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Mr. John Morrall

Office of Information and Regulatory Affairs
Office of Management and Budget

NEOB, Room 10235

725 17" Strect, NW

Washington, DC 20503

Re: Draft Hcport To Congress On The Costs And Benefits Of Federal Regulations

Dear Mr. Morrall:

The National Association of Chain Drug Stores (“NACDS” *Dereby submits comments
on the Draft Report to Congress on the Costs and Bencfits of Federal Regulations, which
was recently published by the Office of Management and Budget (“OMB”). See 67 Fed.
Reg. 15014 (Mach 28,2002). As discussed below in the format requested by OMR,
NACDS suggests that a guidance document issued by the Food and Drug Administration
should be rescinded or revised through notice and comment rulemaking procedures.

NACDS members are nearly 200 chain community pharmacy companies. Chain
community pharmacy is the largest componcat of pharmacy practice, with over 100,000
pharmacists working in mmore than 34,000 retail comraunity pharmacies. Chain operated
commuaqity retail pharmacics fill over 70% of the 3 billion prescriptions dispensed annually
in the United States, with aunual sales totaling over $450 billion. NACDS membership aiso
includes over 1,200 suppliers©l goods and services o chain comumunity pharmacics, as well
as 130 international members from 34 countries. NACDS was founded in 1333 and is based
in Alexandria, Virginia.

1. Name Of Guidance Document:
Coverage of Personal Importations (referred to herein as the “Guidance®).
2. Regulating Agency;

Department of Health and [Juman Services (*‘HHS™”)
Food and Drug Administration (“FIDA™)

3. Citation:

FDA Regulatory Procedures Manual, Chapter 9 (available at:
http://www.fda. gov/ora/compliance _ref/rpm_new2/ch9pers.html).
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4. Authority:
N o statute or regulation authorizes the Guidance.
5. Description of Problem:

As discussed below, federal laws generally prohibit mai} order imports of prescription
drugs for the personal use of a conswmner. However, the Guidance is a vague statement
that thc FDA will not enforce these prohibitions in some circumstances. The Guidance
has resulted In tidal waves of imported mail order drugs that are illegal, dangerous to
consumers, and unfair to pharmacies and drug manufacturers.

A. The FDA Refuses T 0 Enforce Laws Banning Mail Order Imports of
Prescription Drugs

Itis illegal to import prescription drugs through the mail for a customer’s personal use.
A prescription drug that is manufactured in the United States and then exported may not
bc reimported into the U.S.by anyonc other than the manufacturer of the drug.” In
addition, prescription drugs may not be imported into the United States unless they arc
approved by the FDA, properly labeled, and accompanied by evidence that they were
made in an FDA-inspected facility In accordance with good manufacturing practices.
According to a senior FDA official, “In general, all drugs imported by individuals fall
into one of thesc prohibited categories.”

The FIDA issued the Guidance in 1988, without giving the public notice or an opportunity
to comment. The Guidance docs not directly state that it creates a right 1o import
prescription drugs for an individual's personal use. In subsequent commentary regarding
the Guidance -- but unfortunately not in the Guidance itsell -- the FDA has stated that
“the guidance document is not. however, a license for individuals to import unapproved
(and therefore illegal) drugs for personal use into the US. and even ifall the factors noted
in the guidance are present, the drugs remain illegal and FDA may decide that such drugs
should be refused entry or seized.”*

'21 U.S.C§ 381(d)(1). This statute also allows the FDA to authorize reimporration “for emergency
medical care,” but to our knowledgethe FDA has not done so.

221 U.S.C.§8 331(d), 334(a), 335(a), 381{a).

* see enclosed memorandum from FDA to HHS (May 21, 2001), reprinted in FDA Week pp. 7-$ (Nov. 23,
2001). A rceent statute gives the Auomey Genceral discretion to allow consumers to carry a small quantity
of certain controlfed substances across the border, but that statute docs not authorize mail order imports.
See Controlled Substances Trafficking Prohibition Act, P.L. 105-357 (1998) :testimony of Drug
Enforccment Administration’s Laura Nagel before the House Energy and Commerce Committee (June 7,
2001).

