutical industry; and 

(3) to clarify the law to prohibit payments 
from brand name to generic drug manufac-
turers with the purpose to prevent or delay 
the entry of competition from generic drugs. 
SEC. 3. UNLAWFUL COMPENSATION FOR DELAY. 

(a) IN GENERAL.—The Clayton Act (15 
U.S.C. 12 et seq.) is amended by inserting 
after section 28 the following: 
‘‘SEC. 29. UNLAWFUL INTERFERENCE WITH GE-

NERIC MARKETING. 
‘‘(a) It shall be unlawful under this Act for 

any person, in connection with the sale of a 
drug product, to directly or indirectly be a 
party to any agreement resolving or settling 
a patent infringement claim which— 

‘‘(1) an ANDA filer receives anything of 
value; and 

‘‘(2) the ANDA filer agrees not to research, 
develop, manufacture, market, or sell the 
ANDA product for any period of time. 

‘‘(b) Nothing in this section shall prohibit 
a resolution or settlement of patent infringe-
ment claim in which the value paid by the 
NDA holder to the ANDA filer as a part of 
the resolution or settlement of the patent in-
fringement claim includes no more than the 
right to market the ANDA product prior to 
the expiration of the patent that is the basis 
for the patent infringement claim. 

‘‘(c) In this section: 
‘‘(1) The term ‘agreement’ means anything 

that would constitute an agreement under 
section 1 of the Sherman Act (15 U.S.C. 1) or 
section 5 of the Federal Trade Commission 
Act (15 U.S.C. 45). 

‘‘(2) The term ‘agreement resolving or set-
tling a patent infringement claim’ includes, 

any agreement that is contingent upon, pro-
vides a contingent condition for, or is other-
wise related to the resolution or settlement 
of the claim. 

‘‘(3) The term ‘ANDA’ means an abbre-
viated new drug application, as defined under 
section 505(j) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 355(j)). 

‘‘(4) The term ‘ANDA filer’ means a party 
who has filed an ANDA with the Federal 
Drug Administration. 

‘‘(5) The term ‘ANDA product’ means the 
product to be manufactured under the ANDA 
that is the subject of the patent infringe-
ment claim. 

‘‘(6) The term ‘drug product’ means a fin-
ished dosage form (e.g., tablet, capsule, or 
solution) that contains a drug substance, 
generally, but not necessarily, in association 
with 1 or more other ingredients, as defined 
in section 314.3(b) of title 21, Code of Federal 
Regulations. 

‘‘(7) The term ‘NDA’ means a new drug ap-
plication, as defined under section 505(b) of 
the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 355(b)). 

‘‘(8) The term ‘NDA holder’ means— 
‘‘(A) the party that received FDA approval 

to market a drug product pursuant to an 
NDA; 

‘‘(B) a party owning or controlling enforce-
ment of the patent listed in the Approved 
Drug Products With Therapeutic Equiva-
lence Evaluations (commonly known as the 
‘FDA Orange Book’) in connection with the 
NDA; or 

‘‘(C) the predecessors, subsidiaries, divi-
sions, groups, and affiliates controlled by, 
controlling, or under common control with 
any of the entities described in subclauses (i) 
and (ii) (such control to be presumed by di-
rect or indirect share ownership of 50 percent 
or greater), as well as the licensees, 
licensors, successors, and assigns of each of 
the entities. 

‘‘(9) The term ‘patent infringement’ means 
infringement of any patent or of any filed 
patent application, extension, reissue, re-
newal, division, continuation, continuation 
in part, reexamination, patent term restora-
tion, patents of addition and extensions 
thereof. 

‘‘(10) The term ‘patent infringement claim’ 
means any allegation made to an ANDA 
filer, whether or not included in a complaint 
filed with a court of law, that its ANDA or 
ANDA product may infringe any patent held 
by, or exclusively licensed to, the NDA hold-
er of the drug product.’’. 

(b) REGULATIONS.—The Federal Trade Com-
mission may, by rule promulgated under sec-
tion 553 of title 5, United States Code, ex-
empt certain agreements described in the 
section 29 of the Clayton Act, as added by 
subsection (a), if the Commission finds such 
agreements to be in furtherance of market 
competition and for the benefit of con-
sumers. Consistent with the authority of 
Commission, such rules may include inter-
pretive rules and general statements of pol-
icy with respect to the practices prohibited 
under section 29 of the Clayton Act. 

SEC. l04. NOTICE AND CERTIFICATION OF 
AGREEMENTS. 

(a) NOTICE OF ALL AGREEMENTS.—Section 
1112(c)(2) of the Medicare Prescription Drug, 
Improvement, and Modernization Act of 2003 
(21 U.S.C. 3155 note) is amended by— 

(1) striking ‘‘the Commission the’’ and in-
serting ‘‘the Commission (1) the’’; and 

(2) inserting before the period at the end 
the following: ‘‘; and (2) a description of the 
subject matter of any other agreement the 
parties enter into within 30 days of an enter-
ing into an agreement covered by subsection 
(a) or (b)’’. 

(b) CERTIFICATION OF AGREEMENTS.—Sec-
tion 1112 of such Act is amended by adding at 
the end the following: 

‘‘(d) CERTIFICATION.—The Chief Executive 
Officer or the company official responsible 
for negotiating any agreement required to be 
filed under subsection (a), (b), or (c) shall 
execute and file with the Assistant Attorney 
General and the Commission a certification 
as follows: ‘I declare under penalty of per-
jury that the following is true and correct: 
The materials filed with the Federal Trade 
Commission and the Department of Justice 
under section 1112 of subtitle B of title XI of 
the Medicare Prescription Drug, Improve-
ment, and Modernization Act of 2003, with 
respect to the agreement referenced in this 
certification: (1) represent the complete, 
final, and exclusive agreement between the 
parties; (2) include any ancillary agreements 
that are contingent upon, provide a contin-
gent condition for, or are otherwise related 
to, the referenced agreement; and (3) include 
written descriptions of any oral agreements, 
representations, commitments, or promises 
between the parties that are responsive to 
subsection (a) or (b) of such section 1112 and 
have not been reduced to writing.’.’’. 
SEC. l05. FORFEITURE OF 180-DAY EXCLUSIVITY 

PERIOD. 
Section 505 of the Federal Food, Drug and 

Cosmetic Act (21 U.S.C. 355(j)(5)(D)(i)(V)) is 
amended by inserting ‘‘section 28 of the 
Clayton Act or’’ after ‘‘that the agreement 
has violated’’. 
SEC. l06. STUDY BY THE FEDERAL TRADE COM-

MISSION. 
(a) REQUIREMENT FOR A STUDY.—Not later 

than 180 days after the date of enactment of 
this Act and pursuant to its authority under 
section 6(a) of the Federal Trade Commission 
Act (15 U.S.C. 46(a)) and its jurisdiction to 
prevent unfair methods of competition, the 
Federal Trade Commission shall conduct a 
study regarding— 

(1) the prevalence of agreements in patent 
infringement suits of the type described in 
section 29 of the Clayton Act, as added by 
this title, during the last 5 years; 

(2) the impact of such agreements on com-
petition in the pharmaceutical market; and 

(3) the prevalence in the pharmaceutical 
industry of other anticompetitive agree-
ments among competitors or other practices 
that are contrary to the antitrust laws, and 
the impact of such agreements or practices 
on competition in the pharmaceutical mar-
ket during the last 5 years. 

(b) CONSULTATION.—In conducting the 
study required under this section, the Fed-
eral Trade Commission shall consult with 
the Antitrust Division of the Department of 
Justice regarding the Justice Department’s 
findings and investigations regarding anti-
competitive practices in the pharmaceutical 
market, including criminal antitrust inves-
tigations completed by the Justice Depart-
ment with respect to practices or conduct in 
the pharmaceutical market. 

(c) REQUIREMENT FOR A REPORT.—Not later 
than 1 year after the date of enactment of 
this Act, the Federal Trade Commission 
shall submit a report to the Judiciary Com-
mittees of Senate and House of Representa-
tives, and to the Department of Justice re-
garding the findings of the study conducted 
under subsection (a). This report shall con-
tain the Federal Trade Commission’s rec-
ommendation as to whether any amendment 
to the antitrust laws should be enacted to 
correct any substantial lessening of competi-
tion found during the study. 

(d) FEDERAL AGENCY CONSIDERATION.—Upon 
receipt of the report required by subsection 
(c), the Attorney General or the Chairman of 
the Federal Trade Commission, as appro-
priate, shall consider whether any additional 

VerDate Aug 31 2005 03:34 May 02, 2007 Jkt 059060 PO 00000 Frm 00108 Fmt 0624 Sfmt 0634 E:\CR\FM\A01MY6.065 S01MYPT1hm
oo

re
 o

n 
P

R
O

D
P

C
68

 w
ith

 H
M

S
E

N
A

T
E



CONGRESSIONAL RECORD — SENATE S5423 May 1, 2007 
enforcement action is required to restore 
competition or prevent a substantial less-
ening of competition occurring as a result of 
the conduct or practices that were the sub-
ject of the study conducted under subsection 
(b). 
SEC. l07. AUTHORIZATION OF APPROPRIATIONS. 

There are authorized to be appropriated to 
the Federal Trade Commission such sums as 
may be necessary to carry out the provisions 
of this title. 

SA 992. Mr. KOHL submitted an 
amendment intended to be proposed by 
him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the appropriate place, insert the fol-
lowing: 
SEC. ll. CITIZEN PETITIONS AND PETITIONS 

FOR STAY OF AGENCY ACTION. 
Section 505(j)(5) of the Federal Food, Drug, 

and Cosmetic Act (21 U.S.C. 355(j)(5)) is 
amended by adding at the end the following: 

‘‘(G)(i) Notwithstanding any other provi-
sion of law, any petition submitted under 
section 10.30 or section 10.35 of title 21, Code 
of Federal Regulations (or any successor reg-
ulation), shall include a statement that to 
the petitioner’s best knowledge and belief, 
the petition— 

‘‘(I) includes all information and views on 
which the petitioner relies, including all rep-
resentative data and information known to 
the petitioner that is favorable or unfavor-
able to the petition; 

‘‘(II) is well grounded in fact and is war-
ranted by law; 

‘‘(III) is not submitted for an improper pur-
pose, such as to harass or cause unnecessary 
delay (including unnecessary delay of com-
petition or agency action); and 

‘‘(IV) does not contain a materially false, 
misleading, or fraudulent statement. 

‘‘(ii) The Secretary shall investigate, on 
receipt of a complaint, a request under 
clause (vi), or on its own initiative, any peti-
tion submitted under such section 10.30 or 
section 10.35 (or any successor regulation), 
that— 

‘‘(I) does not comply with the requirements 
of clause (i); 

‘‘(II) may have been submitted for an im-
proper purpose as described in clause (i)(III); 
or 

‘‘(III) may contain a materially false, mis-
leading, or fraudulent statement as de-
scribed in clause (i)(IV). 

‘‘(iii) If the Secretary finds that the peti-
tioner has knowingly and willingly sub-
mitted the petition for an improper purpose 
as described in clause (i)(III), or which con-
tains a materially false, misleading, or 
fraudulent statement as described in clause 
(i)(IV), the Secretary may— 

‘‘(I) impose a civil penalty of not more 
than $1,000,000, plus attorneys fees and costs 
of reviewing the petition and any related 
proceedings; 

‘‘(II) suspend the authority of the peti-
tioner to submit a petition under such sec-
tion 10.30 or section 10.35 (or any successor 
regulation), for a period of not more than 10 
years; 

‘‘(III) revoke permanently the authority of 
the petitioner to submit a petition under 
such section 10.30 or section 10.35 (or any suc-
cessor regulation); or 

‘‘(IV) dismiss the petition at issue in its 
entirety. 

