
FDAMA STAKEI-IOLDER MEETING SUMMARY
ATLANTA GEORGIA SITE ,.~

April 28, 1999 \
.-
~ ........

1. FDA information packets and press kits were developed and distributed.

2. In order to facilitate a lively interactive group, a description of the program format
was provided and participants were divided into 5 small workgroups where they
had an opportunity to share thtir concerns and ask questions,

3. Each group was assigned one of the five questions provided from headquarters.,
and was asked to write two or three suggestions that would answer the particul~
question. Suggested topics were also given (e.g., partnership with other groups,
ways to communicate with the public, resource allocation, priorities, and
wornen’s health and dietary supplements) to help generate comments or
questions.

4. Questions and comments were immediately faxed to the live teleconfmence.
After the teleconference, FDA expert panel responded to several questions and
comments that were not addressed during the tele~onference.

OUTCOME:

Total Attendees: 28

Audience Type Participants represented industry, academia, associatio~ health care
organizations, and federal and local government.

This vigorous interactive group submitted 17 questions (via fax) during the
teleconference. Attendees were pleased to hear the Commissioner respond to 5 of 17
questions submitted from the Atlanta site.

Everyone at the Atlanta location expressed appreciation far having the opportunity to
watch the dowdink and participate in an interactive session with other stakeholders.

The format provided all attendees the opportunity to be directly involved.

Special accommodation was provided for a “chemically sensitive” person. ThhJperson
letl a note of appreciation on how well she was treated by the FDA staff to her special
nads.

Health Industry Manufacturers Association (HIMA) sent a complimentary letter
expressing how pleased they were with the format presented at the Atlanta site. They
stated that this was a worthwhile event where all participants believed that they had the
opportunity to pose their questions to FDA officials.
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Atlanta, Georgia

sponsored by

Office 01 the Commissioner
O~fice of Regulatoq Affairs
Atlanta Field Office

speakers from

Association of Food & Drug Officials
Health Industry Manufacturers Association
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U.S. Food and Drug Administration

f~~~~ so.th..SStakeholders Meeting Agenda
The Food and Drug Administration Modernization Act of 1997

TaIking with Stakeholdera about FDA Modernization
Atlanta Field Office

Wednesday, April 28, 1999
12:00 noon to 5:30 p.m.

Live SateHite Teleconference with FDA Commissioner Jane E. IIermey, M.D.
1:00 p.m. to 3:00 p.m. EST

REGISTRATION

PLENARY SESSION I

FDA’s Opening Remarks

Ballard Graham, Acting Regional Food and Drug Director, Skwtheast Region
Gary Dykstra, Depu~ Associate Commissionerfo?’ Regulatory Aflairs
Joseph Baca, Director, Daitas Dis~”ct (.Fie[d Food Comm~ttee)
JoAnn Pittman, Public Aflairs Specialist, Atlanta District

Interactive Satellite Teleconference

BREAK Light rejeshments served

PLENARY SESSION II*

Panel: ‘Continuing the Dialoguem

. Presentation: State Affiliation
Betsy Woodward, Erecutive Director
Association ofFood & Drug 0@ciai3 @DO)

Presentation: Trade Association
Nancy Singer, Special Counsel
Health IhdustryManufactures Association (HIM4)

Working Session: Public Feedback**

Open Forum

CLOSING REMARKS

* O@cial Recording for Docket No. 99N-0386, Donovan Reporting, 237 Roswell Street, Marieitg GA 30060
** Stakeholder questions (Reference: March 22, 1999, Federal Reg-ster notice)
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bdaa
Atlanta Disbict Ofilce
60 Eighth Str@ NE
Atlan@ GA 30309

Mad 31, 1999

Dear FDA Partner
—

This is to invite you to participate in a live satellite teleconference sponsored by the Food
and Drug Administration on April 28, 1999, from 1-3 p.m. Eastern Time, at the FDA
Atlanta District Office. See duections enclosed. Registration will be held from 12:00
noon to 12:30 p.m. An overview of the program outline will begin at 12:30 p.m. and the
open forum will continue after the teleconference through 5:00 p.m. Refreshments will
be served.

FDA Commissioner Jane E. Henney, M.D., and Associate Commissioner for Strategic
Management Linda A. Suyd~ D.P.& will host the interactive teleconference. Dr.
Henney will discuss her priorities, opportunities and challenges to FDA as it enters the
new century.