* FDA. Information on Importation of Drugs, available at http://www.fda.gov/ora/import/pipinfo.hir.
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Nevertheless, the Guidance gives FDA personnel discretion to refuse to enforoe the laws
againstdrug importation. According to the Guidance, individual FDA personnel may
ignore the statutory prohibitions against illega) drug importation:

1. when the intended use is appropriately identified, such use is not for treatment of
a serious condition, and the product is not known to represent a senous health
risk; or

2. when a) the intended usc IS unapproved and for a serious condiiion for which
effective treatment may Dat be available domestically either through commercial
or clinical means; b) there IS N0 known cominercialization or promotion to
persons residing in the U.S. by those involved in the disuibution of the product at
issue; c) the product is considered not to represent an unreasonable risk; and d)
the individual seeking to import the product affirms in writing that it is for the
patient’sown use (generally not more than 3 month supply) and provides the
name and address of the doctor licensed in the U.S_responsible for his or her
treatment with the product, or provides evidence that the product is for the
continuation of a treatment begun in a foreign country.

"The vague language of the Guidance has allowed foreign companies to create the false
impression that mail order imports of prescription drugs are legal. These companies
incorrectly argue (hat the Guidance creates a “personal use exemption” from the
prohibition on personal importation of preseription drugs. Many of these off-shere
pharmacies advertisc and operate through the Internet websites.

The result has been an explosion of mail order imports of prescription drugs. The FDA
estimates that mail order imports grew by 450 percent in 1999 alone.” Consumers have
bcen lead to believe that the FDA has Jegalized mail ordcr imports of prescription drugs.
despite the fact that the Guidance “was never intended to he a way for patients to bring
lower priced drugs into this country; nor was it a means for patients to buy drugs that are

already available in the United States.”®

B. The Vague FDA Guidance Has Lead *Tdlllegally Imported Drugs That
Are Dangerous T o Consumers’ Health And Safety

Importing drugs for personal use is dangerous and potentially hammful to consumers.
When the ban on personal reimportation of drugs was enacted in 1987, Congress
determined that reimported drugs “are a health and safety risk to American consumers
because they may have become subpotent or adulterated during foreign handling and
shipping,” and because they provide “cover for the importation of foreign counterfeit

" See enclosed memarandum from FDA to HYS (May 21, 2001), reprinted in FDA Week pp. 7-& (Nov. 23,

2001).
¢ Library of Congress Congressional Research Service, Prescription Drugs: Impartation For Personal Lise,

p. 4 (No, RS20996 Aug. 24,2001).
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drugs.”” Since 2000, when Congress asked HHS to authorize reimportation of
prescription drugs, both the past and present Secretaries of HHS formally deciared th;a
HHS could not guarantee adequate prescription drug safety if reimportation is allowed.®

When drugs are prepared for distribution within the United States, the FDA oversees the
manufacturing process to ensure that the manufacturer has satisfied stringent federal
safety standards. Regulators are able to track the chain of ownersbhip of drugs, and are
able to ensure that the dircctions lor use, package inserts and other labeling satisfies
federal standards and are appropriate for American consumers. State boards of pharmacy
also ensure that community pharmacies employ licensed pharmacists and satisfy safety
standards. When drugs are dispensed at local pharmacies, state laws ensure that a
licensed pharmacist is available to advise the patient about proper drug use.

In contrast, when drugs are mailed into the United States from foreign countrics there is
no way to ensure that the drugs were prepared, packaged, transported or stored in
compliance with federal and state standards. The potential for counterfciting drugs s
high, becausc the FDA has no opportunity 1o track the drugs. The drug labeling may
satisfy the standards of foreign governments, but not FDA standards. Moreover, the
companies that dispense the drugs are not licensed by the consumer’s state and may not
satisfy state safety standards. No pharmacists are available 1o consult With the patients
about their drugs.