‘‘(iv) If the Secretary takes an enforce-
ment action described in subclause (I), (II), 
(III), or (IV) of clause (iii) with respect to a 

petition, the Secretary shall refer that peti-
tion to the Federal Trade Commission for 
further action as the Federal Trade Commis-
sion finds appropriate. 

‘‘(v) In determining whether to take an en-
forcement action described in subclause (I), 
(II), (III), or (IV) of clause (iii) with respect 
to a petition, and in determining the amount 
of any civil penalty or the length of any sus-
pension imposed under that clause, the Sec-
retary shall consider the specific cir-
cumstances of the situation, such as the 
gravity and seriousness of the violation in-
volved, the amount of resources expended in 
reviewing the petition at issue, the effect on 
marketing of competing drugs of the pend-
ency of the improperly submitted petition, 
including whether the timing of the submis-
sion of the petition appears to have been cal-
culated to cause delay in the marketing of 
any drug awaiting approval, and whether the 
petitioner has a history of submitting peti-
tions in violation of this subparagraph. 

‘‘(vi)(I) Any person aggrieved by a petition 
filed under such section 10.30 or section 10.35 
(or any successor regulation), including a 
person filing an application under subsection 
(b)(2) or (j) of this section to which such peti-
tion relates, may request that the Secretary 
initiate an investigation described under 
clause (ii) for an enforcement action de-
scribed under clause (iii). 

‘‘(II) The aggrieved person shall specify the 
basis for its belief that the petition at issue 
is false, misleading, fraudulent, or submitted 
for an improper purpose. The aggrieved per-
son shall certify that the request is sub-
mitted in good faith, is well grounded in 
fact, and not submitted for any improper 
purpose. Any aggrieved person who know-
ingly and intentionally violates the pre-
ceding sentence shall be subject to the civil 
penalty described under clause (iii)(I). 

‘‘(vii) The Secretary shall take final agen-
cy action with respect to a petition filed 
under such section 10.30 or section 10.35 (or 
any successor regulation) regarding an ab-
breviated new drug application within 6 
months of receipt of such petition. The Sec-
retary shall not extend such 6-month review 
period, even with consent of the petitioner, 
for any reason, including based upon the sub-
mission of comments relating to a petition 
or supplemental information supplied by the 
petitioner. If the Secretary has not taken 
final agency action on a petition regarding 
an abbreviated new drug application by the 
date that is 6 months after the date of re-
ceipt of the petition, such petition shall be 
deemed to have been denied on such date. 

‘‘(viii) The Secretary may promulgate reg-
ulations to carry out this subparagraph, in-
cluding to determine whether petitions filed 
under such section 10.30 or section 10.35 (or 
any successor regulation) merit enforcement 
action by the Secretary under this subpara-
graph.’’. 

SA 993. Mr. GREGG submitted an 
amendment intended to be proposed by 
him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the appropriate place, insert the fol-
lowing: 

TITLE l—INTERNET PHARMACIES 
SEC. l01. SHORT TITLE. 

This title may be cited as the ‘‘Safe Inter-
net Pharmacy Act of 2007’’. 
SEC. l02. INTERNET PHARMACIES. 

(a) INTERNET PHARMACIES.—Chapter V of 
the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 351 et seq.) is amended by inserting 
after section 510 the following: 

‘‘SEC. 511. INTERNET PHARMACIES. 

‘‘(a) DEFINITIONS.—In this section: 
‘‘(1) ADVERTISING SERVICE PROVIDER.—The 

term ‘advertising service provider’ means an 
advertising company that contracts with a 
provider of an interactive computer service 
(as defined in section 230(f) of the Commu-
nications Act of 1934 (47 U.S.C. 230(f)) to pro-
vide advertising on the Internet. 

‘‘(2) DESIGNATED PAYMENT SYSTEM.— 
‘‘(A) IN GENERAL.—The term ‘designated 

payment system’ means a system used by a 
person described in subparagraph (B) to ef-
fect a credit transaction, electronic fund 
transfer, or money transmitting service that 
the Board determines, by regulation or 
order, is regularly used in connection with, 
or to facilitate restricted transactions. 

‘‘(B) PERSONS DESCRIBED.—A person re-
ferred to in subparagraph (A) is— 

‘‘(i) a creditor; 
‘‘(ii) a credit card issuer; 
‘‘(iii) a financial institution; 
‘‘(iv) an operator of a terminal at which an 

electronic fund transfer may be initiated; 
‘‘(v) a money transmitting business; or 
‘‘(vi) a participant in an international, na-

tional, regional, or local network con-
structed primarily to effect a credit trans-
action, electronic fund transfer, or money 
transmitting service. 

‘‘(3) FEDERAL FUNCTIONAL REGULATOR.—The 
term ‘Federal functional regulator’ has the 
meaning given the term in section 509 of the 
Gramm-Leach-Bliley Act (15 U.S.C. 6809). 

‘‘(4) INTERNET PHARMACY.—The term ‘Inter-
net pharmacy’ means a person that offers to 
dispense or dispenses in the United States a 
prescription drug through an Internet 
website in interstate commerce, regardless 
of whether the physical location of the prin-
cipal place of business of the Internet phar-
macy is in the United States or in another 
country. 

‘‘(5) PRESCRIPTION DRUG.—The term ‘pre-
scription drug’ means a drug described in 
section 503(b) that is approved by the Sec-
retary under section 505. 

‘‘(6) RESTRICTED TRANSACTION.—The term 
‘restricted transaction’ means a transaction 
or transmittal, on behalf of a individual who 
places an unlawful Internet pharmacy re-
quest to any person engaged in the operation 
of an unlicensed Internet pharmacy, of— 

‘‘(A) credit, or the proceeds of credit, ex-
tended to or on behalf of the individual for 
the purpose of the unlawful Internet request 
(including credit extended through the use of 
a credit card); 

‘‘(B) an electronic fund transfer or funds 
transmitted by or through a money trans-
mitting business, or the proceeds of an elec-
tronic fund transfer or money transmitting 
service, from or on behalf of the individual 
for the purpose of the unlawful Internet re-
quest; 

‘‘(C) a check, draft, or similar instrument 
which is drawn by or on behalf of the indi-
vidual for the purpose of the unlawful Inter-
net request and is drawn on or payable at or 
through any financial institution; or 

‘‘(D) the proceeds of any other form of fi-
nancial transaction (identified by the Board 
by regulation) that involves a financial in-
stitution as a payor or financial inter-
mediary on behalf of or for the benefit of the 
individual for the purpose of the unlawful 
Internet request. 

‘‘(7) TREATING PROVIDER.—The term ‘treat-
ing provider’ means a health care provider li-
censed in the United States who is author-
ized to prescribe medications and who— 

‘‘(A)(i) performs a documented patient 
evaluation (including a patient history and 
physical examination) of an individual, por-
tions of which may be conducted by other 
health professionals; 
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‘‘(ii) discusses with the individual the 

treatment options of the individual and the 
risks and benefits of treatment; and 

‘‘(iii) maintains contemporaneous medical 
records concerning the individual; or 

‘‘(B) provides care to an individual as part 
of an on-call or cross-coverage arrangement 
with a health care provider described in sub-
paragraph (A). 

‘‘(8) UNLAWFUL INTERNET PHARMACY RE-
QUEST.—The term ‘unlawful Internet phar-
macy request’ means the request, or trans-
mittal of a request, made to an unlicensed 
Internet pharmacy for a prescription drug by 
mail (including a private carrier), facsimile, 
telephone, or electronic mail, or by a means 
that involves the use, in whole or in part, of 
the Internet. 

‘‘(9) UNLICENSED INTERNET PHARMACY.—The 
term ‘unlicensed Internet pharmacy’ means 
an Internet pharmacy that is not licensed 
under this section. 

‘‘(10) OTHER DEFINITIONS.— 
‘‘(A) BOARD.—The term ‘Board’ means the 

Board of Governors of the Federal Reserve 
System. 

‘‘(B) CREDIT; CREDITOR; CREDIT CARD.—The 
terms ‘credit’, ‘creditor’, and ‘credit card’ 
have the meanings given the terms in sec-
tion 103 of the Truth in Lending Act (15 
U.S.C. 1602). 

‘‘(C) ELECTRONIC FUND TRANSFER.—The 
term ‘electronic fund transfer’— 

‘‘(i) has the meaning given the term in sec-
tion 903 of the Electronic Fund Transfer Act 
(15 U.S.C. 1693a); and 

‘‘(ii) includes any fund transfer covered 
under article 4A of the Uniform Commercial 
Code, as in effect in any State. 

‘‘(D) FINANCIAL INSTITUTION.—The term ‘fi-
nancial institution’— 

‘‘(i) has the meaning given the term in sec-
tion 903 of the Electronic Transfer Fund Act 
(15 U.S.C. 1693a); and 

‘‘(ii) includes a financial institution (as de-
fined in section 509 of the Gramm-Leach-Bli-
ley Act (15 U.S.C. 6809)). 

‘‘(E) MONEY TRANSMITTING BUSINESS; MONEY 
TRANSMITTING SERVICE.—The terms ‘money 
transmitting business’ and ‘money transmit-
ting service’ have the meanings given the 
terms in section 5330(d) of title 31, United 
States Code. 

‘‘(b) IN GENERAL.—An Internet pharmacy 
may only dispense or offer to dispense a pre-
scription drug to a person in the United 
States in accordance with this section. 

‘‘(c) LICENSING OF INTERNET PHARMACIES.— 
‘‘(1) IN GENERAL.—An Internet pharmacy 

shall be licensed by the Secretary in accord-
ance with this section prior to offering to 
dispense or dispensing a prescription drug to 
an individual. 

‘‘(2) CONDITIONS FOR LICENSING.— 
‘‘(A) APPLICATION REQUIREMENTS.—An 

Internet pharmacy shall submit to the Sec-
retary an application that includes— 

‘‘(i)(I) in the case of an Internet pharmacy 
located in the United States, verification 
that, in each State in which the Internet 
pharmacy engages in dispensing or offering 
to dispense prescription drugs, the Internet 
pharmacy, and all employees and agents of 
the Internet pharmacy, is in compliance 
with applicable Federal and State laws re-
garding— 

‘‘(aa) the practice of pharmacy, including 
licensing laws and inspection requirements; 
and 

‘‘(bb) the manufacturing and distribution 
of controlled substances, including with re-
spect to mailing or shipping controlled sub-
stances to consumers; or 

‘‘(II) in the case of an Internet pharmacy 
whose principal place of business is located 
outside the United States, verification 
that— 

‘‘(aa) all employees and agents of the 
Internet pharmacy are in compliance with 
applicable Federal and State laws regarding 
the practice of pharmacy, including licens-
ing laws and inspection requirements; 

‘‘(bb) the Internet pharmacy is in compli-
ance with applicable Federal and State laws 
regarding the practice of pharmacy, includ-
ing licensing laws and inspection require-
ments; 

‘‘(cc) the Internet pharmacy expressly and 
affirmatively agrees to provide and maintain 
an agent for service of process in the United 
States; 

‘‘(dd) the Internet pharmacy expressly and 
affirmatively agrees to be subject to the ju-
risdiction of the United States and any of its 
States or territories where it engages in 
commerce; and 

‘‘(ee) the Internet pharmacy agrees to affix 
to each shipping container of drugs to be 
shipped in the United States such markings 
as the Secretary determines to be necessary 
to identify that the shipment is from a li-
censed Internet pharmacy, which may in-
clude anticounterfeiting or track-and-trace 
technologies; 

‘‘(ii) verification that the person that owns 
the Internet pharmacy has not had a license 
for an Internet pharmacy terminated by the 
Secretary, and that no other Internet phar-
macy owned by the person has had a license 
under this subsection that has been termi-
nated by the Secretary; 

‘‘(iii) verification from the person that 
owns the Internet pharmacy that the person 
will permit inspection of the facilities and 
business practices of the Internet pharmacy 
by the Secretary to the extent necessary to 
determine whether the Internet pharmacy is 
in compliance with this subsection; 

‘‘(iv) in the case of an agreement between 
a patient and an Internet pharmacy that re-
leases the Internet pharmacy, and any em-
ployee or agent of the Internet pharmacy, 
from liability for damages arising out of the 
negligence of the Internet pharmacy, an as-
surance that such a limitation of liability 
shall be null and void; 

‘‘(v) verification that the Internet phar-
macy expressly and affirmatively agrees to 
provide the Secretary with the identity of 
any providers of interactive computer serv-
ices that provide host services or advertising 
services for the Internet pharmacy; and 

‘‘(vi) assurance that the Internet pharmacy 
will comply with the requirements under 
subparagraphs (B) and (C). 