This is part of an ongoing discussion begun last summer with FDA stakeholders,
including representatives of consumer groups, the regulated industry, health
professionals, state and local government and academi% about FDA’s modernization
efforts. The teleconference will be broadcast simultaneously in all time zones. A flyer on
the teleconference is enclosed and provides further information.

In conjunction with the national videoconference, Directors of FDA’s Centers will meet
with stakeholders at eight local meetings across the country on the same day as the
broadcast. These kxxi.1meetings will link to the interactive teleconference and provide an
opportunity for discussion between stakeholders and senior FDA leaders via telephone
and f=. Ir@ormationon the stakeholder meetings, locations and times of these meetings
and guidance on participation is also enclosed. Please complete the enclosed registration
form and return to JoAnn Pittman via f= at (404) 253-1202 or via -mail:

jpittmanfi)ora. fda.go~on or before April 23, 1999.

The purpose of these local meetings is to report to stakeholders on FDA’s progress in
implementing FDAMA and the Agency’s strategic direction in the fhture, and to seek
stakeholder input on two key themes: strengthening the science and analytical base of
FDA and improving processes for wxnrnunicating with the public. The following
questions will serve as the focus of discussion at these meetings:

1) What actions do you propose the agency take to expand FDA’s capability to
incorporate state-of-the-art science into its risk-based decision-making?
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2)

3)

4)

5)

i

What actions do you propose to faciiitat the exchange and integration of
scientilc information to better enable FDA to meet its public health
responsibilities throughout a product’s life cle?

What actions do you propose for educat’ g the public about the concept of
balancing risks against benefits in public h~th decision-making?

What actions do you propose to enable FDA and its product Centers to focus
resources on areas of greatest risk to the public health?

What additional actions do you propose for enhancing communication processes
that allow for ongoing feedback and/or evaluation of our modernization efforts?

Please consult FDA’s web page httm//www.fda.~ov: FZMM4 for more updated
information about the meetings. We look forward to meeting with you and hearing your
ideas and suggestions on how FDA can better protect the public health.

,
Acting Regional Food and Drug Director
Southeast Region

Enclosures
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IFiinBACK GROUNDER

CURRENT & USEI+UL INFORMATION FROM THE FOOD & IIRU~ AI) Ministration

—

The FDA Modernization Act of 1997

November 21, 1997

The FDA Modernization Act of 1997 is a major legislation focused on reforming the regulation of food,
medical products, and cosmetics. The following are the most important provisions of the act:

Prescription Drug User Fees
The act reauthorizes, for five more years, the Prescription Drug User Fee Act of 1992 (PDUFA). In the past
five years, the program has enabled the agency to reduce to 15 months the 30-month average time that used
to be required for a drug review before PDUFA. This accomplishment was made possible by FDA
managerial reforms and the addition of 696 employees to the agency’s drugs and biologics progrq which
was financed by $329 million in user f~s from the pharmaceutical industry.

—

FDA Initiatives and Programs
The law enacts many FDA initiatives undertaken in recent years under Vice President Al Gore’s Reinventing
Government program. The codified initiatives include measures to modernize the regulation of biological
products by bringing them in harmony with the regulations for drugs and eliminating the need for
establishment license application; eliminate the batch certification and monograph requirements for insulin
and antibiotics; streamline the approval processes for drug and biological manufacturing changes; and reduce
the need for environmental assessment as part of a product application.

The act also codifies FDA’s regulations and practice to increase patient access to experimental drugs and
medical devices and to accelerate review of important new medications. In additio~ the law provides for an
expanded database on clinical trials, which will be accessible by patients. With the sponsor’s consent the
results of such clinical trials will be included in the database. Under a separate provisio~ patients will
reoeive advance notice when a manufacturer plans to discontinue a drug on which they depend for life
support or sustenance, or for a treatment of a serious or debilitating disease or condition.

Information on (Ml-label Use and Drug Economics
The law abolishes the long-standing prohibition on dissemination by manufacturers of information about
unapproved uses of drugs and medical devices. The act allows a firm to disseminate peer-reviewed journal
articles about an off-label indication of its produ~ provided the company commits itself to file, within a
specified time frame, a supplemental application based on appropriate research to establish the safety and
effectiveness of the unapproved use.