In 2001 the FDA conducted a survey of drug products mailed into the U.S. through a
Carson City, California mait facility. The FDA idcntificd “serious public health risks”
associated with “many’’of the intcrcepted drugs. The risks included “drugs of wiknown
origin or quality” and drugs dispensed without a prescription or without “continued
oversight of the physician.”” For example, some of the intercepted drugs had heen
previously withdrawn from the U.S.market due to deadly side effects. Controlled
substances and narrow therapeutic index drugs were also intercepted. This Carson Cit Y
survey convinced the FDA that it could not trust the safety of drugs imported by mail.

In sum,there is a complex safety net of federal and state laws designed to ensure that
prescription drugs arc manufactured, stored, shipped, dispensed and used in a safe
manner. That safety net is eliminated by drug importation schemes.

" Prescription drug Marketing Act 0F 1987, Y.L. 100-293, § 2.

® HHS Press Release, “‘Secretary Thompson Dctermines That Safety Problems Make Drug Reimportation
Unfeasible” (July 10, 2001), available at www hhs.gov/news.

? Lestimony 0f William Hubbard, FDA Senior Associate Commissioncr for Policy, Planning and
Legislation, before the Mouse Energy and Comunerce Committee (June 7, 2061).
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C. Illegal Imports Harm Legitimate American Pharmacies And Drug
Manufacturers

Illegal drug imports harm American pharmacies and drug manufacturers. There are well
over 50,000 pharmacies in the United States that employ over 100,000 pharmacists and
millions of other cmployees. These pharmacies and their employees pay federal and state
taxes, and They work hard to satisfy federal and state Jicensing and safety standards.

The fedceral laws discussed above do not allow American pharmacies to purchase drugs at
the lower prices available in Canada, Mexico and other countries. By allowing foreign
companies t0 purchase drugs at lower foreign prices, and then mail those drugs to
customers In the U.S., the FDA has created a playing field tilted against U.S. pharmacies.
Legitimate pharmacies in the U.S.losc business each time a consumer buys from a drug
importer rather than visiting their local pharmacy. Pharmacies are in favor of
competition, but the Guidance has created a marketplace that is unlair to American
pharmacies.

American drug manufacturers arc also hammed by the Guidance. JForcign companies are
able to purchase drug manufacturers’ products at artificially low prices due to drug pricc
controls in foreign countriecs. Companies that facilitate mail order drug imports are
essentially importing price controls into our country.

6. Proposed Solution:

The Guidance should be permanently rescinded. The FDA itself has asked HHS for
permission to revoke the Gujdance to the extent it applies to mail order drugs. Although
the FDA made this recommendation over one year ago, to our knowledge HHS has never
responded to the FDA.”

In the alternative, the Guidance should he revised through notice and comment
rulemaking. The FDA’s failure to explain the Guidance and solicit public comments
caused the misunderstandings discussed above. Morcover, a federal court has ruled that
the FDA should not have issued the Guidance without following the notice and comment
rulemaking requirements Of the Administrative Procedure Act. See Benten v. Kessler,
799 T. Supp. 281 (E.D.N.Y.1992). The court firstindicated that the Guidance is
“substantive rulemaking” in light of “the breadth of its Janguage....” id.at289 n.7. Even
if the Guidance is merely an interpretive rulc or agency practice 0r procedure. the coust
held that the FDA’s own regulations required the agency to conduct APA rulemaking at
the time the Guidance was issucd. Jd. at 289-90.

1° See enclosed memorandum from FDA w HHS (May 2 1, 2001), reprinted in FDA Weck pp. 7-8 (Nov.
23, 2001).
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7. Estimate OF Economic Impact:

We are unaware 0of any studies of the economic impact of mail order drug importation.

The phenomenon is S0 recent, and is growing so exponentially, that any study would bc
quickly outdated. However, we can state with great confidencethat the Guidance has a
negative econoniic impact on consumers, pharmacies, drug manufacturcrs and even the
government.

Consumers import drugs to take advantage of foreign price controls, so the Guidance has
a superficially positive economic impact on consumers. As discussed above, however,
the FDA has identificd “scrious public health risks” associated with mail order imports.
Widespread use of imported drugs incvitably Jeads to increased health complications and
hospitalizations, as consumers use unapproved drugs without the supervision of licensed
pharmacists Or physicians. The resulting increase in health carc costs more than offsets
any initial savings on the cost of imported drugs.