‘‘(B) IDENTIFICATION REQUIREMENTS.—An 
Internet pharmacy shall post in a clear and 
visible manner, on each page of the website 
of the Internet pharmacy or by a link to a 
separate page, the following information: 

‘‘(i) The street address, city, ZIP Code or 
comparable mail code, State (or comparable 
entity), country, and telephone number of— 

‘‘(I) each place of business of the Internet 
pharmacy; and 

‘‘(II) the name of the supervising phar-
macist of the Internet pharmacy and each 
individual who serves as a pharmacist for 
purposes of the Internet pharmacy website. 

‘‘(ii) The names of all States in which the 
Internet pharmacy and the pharmacists em-
ployed by the Internet pharmacy are li-
censed or otherwise authorized to dispense 
prescription drugs. 

‘‘(iii) If the Internet pharmacy makes re-
ferrals to, or solicits on behalf of, a health 
care practitioner or group of practitioners in 
the United States for prescription services— 

‘‘(I) the name, street address, city, ZIP 
Code or comparable mail code, State, and 
telephone number of the practitioner or 
group; and 

‘‘(II) the name of each State in which each 
practitioner is licensed or otherwise author-
ized to prescribe drugs. 

‘‘(iv) A statement that the Internet phar-
macy will dispense prescription drugs only 
after receipt of a valid prescription from a 
treating provider. 

‘‘(v) A distinctive tamper resistant seal to 
identify that the Internet pharmacy is li-
censed. 

‘‘(C) PROFESSIONAL SERVICES REQUIRE-
MENTS.—An Internet pharmacy shall carry 
out the following: 

‘‘(i) Maintain patient medication profiles 
and other related data in a readily accessible 
format organized to facilitate consultation 
with treating providers, caregivers, and pa-
tients. 

‘‘(ii) Conduct prospective drug use reviews 
before dispensing medications or medical de-
vices. 

‘‘(iii) Ensure patient confidentiality and 
the protection of patient identity and pa-
tient-specific information, in accordance 
with the regulations promulgated under sec-
tion 264(c) of the Health Insurance Port-
ability and Accountability Act of 1996. 

‘‘(iv) Offer interactive and meaningful con-
sultation by a licensed pharmacist to the 
caregiver or patient before and after the 
time at which the Internet pharmacy dis-
penses the drug. 

‘‘(v)(I) Establish a mechanism for patients 
to report errors and suspected adverse drug 
reactions. 

‘‘(II) Document in the reporting mecha-
nism the response of the Internet pharmacy 
to those reports. 

‘‘(III) Submit those reports within 3 days 
of receipt and the response of the Internet 
pharmacy to the Food and Drug Administra-
tion in a manner determined appropriate by 
the Secretary. 

‘‘(vi) Develop a system to inform care-
givers and patients about drug recalls. 

‘‘(vii) Educate caregivers and patients 
about the appropriate means of disposing of 
expired, damaged, or unusable medications. 

‘‘(viii) Assure that the sale of a prescrip-
tion drug is in accordance with a valid pre-
scription from the treating provider of the 
individual. 

‘‘(ix)(I) Verify the validity of the prescrip-
tion of an individual by using 1 of the fol-
lowing methods: 

‘‘(aa) If the prescription for any drug other 
than a controlled substance (as defined in 
section 102 of the Controlled Substances Act 
(21 U.S.C. 802)) is received from an individual 
or the treating provider of the individual by 
mail (including a private carrier), or from 
the treating provider of the individual by 
electronic mail, the validity of the prescrip-
tion shall be confirmed in accordance with 
all applicable Federal and State laws. 

‘‘(bb) If the prescription is for a controlled 
substance (as defined in section 102 of the 
Controlled Substances Act), the validity of 
the prescription shall be confirmed with the 
treating provider as described in subclause 
(II). 

‘‘(II) When seeking verification of a pre-
scription of an individual under subclause 
(I)(bb), an Internet pharmacy shall provide 
to the treating provider the following infor-
mation: 

‘‘(aa) The full name and address of the in-
dividual. 

‘‘(bb) Identification of the prescription 
drug. 

‘‘(cc) The quantity of the prescription drug 
to be dispensed. 

‘‘(dd) The date on which the individual pre-
sented the prescription to the Internet phar-
macy. 

‘‘(ee) The date and time of the verification 
request. 

‘‘(ff) The name of a contact person at the 
Internet pharmacy, including a voice tele-
phone number, electronic mail address, and 
facsimile telephone number. 
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‘‘(III) A prescription is verified under sub-

clause (I)(bb) only if 1 of the following oc-
curs: 

‘‘(aa) The treating provider confirms, by 
direct communication with the Internet 
pharmacy, that the prescription is accurate. 

‘‘(bb) The treating provider informs the 
Internet pharmacy that the prescription is 
inaccurate and provides the accurate pre-
scription. 

‘‘(IV) An Internet pharmacy shall not fill a 
prescription if— 

‘‘(aa) a treating provider informs the Inter-
net pharmacy within 72 hours after receipt of 
a communication under subclause (I)(bb) 
that the prescription is inaccurate or ex-
pired; or 

‘‘(bb) the treating provider does not re-
spond within that time. 

‘‘(x) Maintain, for such period of time as 
the Secretary shall prescribe by regulation, 
a record of all direct communications with a 
treating provider regarding the dispensing of 
a prescription drug, including verification of 
the prescription. 

‘‘(3) LICENSURE PROCEDURE.— 
‘‘(A) ACTION BY SECRETARY.—On receipt of 

a complete licensing application from an 
Internet pharmacy under paragraph (2), the 
Secretary shall— 

‘‘(i) assign an identification number to the 
Internet pharmacy; 

‘‘(ii) notify the applicant of the receipt of 
the licensing application; and 

‘‘(iii) if the Internet pharmacy is in com-
pliance with the conditions under paragraph 
(2), issue a license not later than 60 days 
after receipt of a licensing application from 
the Internet pharmacy. 

‘‘(B) ELECTRONIC FILING.— 
‘‘(i) IN GENERAL.—For the purpose of reduc-

ing paperwork and reporting burdens, the 
Secretary shall require the use of electronic 
methods of submitting to the Secretary a li-
censing application required under this sec-
tion and provide for electronic methods of 
receiving the applications. 

‘‘(ii) AUTHENTICATION.—In providing for the 
electronic submission of such licensing ap-
plications under this section, the Secretary 
shall ensure that adequate authentication 
protocols are used to allow identification of 
the Internet pharmacy and validation of the 
data as appropriate. 

‘‘(4) DATABASE.— 
‘‘(A) IN GENERAL.—The Secretary shall 

compile, maintain, and periodically update a 
database of the Internet pharmacies licensed 
under this section. 

‘‘(B) AVAILABILITY.—The Secretary shall 
make the database described under subpara-
graph (A) and information submitted by the 
licensee under paragraph (2)(B) available to 
the public on an Internet website and 
through a toll-free telephone number. 

‘‘(5) FEES.— 
‘‘(A) IN GENERAL.— 
‘‘(i) LICENSING APPLICATION FEE.—The Sec-

retary shall establish a licensing application 
fee to be paid by all applicants. 

‘‘(ii) RENEWAL FEE.—The Secretary shall 
establish a yearly renewal fee to be paid by 
all Internet pharmacies licensed under this 
section. 

‘‘(B) COLLECTION.— 
‘‘(i) COLLECTION OF LICENSING APPLICATION 

FEE.—A licensing application fee payable for 
the fiscal year in which the Internet phar-
macy submits a licensing application, as es-
tablished under subparagraph (C), shall be 
payable upon the submission to the Sec-
retary of such licensing application. 

‘‘(ii) COLLECTION OF RENEWAL FEES.—After 
the licensing application fee is paid for the 
first fiscal year of licensure, the yearly re-
newal fee, as established under subparagraph 
(C), shall be payable on or before October 1 of 
each subsequent fiscal year. 

‘‘(iii) ONE FEE PER INTERNET PHARMACY.— 
The licensing application fee and yearly re-
newal fee shall be paid only once for each 
Internet pharmacy for a fiscal year in which 
the fee is payable. 

‘‘(C) FEE AMOUNT.—The amount of the li-
censing application fee and the yearly re-
newal fee for an Internet pharmacy shall be 
determined each year by the Secretary based 
on the anticipated costs to the Secretary of 
enforcing the requirements of this section in 
the subsequent fiscal year. 

‘‘(D) ANNUAL FEE DETERMINATION.— 
‘‘(i) IN GENERAL.—Not later than 60 days 

before the beginning of each fiscal year be-
ginning after September 30, 2007, the Sec-
retary shall determine the amount of the li-
censing application fee and the yearly re-
newal fee for that fiscal year. 

‘‘(ii) PUBLICATION OF FEE AMOUNT.—Not 
later than 60 days before each fiscal year, the 
Secretary shall publish the amount of the li-
censing application fee and the yearly re-
newal fee under this section for that fiscal 
year and provide for a period of 30 days for 
the public to provide written comments on 
the fees. 

‘‘(E) USE OF FEES.—The fees collected 
under this section shall be used, without fur-
ther appropriation, to carry out this section. 

‘‘(F) FAILURE TO PAY FEE.— 
‘‘(i) DUE DATE.—A fee payable under this 

section shall be paid by the date that is 30 
days after the date on which the fee is due. 

‘‘(ii) FAILURE TO PAY.—If an Internet phar-
macy subject to a fee under this section fails 
to pay the fee by the date specified under 
clause (i), the Secretary shall not permit the 
Internet pharmacy to engage in the dis-
pensing of drugs as described under this sec-
tion until all such fees owed by the Internet 
pharmacy are paid. 

‘‘(G) REPORTS.—Beginning with fiscal year 
2008, not later than 60 days after the end of 
each fiscal year during which licensing appli-
cation fees are collected under this section, 
the Secretary shall submit to the Committee 
on Health, Education, Labor, and Pensions of 
the Senate and the Committee on Energy 
and Commerce of the House of Representa-
tives a report that describes— 

‘‘(i) implementation of the licensing fee 
authority during the fiscal year; and 

‘‘(ii) the use by the Secretary of the licens-
ing fees collected during the fiscal year for 
which the report is made. 

‘‘(6) SUSPENSION.— 
‘‘(A) IN GENERAL.—If the Secretary deter-

mines that an Internet pharmacy is engaged 
in a pattern of violations of any of the re-
quirements of this Act, the Secretary may 
immediately order the suspension of the li-
cense of the Internet pharmacy. 

‘‘(B) APPEAL OF SUSPENSION ORDER.—An 
Internet pharmacy subject to a suspension 
order under subparagraph (A) may appeal the 
suspension order to the Secretary. Not later 
than 30 days after an appeal is filed, the Sec-
retary, after providing opportunity for an in-
formal hearing, shall affirm or terminate the 
order. 

‘‘(C) FAILURE TO ACT.—If, during the 30-day 
period specified in subparagraph (B), the Sec-
retary fails to provide an opportunity for a 
hearing or to affirm or terminate the order, 
the order shall be deemed to be terminated. 