The act also allows drug companies to provide economic itiormation about their products to formulary
committees, managed care organizations, and similar large-scale buyers of health-care products. The
provision is intended to provide such entities with dependable facts about the economic consequences of
their procurement decisions. The law, however, does not permit the dissemination of economic information
that could affect prescribing choices to individwd medical practitioners.



—
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Pharmacy Compounding
The act creates a special exemption to ensure continued availability of compounded drug products prepared
by pharmacists to provide patients with individualized therapies not available commercially. The law,
however, seeks to prevent manufacturing under the guise of compounding by establishing parameters within
which the practice is appropriate and Iawfbl.

Risk-based Regulation of Medical Devices
The act complements and builds on FDA’s recent measures to focus its resources on medical devices that
present the greatest risks to patients. For example, the law exempts from premarket notification class I
devices that are not intended for a use that is of substantial importance in preventing impairment of human
health or that do not present a potential unreasonable risk of illness or injury. The law also directs FDA to
focus its postmarked surveillance on higher risk devices, and allows the agency to implement a reporting
system that concentrates on a representative sample of user facilities—such as hospitals and nursing homes-
that experience deaths and serious illnesses or injuries linked with the use of devices.

Finally, the law expands an ongoing pilot program under which FDA accredits outside-so-called “third
Party’’-experts to conduct the initial review of all class I and low-to-intermediate risk class II devices. The
act, however, specifies that an accredited person may not review devices that are permanently implantable,
life-supporting, life-sustaining, or for which clinical data are required.

Food Safety and Labeling
The act eliminates the requirement of FDA’s prernarket approval for most packaging and other substances
that come in contact with food and may migrate into it. Instead, the law establishes a process whereby the
manufacturer can notifi the agency about its intent to use certain food contact substances an~ unless FDA
objects within 120 days, may proceed with the marketing of the new product. Implementation of the
notification process is contingent on additional appropriations to cover its cost to the agency. The act also
expands procedures under which FDA can authorize health claims and nutrient content claims without
reducing the statutory standard.

Standards for Medical Products
While the act reduces or simplifies many regulato~ obligations of manufacturers, it does not lower the
standards by which medical products are introduced into the market place. In the area of chugs, the law
codifies the agency’s current practice of allowing in certain circumstances one clinical investigation as the
basis for product approval. The act, however, does preserve the presumption that, as a general rule, two
adequate and well-controlled studies are needed to prove the product’s safety and effectiveness.

In the area of medical devices, the act specifies that FDA may keep out of the market products whose
manufacturing processes are so deficient that they could present a serious health hazard. The law also gives
the agency authority to take appropriate action if the technology of a device suggests that it is likely to be
used fw a potentially harudbl unlabeled use.

-

—

—

—

-

—

-



13304 Federal Register/Vol. 64, PJo. 54/Monday, March 22, 1999 /Notices

— U.S.C. 1905, the submtsslons may be
seen in the Dockets Management Branch
(address above) between i) a.m and 4
p.m., Monday through Friday.

— TMs notice la issued under the
Federal Food, Drug. and Cosmetic Act
(sec. 505 (21 U.S.C. 355)) and under
authority delegated to the Director of the
Center for Drug Evaluation and Research
(21 CFR 5.82).

Dated:March3, 1999.
Janet Woodcock

— Dlmctor,Center forDmgEvaluaUon and
Resauch.
ll?RDec.994808 Ffled 3-W-99; 8:45 am]
auuto Cooe 41w-Ql+

DEPARTMENT OF HEALTH AND
HUMAN SERViCES

Food and f)rug Admlnhitratlon

[Docket No. 99N-03881

Talklng With Stakeholders About FDA
Modemlzatlon; Notlca of hlWX[ng6 and
Teleconference

AGWCY: Food and Drug Administration,
HHs.
AClltMNotice of meetings and
teleconference.