American phammactes are also harmed by the Guidance. 1.egitimate pharmacies arc
Josing millions of dollars as a result o fimproper drug import schemes. Every time a
consumer purchases a drug from a foreign importer, = legitimate American pharmacy

loses revenues.

American drug manufacturers are also harnied by the Guidance. Rather than make sales
in the U.S. at market prices, cvery drug mailed into the U.S.was purchased at artificially
low prices fixed by foreign governments.

Ultimately, state and local governments are harmed by decreased tax revenues.
Consumers who buy drugs through the mail from foreign countries do not pay U.S. taxes
on those purchases. Forcign companies that sell the imported drugs do not pay U.S.
taxcs. To the extent that their sales are decreased. American pharmacies and
manufacturers will pay decreased U.S.taxes. ‘The companies that suffer reduced sales
will employ fewer workers, who will in turn pay fewer taxes.

The bottan line is that the Guidance enriches foreign companies et the cxpense of
American consumers, businesses and the public at large. At the very least, the FDA
should havc given proper notice and received public coniments before implementing such

apolicy.
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8. Conclusion

NACDS sympathizes with consumers seeking lower prescription drug costs. But the
Guidance raises serious issues of legality, safety, and fairness. We hope that OMB will
correct this situation.

Picase Icr mc know if there is anything NACDS can do to help your investigation. You
can contact me at (703) 549-3001.

Sincerely,

—

S. Lawrence Kocot
Senior Viee President and General Counscl

Enclosures
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SUBCHAPTER
COVERAGE OF PERSONAL IMPORTATIONS

PURPOSE

Tty y-rnvidc suidance for the coverage of personal-use quantitics of FDA-repulated imported products in baggage and mail and to gain the
araaient Seprec of pudlic prolection with allocated resources.

BACKGROUND

i3ccause the amouwnt of merchandise imported into the United States in personul shipmens is normally small, both in six and value.
woruprehensive coverape ol these iimports is normally not justified. This guidance clarifies hnw TDA may best protect consunrs with &

wrasonable expenditure of resourccs.

There s always been a market in the Uniled States for some foreign made products that are not available dumestically. For example,
individualg of differingelhnle backgrounds sometimes prefer products irom their homeland or products labeled in their native language 10
praducts availeble in the United States. Other individuals seck medical trearments that arc not available in this country. Drugs are
swueiimes mailed to this country in response to a prescription-like order to allow continuation Of 4 therupy initinted abroad. With
fusreaxing international travel and world trade, we can anticipate that more people Will purchase products abroad thar may nor be approved,
zray b health fravds or may be otherwise not fegal for sale N the United States,

fr udelidon, FDA must be alert to {oreign and domustic businesses that promole or ship unapproved, fraudulent or otherwise illegal medical
trealmens into the United States or who encourape peTSOnS 1o or der these products. Such reatments may be promoted Lo individuals who
nelieve that reatments available abroad will be cffective in the treaunent of serigus conditions such as AIDS or cancer. Because some
eonngrics do not regulae or restrict the exportation of products, people who mail order from these businesses may not be afforded (he
nosieeden of cither forcign or U.S. laws. In view of the potential scale of such operations, FDA has focused ity enforcement resources more
oxr products that are shipped commercially, tncluding smull shipments solicited by mail-order promotions, and less on those products tha
wo personally carricd. shipped by a personal non~cnmmercial representative of a consignee, or shipped from foroign medical faciiity where

4 percon ligs undergone Lrealment

PERSONAL BAGGAGE

P4 personnel are not Lo exanine personal baggage. Tis responsibility rests with the 1J.S. Customs Service. It is expected that a Customs
afficer will notify their local FDA distriet office when he or she has detected a sh:pmml of an FDA-regulated anicle insended for
cutmziereint distribution (see GENERAL GUIDANCE below) an artiole that FDA has snecifically requested be detained, or an FDA
regaizied article thar appears 1o represent a health fraud or an unknown risk to health,