‘‘(D) NO JUDICIAL REVIEW.—An order under 
this paragraph shall not be subject to judi-
cial review. 

‘‘(7) TERMINATION OF LICENSE.—The Sec-
retary may terminate a license issued under 
this subsection, after notice to the Internet 
pharmacy and an opportunity for a hearing, 
and if the Secretary determines that the 
Internet pharmacy— 

‘‘(A) has demonstrated a pattern of non-
compliance with this section; 

‘‘(B) has made an untrue statement of ma-
terial fact in its licensing application; or 

‘‘(C) is in violation of any applicable Fed-
eral or State law relating to the dispensing 
of a prescription drug. 

‘‘(8) RENEWAL EVALUATION.— 
‘‘(A) IN GENERAL.—Before renewing a li-

cense of an Internet pharmacy under this 
subsection, the Secretary shall conduct an 
evaluation to determine whether the Inter-
net pharmacy is in compliance with this sec-
tion. 

‘‘(B) EVALUATION OF INTERNET PHAR-
MACIES.—At the discretion of the Secretary 
and as applicable, an evaluation under sub-
paragraph (A) may include testing of the 
Internet pharmacy website or other systems 
through which the Internet pharmacy com-
municates with consumers, and a physical 
inspection of the records and premises of the 
pharmacy. 

‘‘(9) CONTRACT FOR OPERATION OF PRO-
GRAM.— 

‘‘(A) IN GENERAL.—The Secretary may 
award a contract under this subsection for 
the operation of the licensing program. 

‘‘(B) TERM.—The duration of a contract 
under subparagraph (A) shall not exceed 5 
years and may be renewable. 

‘‘(C) PERFORMANCE REVIEW.—The Secretary 
shall annually review performance under a 
contract under subparagraph (A). 

‘‘(d) PROVIDERS OF INTERACTIVE COMPUTER 
SERVICES OR ADVERTISING SERVICES.—No pro-
vider of interactive computer services (as de-
fined in section 230(f) of the Communications 
Act of 1934 (47 U.S.C. 230(f)) or an advertising 
service provider shall be liable under this 
section on account of another person’s sell-
ing or dispensing of a prescription drug, so 
long as the provider of the interactive com-
puter service or the advertising service pro-
vider does not own or exercise corporate con-
trol over such person. 

‘‘(e) POLICIES AND PROCEDURES REQUIRED 
TO PREVENT PAYMENTS FOR UNLAWFUL INTER-
NET PHARMACY REQUESTS.— 

‘‘(1) REGULATIONS.—Not later than 180 days 
after designating a system under subsection 
(a)(2), the Board shall promulgate regula-
tions that require— 

‘‘(A) an operator of a credit card system 
that is a designated payment system, an op-
erator of an international, national, or local 
network used to effect a credit transaction, 
electronic fund transfer, or money transmit-
ting service that is a designated payment 
system, and an operator of any other des-
ignated payment system specified by the 
Board that is centrally managed and is pri-
marily engaged in the transmission and set-
tlement of credit transactions, electronic 
transfers, or money transmitting services 
where at least 1 party to the transaction or 
transfer is an individual; and 

‘‘(B) in the case of a designated payment 
system, other than a designated payment 
system described in subparagraph (A), a per-
son described in subsection (a)(2)(B); 

to establish policies and procedures that are 
reasonably designed to prevent the introduc-
tion of restricted transactions into a des-
ignated payment system or the completion 
of restricted transactions using a designated 
payment system. 

‘‘(2) REQUIREMENTS FOR POLICIES AND PRO-
CEDURES.—In promulgating regulations 
under paragraph (1), the Board shall— 

‘‘(A) identify types of policies and proce-
dures, including nonexclusive examples, that 
shall be considered to be reasonably designed 
to identify and reasonably designed to pre-
vent the introduction of a restricted trans-
action in a designated payment or the com-
pletion of restricted transactions using a 
designated payment system; and 
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‘‘(B) to the extent practicable, permit any 

designated payment system, or person de-
scribed in subsection (a)(2)(B), as applicable, 
to choose among alternative means of pre-
venting the introduction or completion of re-
stricted transactions. 

‘‘(3) NO LIABILITY FOR BLOCKING OR REFUS-
ING TO HONOR RESTRICTED TRANSACTION.— 

‘‘(A) IN GENERAL.—A designated payment 
system, or a person described in subsection 
(a)(2)(B), that is subject to a regulation or an 
order issued under this subsection, and any 
participant in such payment system, that— 

‘‘(i) prevents or otherwise refuses to honor 
restricted transactions, in an effort to imple-
ment the policies and procedures required 
under this subsection or to otherwise comply 
with this section, shall not be liable to any 
party for such action; and 

‘‘(ii) prevents or otherwise refuses to honor 
a nonrestricted transaction in an effort to 
implement the policies and procedures under 
this subsection or to otherwise comply with 
this section, shall not be liable to any party 
for such action. 

‘‘(B) COMPLIANCE WITH THIS SUBSECTION.—A 
person described in subsection (a)(2)(B) 
meets the requirements of this subsection, if 
any, if the person relies on and complies 
with the policies and procedures of a des-
ignated payment system of which the person 
is a member or in which the person is a par-
ticipant, and such policies and procedures of 
the designated payment system comply with 
the requirements of the regulations under 
paragraph (1)(B). 

‘‘(4) ENFORCEMENT.— 
‘‘(A) IN GENERAL.—This subsection shall be 

enforced by the Federal functional regu-
lators and the Federal Trade Commission 
under applicable law in the manner provided 
in section 505(a) of the Gramm-Leach-Bliley 
Act (21 U.S.C. 6805(a)). 

‘‘(B) FACTORS TO BE CONSIDERED.—In con-
sidering any enforcement action under this 
subsection against a payment system or per-
son described in subsection (a)(2)(B), the 
Federal functional regulators and the Fed-
eral Trade Commission shall consider the 
following factors: 

‘‘(i) The extent to which the payment sys-
tem or person knowingly permits restricted 
transactions. 

‘‘(ii) The history of the payment system or 
person in connection with permitting re-
stricted transactions. 

‘‘(iii) The extent to which the payment 
system or person has established and is 
maintaining policies and procedures in com-
pliance with regulations prescribed under 
this subsection. 

‘‘(iv) The feasibility that any specific rem-
edy prescribed can be implemented by the 
payment system or person without substan-
tial deviation from normal business practice. 

‘‘(v) The costs and burdens the specific 
remedy will have on the payment system or 
person. 

‘‘(f) REPORTS REGARDING INTERNET-RE-
LATED VIOLATIONS OF FEDERAL AND STATE 
LAWS ON DISPENSING OF DRUGS.—The Sec-
retary shall, pursuant to the submission of 
an application meeting criteria prescribed by 
the Secretary, make an award of a grant or 
contract to an entity with experience in de-
veloping and maintaining systems for the 
purpose of— 

‘‘(1) identifying Internet pharmacy 
websites that are not licensed or that appear 
to be operating in violation of Federal or 
State laws concerning the dispensing of 
drugs; 

‘‘(2) reporting such Internet pharmacy 
websites to State medical licensing boards 
and State pharmacy licensing boards, and to 
the Attorney General and the Secretary, for 
further investigation; and 

‘‘(3) submitting, for each fiscal year for 
which the award under this subsection is 
made, a report to the Secretary describing 
investigations undertaken with respect to 
violations described in paragraph (1). 

‘‘(g) TRANSACTIONS PERMITTED.—A des-
ignated payment system or person subject to 
a regulation or an order issued under sub-
section (e) may engage in transactions with 
licensed and unlicensed Internet pharmacies 
in connection with investigating violations 
or potential violations of any rule or require-
ment adopted by the payment system or per-
son in connection with complying with sub-
section (e). A person subject to a regulation 
or an order issued under subsection (e) and 
the agents and employees of that person 
shall not be found to be in violation of, or 
liable under, any Federal, State, or other law 
for engaging in any such transaction. 

‘‘(h) RELATION TO STATE LAWS.—No re-
quirement, prohibition, or liability may be 
imposed on a designated payment system or 
person subject to a regulation or an order 
issued under subsection (e) under the laws of 
any State with respect to any payment 
transaction by an individual because the 
payment transaction involves a payment to 
an Internet pharmacy. 

‘‘(i) TIMING OF REQUIREMENTS.—A des-
ignated payment system or a person subject 
to a regulation under subsection (e) shall 
adopt policies and procedures reasonably de-
signed to comply with any regulations re-
quired under subsection (e) not later than 180 
days after the date on which such final regu-
lations are issued.’’. 

(b) PROHIBITED ACTS.—Section 301 of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 331) is amended by adding at the end 
the following: 

‘‘(hh)(1) The sale, under section 511, of a 
drug that is not a prescription drug, the sale 
of such a prescription drug without a valid 
prescription from a treating provider, or the 
ownership or operation of an Internet phar-
macy, in violation of section 511. 

‘‘(2) The representation by advertisement, 
sales presentation, direct communication 
(including telephone, facsimile, or electronic 
mail), or otherwise by an Internet pharmacy, 
that a prescription drug may be obtained 
from the Internet pharmacy without a pre-
scription, in violation of section 511. 

‘‘(3) The advertisement related to a pre-
scription drug through any media including 
sales presentation, direct communication 
(including telephone, facsimile, or electronic 
mail), by an unlicensed Internet pharmacy. 

‘‘(4) The provision of an untrue statement 
of material fact in the licensing application 
of an Internet pharmacy. 

‘‘(5) For purposes of this subsection, any 
term used in this subsection that is also used 
in section 511 shall have the meaning given 
that term in section 511.’’. 

(c) LINKS TO UNLICENSED INTERNET PHAR-
MACIES.—Section 302 of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 332) is 
amended by adding at the end the following: 

‘‘(c)(1) In the case of a violation of section 
511 relating to an unlicensed Internet phar-
macy (as defined in such section 511), the dis-
trict courts of the United States and the 
United States courts of the territories shall 
have jurisdiction to order a provider of an 
interactive computer service to remove, or 
disable access to, links to a website violating 
that section that resides on a computer serv-
er that the provider controls or operates. 

‘‘(2) Relief under paragraph (1)— 
‘‘(A) shall be available only after provision 

to the provider of notice and an opportunity 
to appear; 

‘‘(B) shall not impose any obligation on the 
provider to monitor its service or to affirma-
tively seek facts indicating activity vio-
lating section 511; 

‘‘(C) shall specify the provider to which the 
relief applies; and 

‘‘(D) shall specifically identify the location 
of the website to be removed or to which ac-
cess is to be disabled.’’. 

(d) REGULATIONS.— 
(1) IN GENERAL.—Not later than 1 year after 

the date of enactment of this title, the Sec-
retary of Health and Human Services shall 
promulgate interim final regulations to 
carry out the amendments made by this sec-
tion. 

(2) EFFECTIVE DATE.—The requirement of 
licensure under section 511 of the Federal 
Food, Drug, and Cosmetic Act (as added by 
this section) shall take effect on the date de-
termined by the Secretary of Health and 
Human Services but in no event later than 90 
days after the effective date of the interim 
final regulations under paragraph (1). 

(e) PENALTIES.—Section 303 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 333) 
is amended by adding at the end the fol-
lowing: 

‘‘(g) Notwithstanding subsection (a), any 
person who knowingly violates paragraph (1), 
(2), (3), or (4) of section 301(hh) shall be im-
prisoned for not more than 10 years or fined 
in accordance with title 18, United States 
Code, or both.’’. 

SA 994. Mr. GRASSLEY submitted an 
amendment intended to be proposed by 
him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the appropriate place, insert the fol-
lowing: 
SEC. ll. CENTER FOR POSTMARKET EVALUA-

TION AND RESEARCH FOR DRUGS 
AND BIOLOGICS. 