When Hteras ip personat baggage are broughr to FDA's attention, the distriet office should use its discretion, on a casc-by-case basis, in

accocdance with the guidance provided under GENERAIL. GUIDANCE below, in deciding whether to request a sample, detain the article,
or tak other appropriate nction,

MAIL SHIPMENTS

Fi2\ persannel arc responsible for monitoring mail imporations. Jt is expecied that a Customs officer from rhc Customs Mail Division will
axgmineyw parcel and will yet if aside ([ il appesrs {0 contain & drug, biologic, or device. an article that FDA has specifically requested be
held or ag FOA-regulated anicle rhar appears to represent a health fraud or unkaown risk 1o health,

hiep://www.fda.gov/ora/compliance_ref/rpm_new2/chSpers.html 5/28/2002



4y 28 : 27PN , : P.9/1¢
Ri% Z@na}oa%er \?,Zb‘égcnaptcr Personal importations Page 2 of 3

FA shouid audit those parcels set aside by Customs in accurdanee With the guidance provided under GENERAL GUIDANCE below,
usng 1he loflowing procedures.

Pruepare « Collection Report for cach parcel sdmpled. Generally, a physical sample is not roquircd on mail importations becavse a
decumentary sample (for cxample, labeling, labels and inserts) will be sufficient for most regulatary purposes. If v physical sample is
aceded, oollect only the minimum necessary for analysis by the laboratory. I'he remaining portion should not be removed from the custody
or the Customs Mail Division.

Impastations detained in accordance with this guidanee should he held by Custorns until they are cither released 0r refused enuy. Amached
i puiddace arc two specimen letiers that may be sent with the Notice of Detention and Hearing whea a parcel is detined, (See Exbihir9-

3efor use in general mai) imponations sud Exhibit 9+4 for use inunapproved drug or device mall importations),

On oecasion. products detaived by FDA will be mixed with nan-J'DA-regulated products. When we refuse admission 0fthe FDA-regulated
occon, any request for the release of the non-FDA-regulated portion should be referred to the Customs Mail Division with a Notice of
siusal of Admission covaring the deLained article, Final disposition of all merchandise, inctuding the destruction of detained merchandise,

v diz respansibility of Customs.

GENERAL GUIDANCE

Tl statements in this chapter are intended only to provide operating guidance for FDA personnel and are not intended to create or confer
avy rightg, privileges, or benefits on or for any private person.

Kli 4 personnel may use their discretion to allow entry of shipments of violative FDA regulated products when the quantity and purpose are
chezwly lor personal use, and the product docs not preseat an unressonable risk o rhe user. 13ven though all products that appear w be in
violition of stawtes adiministered by FDA are subject to refusal, FDA personnel may use their diserction to rxaminc the background, risk,
andd purpose of the product hoforc muking a final deeision. Ahhough FDA may use discretion to allow admission of eentain violative items,
dais shoeld 10t be inlerpreled as a license to individuals to bring in such shipments.

Com:nercial or Proniotional Shipinents

Lewsmerent and promotional shipments arc nor subject to this guidance, Whether or not a shipment is cammercial or promoticnu) may be
deteroined by a number of factors including, for example, the type of product, accompanying [iteratuce, size, value, and/or destination of
ihe slipment. FDA personne) may also consider whether an impartation of drugs or medica) devices B a cormmercial shiproent by
cvyitraung whether the article appesrs t0 have been purchased for personal use or whether the quantity suppests commercial distribution
(i.c., the supply excecds what one person might rake in approximately diree months). Commereiv] shipmuenis generally include sbipmenis
othier than those products that are personaily carried, shipped by a personal non-commereiul represontative of a consigres, or shipped frony
W hreign medical facility where s person has undergoue teatment.

Producis Guher than Drogs and Devices

Many products other thaa drups, biologics, and devices that individuals seek Lo import in personal quantities do not posc a significant
tealtly risk slthough they uppear 1o be violative and muy be the subject of an import alert or automatic detention based on standarels
vislations, filth, and/or labeling problems. When such items are brought 10 FDA's utlention by Customs, it may be appropriale for FDA
personsel (6 use their diseretion to "Release with Comment” and advise the importer of the agency's concomns. FIDA personnel should be
alert (3 and should detain those products that do posc a significant health risk.