(a) IN GENERAL.—Chapter V of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 351 
et seq.) is amended by inserting after section 
506C the following: 
‘‘SEC. 507. DRUG SAFETY. 

‘‘(a) ESTABLISHMENT OF THE CENTER FOR 
POSTMARKET EVALUATION AND RESEARCH FOR 
DRUGS AND BIOLOGICS.—There is established 
within the Food and Drug Administration a 
Center for Postmarket Evaluation and Re-
search for Drugs and Biologics (referred to in 
the section as the ‘Center’). The Director of 
the Center shall report directly to the Com-
missioner of Food and Drugs. 

‘‘(b) DUTIES OF THE CENTER FOR 
POSTMARKET EVALUATION AND RESEARCH FOR 
DRUGS AND BIOLOGICS.— 

‘‘(1) RESPONSIBILITIES OF DIRECTOR.—The 
Director of the Center, in consultation with 
the Director of the Center for Drug Evalua-
tion and Research or the Director of the Cen-
ter for Biologics Evaluation and Research, as 
appropriate, shall— 

‘‘(A) conduct postmarket risk assessment 
of drugs approved under section 505 of this 
Act and of biological products licensed under 
section 351 of the Public Health Service Act; 

‘‘(B) conduct and improve postmarket sur-
veillance of approved drugs and licensed bio-
logical products using postmarket surveil-
lance programs and activities (including 
MedWatch), risk-benefit analyses, adverse 
event reports, the scientific literature, any 
clinical or observational studies (including 
studies required under subsection (d) or (e)), 
and any other resources that the Director of 
the Center determines appropriate; 

‘‘(C) determine whether a study is required 
under subsection (d) or (e) and consult with 
the sponsors of drugs and biological products 
to ensure that such studies are completed by 
the date, and according to the terms, speci-
fied by the Director of the Center; 
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‘‘(D) contract, or require the sponsor of an 

application or the holder of an approved ap-
plication or license to contract, with the 
holders of domestic and international pa-
tient databases to conduct epidemiologic and 
other observational studies; 

‘‘(E) determine, based on postmarket sur-
veillance programs and activities (including 
MedWatch), risk-benefit analyses, adverse 
event reports, the scientific literature, and 
any clinical or observational studies (includ-
ing studies required under subsection (d) or 
(e)), and any other resources that the Direc-
tor of the Center determines appropriate, 
whether a drug or biological product may 
present an unreasonable risk to the health of 
patients or the general public, and take cor-
rective action if such an unreasonable risk 
may exist; 

‘‘(F) make information about the safety 
and effectiveness of approved drugs and li-
censed biological products available to the 
public and healthcare providers in a timely 
manner; and 

‘‘(G) conduct other activities as the Direc-
tor of the Center determines appropriate to 
ensure the safety and effectiveness of all 
drugs approved under section 505 and all bio-
logical products licensed under section 351 of 
the Public Health Service Act. 

‘‘(2) DETERMINATION OF UNREASONABLE 
RISK.—In determining whether a drug or bio-
logical product may present an unreasonable 
risk to the health of patients or the general 
public, the Director of the Center, in con-
sultation with the Director of the Center for 
Drug Evaluation and Research or the Direc-
tor of the Center for Biologics Evaluation 
and Research, as appropriate, shall consider 
the risk in relation to the known benefits of 
such drug or biological product. 

‘‘(c) SECRETARIAL AUTHORITY.— 
‘‘(1) IN GENERAL.—Approval of a drug under 

section 505 of this Act or issuance of a li-
cense for a biological product under section 
351 of the Public Health Service Act may be 
subject to the requirement that the sponsor 
conduct 1 or more postmarket studies as de-
scribed in subsection (d) or (e) of this sec-
tion, or other postmarket studies as required 
by the Secretary, to validate the safety and 
effectiveness of the drug or biological prod-
uct. 

‘‘(2) DEFINITION.—For purposes of this sec-
tion, the term ‘postmarket’ means— 

‘‘(A) with respect to a drug, after approval 
of an application under section 505; and 

‘‘(B) with respect to a biological product, 
after licensure under section 351 of the Pub-
lic Health Service Act. 

‘‘(d) PREAPPROVAL REVIEW.— 
‘‘(1) REVIEW OF APPLICATION.— 
‘‘(A) IN GENERAL.— 
‘‘(i) REVIEW.—At any time before a drug is 

approved under section 505 of this Act or a 
biological product is licensed under section 
351 of the Public Health Service Act, the Di-
rector of the Center shall review the applica-
tion (or supplement to the application), and 
any analyses associated with the applica-
tion, of such drug or biological product. 

‘‘(ii) EFFECT OF APPROVAL OR LICENSURE.— 
The approval of a drug under section 505 or 
the licensure of a biological product under 
such section 351 shall not affect the continu-
ation and completion of a review under 
clause (i). 

‘‘(B) LIMITATION.—In no case shall the re-
view under subparagraph (A) delay a decision 
with respect to an application for a drug 
under section 505 of this Act or for a biologi-
cal product under section 351 of the Public 
Health Service Act. 

‘‘(2) RESULT OF REVIEW.—The Director of 
the Center may, based on the review under 
paragraph (1)— 

‘‘(A) require that the sponsor of the appli-
cation agree to conduct 1 or more 

postmarket studies to determine the safety 
or effectiveness of a drug or biological prod-
uct, including such safety or effectiveness as 
compared to other drugs or biological prod-
ucts, to be completed by a date, and accord-
ing to the terms, specified by the Director of 
the Center; or 

‘‘(B) contract, or require the sponsor of the 
application to contract, with a holder of a 
domestic or an international patient data-
base to conduct 1 or more epidemiologic or 
other observational studies. 

‘‘(e) POSTMARKETING STUDIES OF DRUG 
SAFETY.— 

‘‘(1) IN GENERAL.—At any time after a drug 
is approved under section 505 of this Act or a 
biological product is licensed under section 
351 of the Public Health Service Act, the Di-
rector of the Center, may— 

‘‘(A) require that the holder of an approved 
application or license conduct 1 or more 
studies to determine the safety or effective-
ness of such drug or biological product, in-
cluding such safety and effectiveness as com-
pared to other drugs or biological products, 
to be completed by a date, and according to 
the terms, specified by such Director; or 

‘‘(B) contract, or require the holder of the 
approved application or license to contract, 
with a holder of a domestic or an inter-
national patient database to conduct 1 or 
more epidemiologic or other observational 
studies. 

‘‘(2) REVIEW OF OUTSTANDING STUDIES.—Not 
later than 90 days after the date of enact-
ment of the Food and Drug Administration 
Safety Act of 2007, the Director of the Center 
shall— 

‘‘(A) review and publish a list in the Fed-
eral Register of any postmarketing studies 
outstanding on the date of enactment of the 
Food and Drug Administration Safety Act of 
2007; and 

‘‘(B) as the Director determines appro-
priate, require the sponsor of a study de-
scribed in subparagraph (A) to conduct such 
study under this subsection. 

‘‘(f) PUBLICATION OF PROGRESS REPORTS 
AND COMPLETED STUDIES.— 

‘‘(1) IN GENERAL.—The Director of the Cen-
ter shall require that the sponsor of a study 
under subsection (d) or (e) submit to the Sec-
retary— 

‘‘(A) not less frequently than every 90 days, 
an up-to-date report describing the progress 
of such study; and 

‘‘(B) upon the completion date of such 
study, the results of such study. 

‘‘(2) COMPLETION DATE.—For purposes of 
this section, the completion date of such 
study shall be determined by the Director of 
the Center. 

‘‘(g) DETERMINATIONS BY DIRECTOR.— 
‘‘(1) RESULTS OF STUDY.—The Director of 

the Center shall determine, upon receipt of 
the results of a study required under sub-
section (d) or (e)— 

‘‘(A) whether the drug or biological prod-
uct studied may present an unreasonable 
risk to the health of patients or the general 
public; and 

‘‘(B) what, if any, corrective action under 
subsection (k) shall be taken to protect pa-
tients and the public health. 

‘‘(2) RESULTS OF EVIDENCE.—The Director 
of the Center may, at any time, based on the 
empirical evidence from postmarket surveil-
lance programs and activities (including 
MedWatch), risk-benefit analyses, adverse 
event reports, the scientific literature, any 
clinical or observational studies (including 
studies required under subsection (d) or (e)), 
or any other resources that the Director of 
the Center determines appropriate— 

‘‘(A) make a determination that a drug or 
biological product may present an unreason-
able risk to the health of patients or the gen-
eral public; and 

‘‘(B) order a corrective action under sub-
section (k) be taken to protect patients and 
the public health. 

‘‘(3) REQUIRED CONSULTATION AND CONSIDER-
ATIONS.—Before making a determination 
under paragraph (2), ordering a study under 
subsection (d) or (e), or taking a corrective 
action under subsection (k), the Director of 
the Center shall— 

‘‘(A) consult with the Director of the Cen-
ter for Drug Evaluation and Research or the 
Director of the Center for Biologics Evalua-
tion and Research, as appropriate; and 

‘‘(B) consider— 
‘‘(i) the benefit-to-risk profile of the drug 

or biological product; 
‘‘(ii) the effect that a corrective action, or 

failure to take corrective action, will have 
on the patient population that relies on the 
drug or biological product; and 

‘‘(iii) the extent to which the drug or bio-
logical product presents a meaningful thera-
peutic benefit as compared to other available 
treatments. 

‘‘(h) PUBLIC INFORMATION.—Periodically, 
but not less often than every 90 days, the 
Secretary shall make available to the public, 
by publication in the Federal Register and 
posting on an Internet website, the following 
information: 

‘‘(1) Studies required under subsection (d) 
or (e) including— 

‘‘(A) the type of study; 
‘‘(B) the nature of the study; 
‘‘(C) the primary and secondary outcomes 

of the study; 
‘‘(D) the date the study was required under 

subsection (d) or (e) or was agreed to by the 
sponsor; 

‘‘(E) the deadline for completion of the 
study; and 

‘‘(F) if the study has not been completed 
by the deadline under subparagraph (E), a 
statement that explains why. 

‘‘(2) The periodic progress reports and re-
sults of completed studies described under 
subsection (f). 

‘‘(3) Any determinations made by the Di-
rector of the Center under subsection (g), in-
cluding— 

‘‘(A) reasons for the determination, includ-
ing factual basis for such determination; 

‘‘(B) reference to supporting empirical 
data; and 

‘‘(C) an explanation that describes why 
contrary data is insufficient. 

‘‘(i) DRUG ADVISORY COMMITTEE.—The Drug 
Safety and Risk Management Advisory Com-
mittee within the Center of the Food and 
Drug Administration shall— 

‘‘(1) meet not less frequently than every 
180 days; and 

‘‘(2) make recommendations to the Direc-
tor of the Center with respect to— 

‘‘(A) which drugs and biological products 
should be the subject of a study under sub-
section (d) or (e); 

‘‘(B) the design and duration for studies 
under subsection (d) or (e); 

‘‘(C) which drugs and biological products 
may present an unreasonable risk to the 
health of patients or the general public; and 

‘‘(D) appropriate corrective actions under 
subsection (k). 

‘‘(j) PENALTIES.— 
‘‘(1) IN GENERAL.—If the Secretary deter-

mines, after notice and opportunity for an 
informal hearing, that a sponsor of a drug or 
biological product or other entity has failed 
to complete a study required under sub-
section (d) or (e) by the date or to the terms 
specified by the Secretary under such sub-
section, the Secretary may order such spon-
sor or other entity to— 

‘‘(A) complete the study in a specified 
time; 
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‘‘(B) revise the study to comply with the 

terms specified by the Secretary under sub-
section (d) or (e); or 

‘‘(C) pay a civil penalty. 
‘‘(2) AMOUNT OF PENALTIES.— 
‘‘(A) IN GENERAL.—The civil penalty or-

dered under paragraph (1) shall be $250,000 for 
the first 30-day period after the date speci-
fied by the Secretary that the study is not 
completed, and shall double in amount for 
every 30-day period thereafter that the study 
is not completed. 

‘‘(B) LIMITATION.—In no case shall a pen-
alty under subparagraph (A) exceed $2,000,000 
for any 30-day period. 

‘‘(3) NOTIFICATION OF PENALTY.—The Sec-
retary shall publish in the Federal Register 
any civil penalty ordered under this sub-
section. 

‘‘(k) RESULT OF DETERMINATION.— 
‘‘(1) IN GENERAL.—If the Director of the 

Center makes a determination that a drug or 
biological product may present an unreason-
able risk to the health of patients or the gen-
eral public under subsection (g), such Direc-
tor shall order a corrective action, as de-
scribed under paragraph (2). 

‘‘(2) CORRECTIVE ACTIONS.—The corrective 
action described under subsection (g)— 

‘‘(A) may include— 
‘‘(i) requiring a change to the drug or bio-

logical product label by a date specified by 
the Director of the Center; 

‘‘(ii) modifying the approved indication of 
the drug or biological product to restrict use 
to certain patients; 

‘‘(iii) placing restriction on the distribu-
tion of the drug or biological product to en-
sure safe use; 

‘‘(iv) requiring the sponsor of the drug or 
biological product or license to establish a 
patient registry; 

‘‘(v) requiring patients to sign a consent 
form prior to receiving a prescription of the 
drug or biological product; 

‘‘(vi) requiring the sponsor to monitor 
sales and usage of the drug or biological 
product to detect unsafe use; 

‘‘(vii) requiring patient or physician edu-
cation; and 

‘‘(viii) requiring the establishment of a 
risk management plan by the sponsor; and 

‘‘(B) shall include the requirements with 
respect to promotional material under sub-
section (l)(1). 

‘‘(3) PENALTIES.— 
‘‘(A) IN GENERAL.—If the Secretary deter-

mines, after notice and opportunity for an 
informal hearing, that a sponsor of a drug or 
biological product has failed to take the cor-
rective action ordered by the Director of the 
Center under this subsection or has failed to 
comply with subsection (l)(2), the Secretary 
may order such sponsor to pay a civil pen-
alty. 

‘‘(B) AMOUNT OF PENALTIES.— 
‘‘(i) IN GENERAL.—The civil penalty ordered 

under subparagraph (A) shall be $250,000 for 
the first 30-day period that the sponsor does 
not comply with the order under paragraph 
(1), and shall double in amount for every 30- 
day period thereafter that the order is not 
complied with. 

‘‘(ii) LIMITATION.—In no case shall a pen-
alty under clause (i) exceed $2,000,000 for any 
30-day period. 

‘‘(C) NOTIFICATION OF PENALTY.—The Sec-
retary shall publish in the Federal Register 
any civil penalty ordered under this para-
graph. 

‘‘(l) PROMOTION MATERIAL.— 
‘‘(1) SAFETY ISSUE.—If the Director of the 

Center makes a determination that a drug or 
biological product may present an unreason-
able risk to the health of patients or the gen-
eral public under subsection (g), such Direc-
tor, in consultation with the Division of 
Drug Marketing, Advertising, and Commu-

nications of the Food and Drug Administra-
tion, shall— 

‘‘(A) notwithstanding section 502(n), re-
quire that the sponsor of such drug or bio-
logical product submit to the Director of the 
Center copies of all promotional material 
with respect to the drug or biological prod-
uct not less than 30 days prior to the dis-
semination of such material; and 

‘‘(B) require that all promotional material 
with respect to the drug or biological prod-
uct include certain disclosures, which shall 
be displayed prominently and in a manner 
easily understood by the general public, in-
cluding— 

‘‘(i) a statement that describes the unrea-
sonable risk to the health of patients or the 
general public as determined by the Director 
of the Center; 

‘‘(ii) a statement that encourages patients 
to discuss potential risks and benefits with 
their healthcare provider; 

‘‘(iii) a description of the corrective ac-
tions required under subsection (k); 

‘‘(iv) where appropriate, a statement ex-
plaining that there may be products avail-
able to treat the same disease or condition 
that present a more favorable benefit-to-risk 
profile, and that patients should talk to 
their healthcare provider about the risks and 
benefits of alternative treatments; 

‘‘(v) a description of any requirements of 
outstanding clinical and observational stud-
ies, including the purpose of each study; and 

‘‘(vi) contact information to report a sus-
pected adverse reaction. 

‘‘(2) NEW PRODUCTS; OUTSTANDING STUD-
IES.—For the first 2-year period after a drug 
is approved under section 505 of this Act or a 
biological product is licensed under section 
351 of the Public Health Service Act, and 
with respect to drugs and biological products 
for which there are outstanding study re-
quirements under subsection (d) or (e), the 
Director of the Center, in consultation with 
the Division of Drug Marketing, Advertising, 
and Communications of the Food and Drug 
Administration, shall— 

‘‘(A) notwithstanding section 502(n), re-
quire that the sponsor of such drug or bio-
logical product submit to the Director of the 
Center copies of all promotional material 
with respect to the drug or biological prod-
uct not less than 30 days prior to the dis-
semination of such material; and 

‘‘(B) require that all promotional material 
with respect to the drug or biological prod-
uct include certain disclosures, which shall 
be displayed prominently and in a manner 
easily understood by the general public, in-
cluding— 

‘‘(i) a statement explaining that the drug 
or biological product is newly approved or li-
censed or the subject of outstanding clinical 
or observational studies, as the case may be, 
and, as a result, not all side effects or drug 
interactions may be known; 

‘‘(ii) the number of people in which the 
drug or biological product has been studied 
and the duration of time during which the 
drug or biological product has been studied; 

‘‘(iii) a statement that encourages patients 
to discuss the potential risks and benefits of 
treatment with their healthcare provider; 

‘‘(iv) a description of any requirements of 
outstanding clinical and observational stud-
ies, including the purpose of each study; and 

‘‘(v) contact information to report a sus-
pected adverse reaction. 

‘‘(3) EFFECT OF VOLUNTARY SUBMISSION.— 
Paragraphs (1)(A) and (2)(A) shall not apply 
to the sponsor of a drug or biological product 
if such sponsor has voluntarily submitted to 
the Division of Drug Marketing, Advertising, 
and Communications of the Food and Drug 
Administration all promotional material 
with respect to the drug or biological prod-

uct prior to the dissemination of such mate-
rial. 

‘‘(m) WITHDRAWAL OR SUSPENSION OF AP-
PROVAL OR LICENSURE.— 

‘‘(1) IN GENERAL.—The Director of the Cen-
ter, may withdraw or suspend approval of a 
drug or licensure of a biological product 
using expedited procedures (as prescribed by 
the Secretary in regulations promulgated 
not later than 1 year after the date of enact-
ment of the Food and Drug Administration 
Safety Act of 2007, which shall include an op-
portunity for an informal hearing) after con-
sultation with the Director of the Center for 
Drug Evaluation and Research or the Direc-
tor of the Center for Biologics Evaluation 
and Research, as appropriate, and any other 
person as determined appropriate by the Di-
rector of the Center, if— 

‘‘(A) the Director of the Center makes a de-
termination that the drug or biological prod-
uct may present an unreasonable risk to the 
health of patients or the general public, and 
that risk cannot be satisfactorily alleviated 
by a corrective action under subsection (k); 
or 

‘‘(B) the sponsor fails to comply with an 
order or requirement under this section. 

‘‘(2) PUBLIC INFORMATION.—The Secretary 
shall make available to the public, by publi-
cation in the Federal Register and posting 
on an Internet website, the details of the 
consultation described in paragraph (1), in-
cluding— 

‘‘(A) the reason for the determination to 
withdraw, suspend, or failure to withdraw or 
suspend, approval for the drug or licensure 
for the biological product; 

‘‘(B) the factual basis for such determina-
tion; 

‘‘(C) reference to supporting empirical 
data; 

‘‘(D) an explanation that describes why 
contrary data is insufficient; and 

‘‘(E) the position taken by each individual 
consulted. 

‘‘(n) EFFECT OF SECTION.—The authorities 
conferred by this section shall be separate 
from and in addition to the authorities con-
ferred by section 505B. 

‘‘(o) ADMINISTRATION OF SECTION.—The pro-
visions of this section shall be carried out by 
the Secretary, acting through the Director 
of the Center.’’. 

(b) MISBRANDING.—Section 502 of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 
352) is amended by inserting after subsection 
(j) the following: 

‘‘(k) If it is a drug or biological product for 
which the sponsor of an application or holder 
of an approved application or license has not 
complied with an order or requirement under 
section 507.’’. 

(c) REPORT ON DEVICES.—Not later than 6 
months after the date of enactment of this 
Act, the Secretary of Health and Human 
Services, in consultation with the Commis-
sioner of Food and Drugs, the Director of the 
Center for Postmarket Evaluation and Re-
search for Drugs and Biologics, and the Di-
rector of the Center for Devices and Radio-
logical Health, shall submit to Congress a re-
port that— 

(1) identifies gaps in the current process of 
postmarket surveillance of devices approved 
under the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 321 et seq.); 

(2) includes recommendations on ways to 
improve gaps in postmarket surveillance of 
devices; and 

(3) identifies the changes in authority 
needed to make those improvements, recog-
nizing the legitimate differences between de-
vices and other medical products regulated 
by the Food and Drug Administration. 

(d) TRANSFER OF FUNCTIONS.—The func-
tions and duties of the Office of Surveillance 
and Epidemiology, including the Drug Safety 
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and Risk Management Advisory Committee, 
of the Food and Drug Administration on the 
day before the date of enactment of this Act 
shall be transferred to the Center for 
Postmarket Evaluation and Research for 
Drugs and Biologics established under sec-
tion 507 of the Federal Food, Drug, and Cos-
metic Act (as added by this section). The 
Center for Postmarket Evaluation and Re-
search for Drugs and Biologics shall be a sep-
arate entity within the Food and Drug Ad-
ministration and shall not be an administra-
tive office of the Center for Drug Evaluation 
and Research or the Center for Biologics 
Evaluation and Research. 

(e) AUTHORIZATION OF APPROPRIATIONS.— 
There are authorized to be appropriated to 
carry out this section (and the amendments 
made by this section)— 

(1) $50,000,000 for fiscal year 2008; 
(2) $75,000,000 for fiscal year 2009; 
(3) $100,000,000 for fiscal year 2010; 
(4) $125,000,000 for fiscal year 2011; and 
(5) $150,000,000 for fiscal year 2012. 

SA 995. Mr. GRASSLEY submitted an 
amendment intended to be proposed by 
him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the end of subtitle E of title II, insert 
the following: 
SEC. 2l. AUTHORITY OF THE OFFICE OF SUR-

VEILLANCE AND EPIDEMIOLOGY; 
CHIEF SAFETY OFFICER. 

(a) AUTHORITY.—With respect to all actions 
of the Food and Drug Administration related 
to postmarketing drug safety, including la-
beling changes, postapproval studies, and re-
strictions on distribution or use of drugs 
with serious risks, the Office of Surveillance 
and Epidemiology (or successor office) of 
such Administration and the Office of New 
Drugs (or successor office) of such Adminis-
tration shall make decisions jointly. In the 
event of a disagreement with respect to an 
action related to postmarketing drug safety, 
including labeling changes, postapproval 
studies, and restrictions on distribution or 
use of drugs with serious risks, between such 
2 offices, the Commissioner of Food and 
Drugs shall make the decision with respect 
to such action. 