Drues, Biologics, und Deviees

When personal shipments of drugs and devices that appear violative are brought to FDA's attention by Customs. FDA personnel will uge
their disuretion to dccidc on a case by ease basis whether to delain, retuse, or allow eawry Of the product. Generally, drugs and devices
subjut tw Import Alerts are not arnenzble 10 this guidance, Devices to he used by practitionors for rreating patients should not be viewed ws
puremal imporniations subject to this chapter, Drugs subjeci to Drug BEnforcament Agency (DEA) jurisdiction should be retumed to

Cusiotas lor handling,

htp://www.[da.gov/ora/compliance_ref/rpm_new2/ch9pers.itm/ 5/28/2002
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in decidiny, whether to excrcise diseretion to allow personal shipmenls of drugs or devices, FDA personne] may consider 2 more permissive
pulicy in dxe following sitwations:

f. when the intended use is uppropriately identificd, such use is not for treaunent of a scrious condition, and 1he product is nor
kr:own 10 represent 4 significant health risk; or

2. wher 2) the intnded use i unapproved and for a scrious condition for which efTective teatment may not be available
domcestcally cither through commercial or clivical means; b) there is nu known commercialization or promotion lo persans
residing in the U S, by those involved in rhe disuribution of the product art issue; c) the product iS considered nor to represeat an
onrcasonable risk; and d) the individual secking to import the product affirms in wiiting that it B (or the paticnl's own use
(enerally not more than 3 month supply)and provides the name and address of the donor licensed in the U.S. responsible for his
a hor treaumene with the product, or provides cvidence that the product is for the continuation of a weatment begun in a foreign

coanuy.

17 thery arc any questions about (he appliestion of these factorsto any product, the product should be detained and I'DA personnet should
corsull with the spproprigte headquarters office.

Wlen 2 shipment K not refused entry, FDA personnel may consider isswing a "Release with Comment” and, as appropriate, advise the
recipient that 1) the drug (Or deviee) that has been obrained for personal usce appears to be unapproved in the United States; 2) the drug, (or
deviee) should bse used under medical supervision; 3) FDA mav detain future shipments of this producr: and 4) the patient’s physician
shanid consider {or exmmnple. encolling the paticnt in an Invesiigations! sudy or applying for Iovestigation New Drug (IND),
Cumpessianate IND, or Treaument IND exewprion.

BAZCILT ALERTS

FOA personnel should recommend o the Division of Iniport. Operstions and Policy (FFC-170) the issuance of an import alevt if they
gncaunier;

1. pessonal impontation of products that represent either a direct or indivect health risk; or

2. the promotion of upapproved forcign produas for mail order shipmeni; or repeated importation of products that represent

fraud®.

=(see Compliance Policy Guides Manual, Scction 120.500,"Health Fraud - Pactors in Considering Regulalory Action” (CPG 7150.10))

- —— r————— —

hrepu/www.fda.gov/ora/compliance_ref/rpm_new2/ch9pers.htinl 5/28/2002
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Customs Scrvice lack sufficient resources to adequately monitor port-of-enwry, and ir IS difficult Lo identify a

medicine by its appearance and it may be falsely labeled.

Schwelz says in the May 24 Jertar that FDA adopted its personal importaton policy 1954 "“whenthe small
rumber of personal imports did not warrant devoting significant time and effort 1o detain SUch products'* snd the

policy has been modified several imes over the years.

Tn 1988. the agency began allowing the importation of prescription drugs for humanitarian pUNPOSES in responsc
1 concerns about the unavailability of potentially effective wreament for AIDS.

But now, “due to faster review times and various regulatory mechanisms through which patiests can obtain
uniapproved eatments fOr humanitarian purposes, the nead to import therapies not available in te United States has

d.minished,” writes Schwetz,

FDA Asks HHS Secretary to Revoke Personal Imporiation Vail Policy

My 24, 2001

T The Secnmry
Throngh:
“ROM: Acting Principal Dcputy Commissioncr

SUBIEZT: Mazil lmporiadon of Prescription Dmgs for Personal
Use — DECISION

PYIRPOSE

FDA recentiy met with FTHS staff to discuss the importa-
tfon o preserpdon drugs through the mad) for personal use. At
e meeting, PDA presenred a proposcd appeoach for dealiag
with fhe growing number of drugs imported fov personal wse
and e dangers they may pose to the public health. Ar the re-
wuest of the swff, we have written thisS memorandum to de-
senbe thar proposal described herein and to discuss any other
pptcns that you may wish to consider.

The number of preseription drugs for persanal use imponed
through we mail has probably increased in recent years. Ac-
condiry 1o Customs, seizures of parcels containing scheduled/
ront Lied substances at intcruational mail facilities increased
by 4390% in FY 1999, primarily due to drug salcs over the
intcrest. However, this increase may not have a bearing on the
audver ol imported parcels containing non-controlled substance
pressripvon drugs. In addition, part of the reported risc in the
mumtier of seizares may be duc to increased surveillance by
Custoras,

Much of tbis increase in drug imports uppears to be driven
Ity economic faciors, particularly by consumers seelking to pur-
chess lower-priced medications from sbroad (foreign versions
of U.S. .approved drugs), and by individuals who want to pur-
chaye medicines without first obtaining a prescription. Most of
the I=1i.x products are lifestyle drugs, such as Viagra.

Under the Tederal Food, Drug, and Cosmetic (FD&C) Act,
uriporoved misbranded, and adulterared drugs are prohibited
{rom iusportztion inro the United States, including forsign ver-
sions of \I.S.-approved medications, as is reimportation of ap-
provecd drugs made in the United States. In general, all drugs
baporied by individuals fall into one of these prohibited cat-
e20u1es,

From a public bealth standpoint, imporing prescription
Grug,s for personal use is a potendally dangerous practice. FDA
and irie public do not have sny assuranee that unapproved prod-
uels are effective or safe, or bave been produced under U.S.

FDA Week - November 23,200

good manvfacturing practices. L.S.-made drugs that arc
reimporred may notr haw been stored under proper condi-
tionsor may not bc the real product, because the United States
docs not regulate foreign distribotoes 0r pharmacies. There-
tore, unappmved drugs and reimposicd approved medications
may be contaminated, subpoteat, superpotent, or counter-
feit. In addition, some foreign web sites offer to prescribe
medicines WiIthoUt a physical examination. bypassing the tra-
ditional doctor-patient relationship. As aresult, perients may
teccive ipappropriate medications recause of misdiagnoses,
or fail to receive appropriate mcdi ;ations or other medical
cars.

EDAS PERSONAL IMPORTATION POLJCY

Under FDA's personal importation policy. as described in
guidance ko the Agency's field personnel, FDA inspectors may
exercise enforcerent discretion 1o permit the iraportation of
certain unapproved preseription medi :ation for persona) use.

[irst adopted du 1954 when the s nall number of personal
iraports did not warrant devoting sign ficam time and effort Lo
detain suchproducts, the policy bas be<n modified several times
over the succeeding years. It was lagt modified in 1988 in re-
sponse to concerns about the unavaili bility of potentially ef-
fecdve treatments for AIDS patienrs. The agency expanded the
guidance for humaniterian purposes te allow individuals suf-
fering from serions medical conditions .o acquire medical treat-
ments Iegally available in foreign couniries but norzapproved in
the United States.

The current policy peanits the exerise of enforcement dis-
cretion 10 allow entry OF an unapproved! prescription drug if:

(1) the product i for personal vise (a 90-day supply or
less and oot for resale);

(2) its intended use is for a sed¢ us condition for which
effective reatment may not be availasle domestically (and,
therefore. the policy does not permit aispectors o allow for-
e&~ versions 0f U.S.-approved drugs ir to the United Stares);

(3 there is N0 known commercializaton OF promotion
lo 1J.8. residents by those involved in the disuibution Of the
producy;

(4)he product is considered not t0 represent an unrea-
sonable risk; and

(5) the individual seeking to ixaport the product affirms
in writing that it is for the paticat's own use and provides the
name and address Of the US. licensed doctor responsible for
bis or ber treatment with the product or provides evideace that
the product is for the continuation of a rreatmenr begun i 2
foreign countwy.