(b) CHIEF SAFETY OFFICER.—Notwith-
standing any other provision of law, the Di-
rector of the Office of Surveillance and Epi-
demiology (or successor office) of the Food 
and Drug Administration shall serve as the 
Chief Postmarket Drug Safety Officer within 
the Food and Drug Administration. In such 
capacity, the Director shall serve as a liaison 
between the Office of the Commissioner of 
Food and Drugs and employees of the Food 
and Drug Administration. To ensure drug 
safety concerns are identified and promptly 
evaluated and resolved, any employee of the 
Center for Drug Evaluation and Research 
within the Food and Drug Administration 
who has drug safety concerns may report 
such concerns to the Chief Postmarket Drug 
Safety Officer. 

SA 996. Mr. GRASSLEY submitted an 
amendment intended to be proposed by 
him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the end of section 505 of the Federal 
Food, Drug, and Cosmetic Act, as amended 
by section 251 of the bill, add the following: 

‘‘(r) CERTIFICATION OF INFORMATION.—When 
submitting information in support of a new 
drug application or a supplemental new drug 
application, the sponsor shall certify, in 
writing, that all clinical trials, federally or 
privately funded, whether conducted within 
or outside the United States, related to the 
safety or efficacy of the drug under review, 
have been submitted to the Food and Drug 
Administration.’’. 

SA 997. Mr. GRASSLEY submitted an 
amendment intended to be proposed by 
him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

Strike clause (i) of section 402(j)(3)(A) of 
the Public Health Service Act, as added by 
this bill, and insert the following: 

‘‘(i) IN GENERAL.— 
‘‘(I) REQUIREMENT.—Not later than 90 days 

after the date of enactment of the Food and 
Drug Administration Revitalization Act, for 
all clinical trials (except as provided in sub-
clause (II)), whether federally or privately 
funded, conducted to test the safety or effi-
cacy (including comparative efficacy), of any 
drug or device (including those drugs or de-
vices approved or cleared by the Secretary), 
the Secretary shall ensure that the registry 
data bank includes links to results informa-
tion for such clinical trial— 

‘‘(aa) not earlier than 30 days after the 
date of the approval of the drug involved or 
clearance or approval of the device involved; 
or 

‘‘(bb) not later than 30 days after such in-
formation becomes publicly available, as ap-
plicable. 

‘‘(II) EXCEPTION.—The requirement of sub-
clause (I) shall not apply to phase I clinical 
investigations conducted to test solely the 
safety of an unapproved drug or unlicensed 
biological product, or pilot or feasibility 
studies conducted to confirm the design and 
operating specifications of an unapproved or 
not yet cleared medical device. 

‘‘(III) VOLUNTARY SUBMISSION.—A respon-
sible party for a clinical trial that is not an 
applicable drug clinical trial or an applicable 
device clinical trial may submit to the Sec-
retary results information for a clinical trial 
described in subclause (II). 

At the end section 402(j)(4) of the Public 
Health Service Act, as added by this bill, in-
sert the following: 

‘‘(F) TRIALS CONDUCTED OUTSIDE OF THE 
UNITED STATES.— 

‘‘(i) IN GENERAL.—With respect to clinical 
trials described in clause (ii), the responsible 
party shall submit to the Secretary the in-
formation required under this subsection. 
The Secretary shall ensure that such infor-
mation and the results of such clinical trials 
are made available to the public in a timely 
manner and as soon as practicable after re-
ceiving such information. Failure to comply 
with this paragraph shall be deemed to be a 
failure to submit information as required 
under this subsection, and the appropriate 
remedies and sanctions under this section 
shall apply. 

‘‘(ii) CLINICAL TRIAL DESCRIBED.—A clinical 
trial is described in this clause if— 

‘‘(I) such trial is conducted outside of the 
United States; and 

‘‘(II) the data from such trial is— 
‘‘(aa) submitted to the Secretary as part of 

an application, including a supplemental ap-
plication, for a drug or device under section 
505, 510, 515, or 520 of the Federal Food, Drug, 
and Cosmetic Act or for the biological prod-
uct under section 351 of this Act; or 

‘‘(bb) used in advertising or labeling to 
make a claim about the drug or device in-
volved. 

SA 998. Mr. GRASSLEY submitted an 
amendment intended to be proposed by 
him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the appropriate place in section 505(o) 
of the Federal, Food, Drug, and Cosmetic, as 
added by section 202, insert the following: 

‘‘(9) CIVIL MONETARY PENALTY.—Notwith-
standing any other provision of this Act, an 
applicant (as such term is defined for pur-
poses of this section) that knowingly fails to 
comply with a requirement of an approved 
risk evaluation and mitigation strategy 
under this subsection shall be subject to a 
civil money penalty of $250,000 for the first 
30-day period that the applicant is in non-
compliance, and such amount shall double 
for every 30-day period thereafter that the 
requirement is not complied with, not to ex-
ceed $2,000,000.’’. 

SA 999. Mr. GRASSLEY submitted an 
amendment intended to be proposed by 
him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the end of section 505 of the Federal 
Food, Drug, and Cosmetic Act, as amended 
by section 251 of the bill, add the following: 

‘‘(r) CERTIFICATION OF INFORMATION.— 
‘‘(1) CERTIFICATION.— 
‘‘(A) REQUIREMENT.—When submitting in-

formation in support of a new drug applica-
tion or a supplemental new drug application, 
the sponsor shall certify, in writing, that the 
information submitted to the Food and Drug 
Administration complies with the require-
ments of this Act and that such information 
is not false or misleading. 

‘‘(B) FAILURE TO SUBMIT.—If the sponsor 
fails to provide a certification as required 
under subparagraph (A), the Secretary shall 
transmit to such sponsor a notice stating 
that such sponsor shall submit the certifi-
cation by a date determined by the Sec-
retary. If, by the date specified by the Sec-
retary in the notice under this subparagraph, 
the Secretary has not received the certifi-
cation, the Secretary, after providing the op-
portunity for a hearing, shall order such 
sponsor to pay a civil monetary penalty of 
$10,000 for each day after such date that such 
certification is not submitted. 

‘‘(C) ADDITIONAL CIVIL MONETARY PEN-
ALTY.—If the Secretary determines, after no-
tice and opportunity for a hearing, that a 
sponsor knew or should have known that the 
information submitted in support of a new 
drug application or a supplemental new drug 
application was false or inaccurate, the Sec-
retary shall order such sponsor to pay a civil 
monetary penalty of not less than $100,000, 
but not to exceed $2,000,000. 

‘‘(2) REQUIRED STATEMENT.—The certifi-
cation under paragraph (1) shall include a 
statement that all clinical trials, federally 
or privately funded, whether conducted with-
in or outside the United States, related to 
the safety or efficacy of the drug under re-
view, have been submitted to the Food and 
Drug Administration. 

‘‘(3) CLINICAL COMPARISON STUDIES.— 
‘‘(A) IN GENERAL.—The Secretary shall de-

posit funds collected under paragraph (1) 
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into an account and use such funds shall be 
used, after consultation with the Director of 
the Agency for Healthcare Research and 
Quality, to fund studies that compare the 
clinical effectiveness of 2 or more treatments 
for similar diseases or conditions. 

‘‘(B) PRIORITY LIST.—The Secretary shall 
award funding under subparagraph (A) based 
on a priority list established, not later than 
6 months after the date of enactment of this 
Act, by the Director of the Agency for 
Healthcare Research and Quality and peri-
odically updated as determined appropriate 
by the Director. 

‘‘(4) DRUG CONSULTATIONS.—Not later than 
90 days after the date of the completion of a 
written consultation on a drug concerning 
the drug’s safety, as conducted by the Office 
of Surveillance and Epidemiology, regardless 
of whether such consultation was initiated 
by such Office or by an entity outside of the 
Office, the Commissioner of Food and Drugs 
shall make available to the public a full copy 
of such consultation. 

‘‘(5) RULE OF CONSTRUCTION.—Nothing in 
this subsection shall be construed to alter or 
amend section 301(j) of this Act or section 
1905 of title 18, United States Code.’’. 

SA 1000. Mr. GRASSLEY submitted 
an amendment intended to be proposed 
by him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the appropriate place, insert the fol-
lowing: 

TITLEllFDA EMPLOYEE PROTECTIONS 
SEC. ll01. SHORT TITLE. 

This title may be cited as the ‘‘FDA Em-
ployee Rights Protection Act’’. 
SEC. ll02. EMPLOYEES’ RIGHT TO PETITION 

CONGRESS. 
The right of all employees of the Food and 

Drug Administration, individually or collec-
tively, to petition Congress or a Member of 
Congress, or to furnish information to either 
House of Congress, or to a committee or 
Member thereof, shall not be interfered with 
or denied by any employee of the Food and 
Drug Administration, the Department of 
Health and Human Services, the Department 
of Justice, or any other employee of the Ex-
ecutive Branch of the Federal Government. 
SEC. l03. PENALTIES. 

Any individual who intentionally or will-
fully obstructs, impedes, or otherwise inter-
feres with an employee’s right to furnish in-
formation as described in section ll02 shall 
be subject to a fine of not less than $10,000 
per violation, or imprisoned for not more 
than 1 year, or both. 

SA 1001. Mr. GRASSLEY submitted 
an amendment intended to be proposed 
by him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the appropriate place, insert the fol-
lowing: 
SEC. ll. SUBPOENA AUTHORITY OF THE COM-

MISSIONER OF FOOD AND DRUGS. 
(a) IN GENERAL.—Section 310 of the Federal 

Food, Drug, and Cosmetic Act (21 U.S.C. 337) 
is amended by adding at the end the fol-
lowing: 

‘‘(c) For the purpose of— 
‘‘(1) any hearing, investigation, or other 

proceeding respecting a violation of this Act, 

‘‘(2) any hearing, investigation, or other 
proceeding to determine if a person is in 
compliance with a standard or other require-
ment under this Act, or 

‘‘(3) any hearing, investigation, or other 
proceeding to establish a standard or other 
requirement under this Act, 
the Commissioner may issue subpoenas re-
quiring the attendance and testimony of wit-
nesses and the production of documentary 
evidence. Such attendance of witnesses and 
production of evidence at the designated 
place of such hearing, investigation, or other 
proceeding may be required from any place 
in the United States or in any territory or 
possession of the United States. Subpoenas 
of the Commissioner shall be served by a per-
son authorized by the Commissioner by de-
livering a copy thereof to the person named 
therein or by certified mail addressed to 
such person at such person’s last known 
dwelling place or principal place of business. 
A verified return by the person so serving 
the subpoena setting forth the manner of 
service, or, in the case of service by certified 
mail, the return post office receipt therefor 
signed by the person so served, shall be proof 
of service. Witnesses so subpoenaed shall be 
paid the same fees and mileage as are paid 
witnesses in the district courts of the United 
States. 

‘‘(d) In case of a refusal to obey a subpoena 
duly served upon any person under sub-
section (c), any district court of the United 
States for the judicial district in which such 
person charged with refusal to obey is found, 
resides, or transacts business, upon applica-
tion by the Commissioner, shall have juris-
diction to issue an order requiring such per-
son to appear and give testimony or to ap-
pear and produce evidence, or both. The fail-
ure to obey such order of the court may be 
punished by the court as contempt thereof.’’. 

(b) ENFORCEMENT.—Section 301 (21 U.S.C. 
331) is amended by adding at the end the fol-
lowing: 

‘‘(jj) The failure or refusal to obey a sub-
poena issued by the Commissioner under sec-
tion 310(c).’’. 

SA 1002. Mr. GRASSLEY submitted 
an amendment intended to be proposed 
by him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the appropriate place, insert the fol-
lowing: 
SEC. ll. REQUIREMENT TO DOCUMENT CON-

TACT WITH DRUG SPONSORS. 
Section 505 of the Federal Food, Drug, and 

Cosmetic Act (21 U.S.C. 355), as amended by 
section 251, is further amended by adding at 
the end the following: 

‘‘(r) REQUIREMENT TO DOCUMENT CONTACT 
WITH DRUG SPONSOR.—Each employee of the 
Food and Drug Administration shall docu-
ment, in writing, each communication or 
contact, and the purpose of such communica-
tion or contact, that such official has with a 
sponsor of a drug for which an application is 
filled pursuant to subsection (b) or (j).’’. 