FDA believes that the need for the policy is far less than
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waren the current version OF the policy was developed in 1988.
Now due to faster review dmes and various regulatory mecha-
Aksvs through which paticats can obrain unapproved treatments
for humandzadan puUrposes, the need K0 iraport therapies not
evzaizale in the United States bas diminished. (Indeed,approved
new drup tharapies typically appear inthe United States before
\bey rre marketed abroad.)

IMPIEMENTATION OF THE PERSONAIL IMPORTA-
TIONDOLICY

At meil facilities, Customs officials identify parcels that
may be violaiive of the FD&C Act. FDA inspectors then deter-
wniue if these products should or should not be permirted to
aiier e couatry. If dotained, FDA must issue 1 notice o the
addressae describing the porential federal violadon and provide
the fadivideal with an opportunity to tespond. If the addressec
does not respand or provides an insdequate response, FDA will
five the mrel to Customs to have it returned o the importer. Dus
0 the sptice and opponunity o respond requirsments, detsin-
Jauy wod rofusing catry of mail parcels is resource incentive.

I0FDA would adequately enforee the FP&C Act and imple-
meut ilg parsonal importation policy s wrirten, few personal
‘1uports would be allowed into the United States.

Tl policy is generally not implemonted as writen because
(1} ¥DA (aad Customs) lacks sufficient resources 10 adequsrely
moniior ports-of-catry; and (2) the personal importation policy
us vrien i difficult to implement, in patt, because it is diffi-
ol fo identify & medicine by its appearance, and labeling may
faluely identify a product.

CARSON MAIL FACILITY PILOT
- Sarlier this year, FDA and Customs conducted a 5-week
suvy oF imported drug products entering the United States
thicugl U Carson City, Califomiz, mail facility, one of 14
tnrernadonal mail facilities in the United States. The purpose
vl the pilol was to closely examine incoming mail shipments of
phérmacuutical products over a specified tine frame in order to
ictantify ooth the volume and the types of drug products enter-
iny the Swates. FDA ulso hoped to berter assess the resources
nequined (0 cover mail tmportations at a mail facility, and o
uin a batier upderstanding of what the public health implica-
uons nf these importations may be for U.S. consumers,
e Carson pilot was accomplished by temporarily reas-

signing four inspectors from their normal duties to staff thet8
cility on a ful-time basis. Typically, FDA staffs the
facility with one inspector who provides approximately one half
day service every 1 to 2 weeks, which IS the maximum leve] of *-
resources FDA can allocate 1o this facility.

Based op whis pilot, Customs estimated that it would de-
tain approximately 3,300 packages each week ar the Carson

facility for FDA to examine. TO meet this volume and comply

with existing notice requirements, FDA would need to deploy
at least 12 full-tizoe inspectors at the Carson facility.

PROPOSAL

The uumber of unapproved preseription drugs imported
for personal use is incressing. If FDA docs not take a more
agpressive approach, consumers could be injured by danger-
ousimported products and the number of such iroports will likely
grow, becausc of the lack of an adequare enforcement pres-
cnee. Therefore, FDA suggests thal:

= The Agency would revoke the application of the per-
sonal imporwation policy to mail imports, thereby prohibiting
the usc of the mail for personal importaton of prescription
medicines, Patients could still obdn unapproved medications
for the treatment of serious conditions for which therapy is nor
available In the United Stares through the existing single pu-
tieny investgational new drug process.

* FDA remove the requirement that it ISSUE a notice
before it could refuse and reram personal use quandties of FDA-
regulated products that appear violative of the FD&C Act. Un-
less the notice requirementis eliminated, FDA could not effec-
tively prohibit mail importations for personal use. This change
will probably require legislation.

As 3 consequence. FDA could effectively use its current
resources L0 protest the American public from potentially dan-
gerous foreign medications.

Bemard A. Schwetz, D.V.M., Ph.D.

DECISION

Revake FDA's personal importation policy as it applies to
mail and remove the requivement that the Agency first issue a
notice before refusinga vinlatve product.
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