SA 1003. Mr. GRASSLEY submitted 
an amendment intended to be proposed 
by him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

After section 211 of the bill, insert the fol-
lowing: 

SEC. 211A. REQUIREMENT TO SUBMIT INFORMA-
TION ELECTRONICALLY. 

Subchapter E of chapter V of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 
360bbb et seq.), as amended by this Act, is 
further amended by adding at the end the 
following: 

‘‘SEC. 567. REQUIREMENT TO SUBMIT INFORMA-
TION ELECTRONICALLY. 

‘‘Not later than 5 years after the date of 
enactment of the Food and Drug Administra-
tion Revitalization Act, the Secretary shall 
ensure that any information required to be 
submitted to the Food and Drug Administra-
tion under section 505, 505A, 505B, 506A, 506B, 
510, 512, 513, 515, 519, 520, or 526 is submitted 
in electronic form that is interoperable with 
the Food and Drug Administration’s infor-
mation technology systems.’’. 

SA 1004. Ms. LANDRIEU proposed an 
amendment to the bill S. 1082, to 
amend the Federal Food, Drug, and 
Cosmetic Act to reauthorize and amend 
the prescription drug user fee provi-
sions, and for other purposes; as fol-
lows: 

At the end of the bill, add the following: 

TITLEllDOMESTIC PET TURTLE 
MARKET ACCESS 

SEC. ll. SHORT TITLE. 

This title may be cited as the ‘‘Domestic 
Pet Turtle Market Access Act of 2007’’. 

SEC. ll. FINDINGS. 

Congress makes the following findings: 
(1) Pet turtles less than 10.2 centimeters in 

diameter have been banned for sale in the 
United States by the Food and Drug Admin-
istration since 1975 due to health concerns. 

(2) The Food and Drug Administration does 
not ban the sale of iguanas or other lizards, 
snakes, frogs, or other amphibians or rep-
tiles that are sold as pets in the United 
States that also carry salmonella bacteria. 
The Food and Drug Administration also does 
not require that these animals be treated for 
salmonella bacteria before being sold as pets. 

(3) The technology to treat turtles for sal-
monella, and make them safe for sale, has 
greatly advanced since 1975. Treatments 
exist that can nearly eradicate salmonella 
from turtles, and individuals are more aware 
of the causes of salmonella, how to treat sal-
monella poisoning, and the seriousness asso-
ciated with salmonella poisoning. 

(4) University research has shown that 
these turtles can be treated in such a way 
that they can be raised, shipped, and distrib-
uted without having a recolonization of sal-
monella. 

(5) University research has also shown that 
pet owners can be equipped with a treatment 
regiment that allows the turtle to be main-
tained safe from salmonella. 

(6) The Food and Drug Administration 
should allow the sale of turtles less than 10.2 
centimeters in diameter as pets as long as 
the sellers are required to use proven meth-
ods to treat these turtles for salmonella. 

SEC. ll. SALE OF BABY TURTLES. 

(a) Notwithstanding any other provision of 
law, the Food and Drug Administration shall 
not restrict the sale by a turtle farmer, 
wholesaler or commercial retail seller of a 
turtle that is less than 10.2 centimeters in di-
ameter as a pet if— 

(1) the State or territory in which such 
farmer is located has developed a regulatory 
process by which pet turtle farmers are re-
quired to have a State license to breed, 
hatch, propagate, raise, grow, receive, ship, 
transport, export, or sell pet turtles or pet 
turtle eggs; 
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(2) such State or territory requires certifi-

cation of sanitization that is signed by a vet-
erinarian who is licensed in the State or ter-
ritory, and approved by the State or terri-
tory agency in charge of regulating the sale 
of pet turtles; 

(3) the certification of sanitization re-
quires each turtle to be sanitized or treated 
for diseases, including salmonella, and is de-
pendant upon using the Siebeling method, or 
other such proven method, which uses an an-
tibiotic to make the turtle salmonella-free; 
and 

(4) the turtle farmer or commercial retail 
seller includes, with the sale of such a turtle, 
a disclosure to the buyer that includes— 

(A) information regarding— 
(i) the possibility that salmonella can re- 

colonize in turtles; 
(ii) the dangers, including possible severe 

illness or death, especially for at-risk people 
who may be susceptible to salmonella poi-
soning, such as children, pregnant women, 
and others who may have weak immune sys-
tems, that could result if the turtle is not 
properly handled and safely maintained; 

(iii) the proper handling of the turtle, in-
cluding an explanation of proper hygiene 
such as handwashing after handling a turtle; 
and 

(iv) the proven methods of treatment that, 
if properly applied, keep the turtle safe from 
salmonella; 

(B) a detailed explanation of how to prop-
erly treat the turtle to keep it safe from sal-
monella, using the proven methods of treat-
ment referred to under subparagraph (A), 
and how the buyer can continue to purchase 
the tools, treatments, or any other required 
item to continually treat the turtle; and 

(C) a statement that buyers of pet turtles 
should not abandon the turtle or abandon it 
outside, as the turtle may become an 
invasive species to the local community, but 
should instead return them to a commercial 
retail pet seller or other organization that 
would accept turtles no longer wanted as 
pets. 

(b) FDA REVIEW OF STATE PROTECTIONS.— 
The Food and Drug Administration may, 
after providing an opportunity for the af-
fected State to respond, restrict the sale of a 
turtle only if the Secretary of Health and 
Human Services determines that the actual 
implementation of State health protections 
described in subsection (a) are insufficient to 
protect consumers against infectious dis-
eases acquired from such turtles at the time 
of sale. 

SA 1005. Mr. LEVIN submitted an 
amendment intended to be proposed by 
him to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 
other purposes; which was ordered to 
lie on the table; as follows: 

At the appropriate place, insert the fol-
lowing: 
SEC. ll. SAFETY OF FOOD ADDITIVES. 

Not later than 90 days after the date of en-
actment of this Act, the Food and Drug Ad-
ministration shall issue a report on the ques-
tion of whether substances used in fresh 
meat that are capable of artificially keeping 
such meat red beyond the point of spoilage of 
such meat, create a health risk or are mis-
leading to consumers. 

SA 1006. Ms. MURKOWSKI submitted 
an amendment intended to be proposed 
by her to the bill S. 1082, to amend the 
Federal Food, Drug, and Cosmetic Act 
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for 

other purposes; which was ordered to 
lie on the table; as follows: 

At the end of section 505(o)(6) of the Fed-
eral Food, Drug, and Cosmetic Act, as added 
by section 202 of the bill, insert the fol-
lowing: 

‘‘(H) In a case where a drug may be pre-
scribed only by a physician with particular 
training or experience, or who is specially 
certified, a health care provider who is not 
so certified or trained to prescribe the drug 
may enter into a cooperation plan with a 
physician who has particular training or ex-
perience, or is specially certified, in order to 
prescribe such drug with the informed con-
sent of the patient. The Commissioner of 
Food and Drugs shall determine the require-
ments for such cooperation plan. 

SA 1007. Mr. REID (for Mr. BUNNING) 
proposed an amendment to the resolu-
tion S. Res. 162, commemorating and 
acknowledging the dedication and sac-
rifice made by the men and women who 
have lost their lives while serving as 
law enforcement officers; as follows: 

On page 2, strike the first whereas clause 
and insert: 

Whereas peace officers are on the front 
lines in protecting the schools and school-
children of the United States; 

f 

AUTHORTIY FOR COMMITTEES TO 
MEET 

COMMITTEE ON AGRICULTURE, NUTRITION, AND 
FORESTRY 

Mr. SCHUMER. Mr. President, I ask 
unanimous consent that the Com-
mittee on Agriculture, Nutrition and 
Forestry be authorized to conduct a 
hearing during the session of the Sen-
ate on Tuesday, May 1, 2007 at 2 p.m. in 
328A, Senate Russell Office Building. 
The purpose of this Committee hearing 
will be to consider conservation policy 
recommendations for the farm bill. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

COMMITTEE ON COMMERCE, SCIENCE, AND 
TRANSPORTATION 

Mr. SCHUMER. Mr. President, I ask 
unanimous consent that the Com-
mittee on Commerce, Science, and 
Transportation be authorized to hold a 
hearing during the session of the Sen-
ate on Tuesday, May 1, 2007, at 2:30 
p.m., in room 253 of the Russell Senate 
Office Building. The purpose of the 
hearing is to examine Electronic On- 
Board Recorders (EOBRs) and Truck 
Driver Fatigue, and related regulations 
to be issued by the Federal Motor Car-
rier Safety Administration. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

Mr. SCHUMER. Mr. President, I ask 
unanimous consent that the Com-
mittee on Finance be authorized to 
meet during the Session of the Senate 
on Tuesday, May 1, 2007, at 10 a.m., in 
215 Dirksen Senate Office Building, to 
hear testimony on ‘‘Advanced Tech-
nology Vehicles: The Road Ahead.’’ 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

COMMITTEE ON HOMELAND SECURITY AND 
GOVERNMENTAL AFFAIRS 

Mr. SCHUMER. Mr. President, I ask 
unanimous consent that the Com-

mittee on Homeland Security and Gov-
ernmental Affairs be authorized to 
meet on Tuesday, May 1, 2007, at 9:30 
a.m. to consider the nomination of 
Howard C. Weizmann to be Deputy Di-
rector of the Office of Personnel Man-
agement. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

COMMITTEE ON THE JUDICIARY 
Mr. SCHUMER. Mr. President, I ask 

unanimous consent that the Senate 
Committee on the Judiciary be author-
ized to meet to conduct a hearing on 
Process Patents for Tuesday, May 1, 
2007, at 2:30 p.m. in Dirksen Senate Of-
fice Building Room 226. 

Witness list: Wayne Herrington, As-
sistant General Counsel, United States 
International Trade Commission, 
Washington, DC; John R. Thomas, Pro-
fessor of Law, Georgetown University 
Law Center, Washington, DC; Mike 
Kirk, Executive Director, American In-
tellectual Property Law Association, 
Arlington, VA; and Christopher A. 
Cotropia, Professor of Law, Richmond 
School of Law, Richmond, VA. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

SEAPOWER SUBCOMMITTEE 
Mr. SCHUMER. Mr: President, I ask 

unanimous consent that the Seapower 
Subcommittee of the Committee on 
Armed Services be authorized to meet 
during the session of the Senate on 
Tuesday, May 1, 2007, at 2:30 p.m., in 
open session to receive testimony on 
Department of Defense Transportation 
programs in review of the defense au-
thorization request for fiscal year 2008 
and the future years defense program. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

SELECT COMMITTEE ON INTELLIGENCE 
Mr. SCHUMER. Mr. President, I ask 

unanimous consent that the Select 
Committee on Intelligence be author-
ized to meet during the session of the 
Senate on May 1, 2007 at 2:30 p.m. to 
hold a hearing. 

The PRESIDING OFFICER. Without 
object it is so ordered. 

f 

PRIVILEGES OF THE FLOOR 
Mr. REED. Mr. President, I ask unan-

imous consent that Jessica Gerrity, a 
fellow in my office, be accorded the 
privilege of the floor. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

Mr. KENNEDY. Mr. President, I ask 
unanimous consent that Adam Solan-
der, an intern on my staff, be granted 
floor privileges during the debate on 
the Food and Drug Administration Re-
vitalization Act. 

The PRESIDING OFFICER. Without 
objection, it is so ordered. 

Mr. HATCH. Mr. President, I ask 
unanimous consent that Remy Yucel, a 
fellow in my staff, be granted the privi-
lege of the floor for the pendency of the 
consideration of S. 1082, including any 
conference report. 

The ACTING PRESIDENT pro tem-
pore. Without objection, it is so or-
dered. 
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