SUW.Y. The Food and Dmg
kiMiJBrstiog -(FDA) is WWIOWIChlg
pubXtc meetings and an interactive
satellite teleconference entitled
“’TMkingWith %akeholdera About FDA
Modem-hxttion.” The purpose of the
meeting is W..d.lscussthe agenqf’s
Pfw- inimplementingthe FDA
Modernization Act (FDAMA) and to
seek additional input on specific
FDAMA perfommnce targets.
DA=: Themeetingsand teleconference
will beheld on April 28,1999. The
deadlines for speaker registration and
attendance registration are April 9,
1999, and”Aptil 16, 1999, respectively.
Stakeholders interested in being a
member of the txudio audience should
indicate tltelr interest by April 15, 1999.
comments may be submitted by May 14,
1999. For acidkional infohnation
+q m~tit.fon. the meetings, and
teleconference, see Table 1 in section III
of tits documenc
MIOR_ Subm[t written comments
tn the Dockets Management Branch
@tFA-305), Food and Drug
Admtn_Wetion, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, e-mall
‘“FDADockets@bangate.fda.gov”, or via
the FDA web site “http://www.fda.gov”.
mfl Klm K4FORMA’i10t4CCU4TACC
Carrie Smith Hanley, ORlce of External—
Affatrs (HF-60), Food and Drug
Admlnlstratton, 5600 Fishers Lane,

Rockville. MD 20857,301-827-3365,
FAX 301-594-0113, e-math
%hanley4?oc.fda.gov’*.
wWt.tWEWflRY NFoRMA7tOW

I. Background

SectIon 406(b) of FDAMA (21 U.S.C.
393(f) and (g)) requires the agency To
consult with its external stakeholders as
it moves forward to modemlze the
agen~ to develop a plan, based on
tnput from stakeholders, for complylng
whh the agency’s obligations under the
Federal Food, Drug, and Cosmetic Act
(the act); and to periodically revisit the
plan in consulmtlon with stakeholders
to make appropriate adjustments, As a
cubnlnation of these requirements, FDA
will issue a performance report to
Congress at the end of the 1999 calendar
year.

A summary of the agency’s responses
to each obligation follows.

A. Consult With External Stakeholdexs

To respond to the first requirement of
section 406(b) of FDAMA, the agency
he[d a series of well attended public
meetings last summer to obtain
stakeholder views on how FDA can best
meet its statutory obligations.
Stakeholders offered a wealth of
productive suggestions, many of which
reflect theh desire for greater
involvement in FDA’s work by
contributing to the agency’s future
strategies arid for receivtng clear and
timely Information about the agency’s
processes and new regulated products.

B. Develop a Plan That Reflects
Stakeholdem Views

FDA llstened carefidly to lts
stakeholders and used their
contributions to guide the development
of a plan for complying with its
obligations under FDAMA, as well as
responding to the public’s expectations.
In the Fed&al Regfster of November 24,
1998 (63 FR 65000), the agency
published the “FDA Plan for Statutory
Compliance” (see FDA’s web We,
‘“httpY/www.fda.gov/oc/ fdama/
fdamapln’~. This plan provides a broad,
agency wide strategic ffarnework and
specific performance goals for the
current fiscal year (1999) that wIII allow
FDA to act on stakeholder
recommendations as well as allow the
agency to meet Its s~mtocy obligations.
The strategic framework outlines six
broad directions: $krengthenlng the
science base, closely collaborating with
stakeholders, establishing risk-based
priorities, adopting a systems approach,
continuing to reenghwer FDA processes,
and Capitalizing on information
technology. The plan describes how the
agency is already implementing many

strategies tn new and creative WSW
within each of these broad dtrectlom.

C. P&odicallyRevMt the PLw in
Consultation with Stakeholdecs

FDA is now preparing to revisit the
406(b) plan as part of a formal
consultation with its stakeholders.on
April 28, 1999. The agency would like
to receive input from stakeholders on
the elements of the plan that have been
implemented thus far and obtain
additional suggestions on how the
agency can continue to improve its
modernization efforts. FDA specifically
wants Input on how to: (1) Strengthen
Its science base and (2) improve lts
communication processes. To help
focus the discussion at the April 28,
1999, meeting, FDA has designed five
questions that address these two
concerns. As stakeholders respond to
these questions, it maybe useful to
review the “FDA Plan for Statutory
Compliance” which outlines the
agency’s current and proposed act[vlties
in these two areas. FDA requests that
stakeholders address the five questions
below in their oral and/or written views:

1. science based declslons are made
throughout the life span of products
from initial research, development and
testing, through production, marketing,
and consumption. These declslons
require the best science to identtfy,
evaluate, and balance product risks and
benefits It is crucitd that FDA, in
collaboration with product sponsors,
develop a shared understanding of new
scienceand technplo~ies and their effect
throughout a products life span.

What actions do you propose the
agency take to expnd FDA’s capability
to incorporate state-of-tlwart science
into its riik-tiased decisionnxddng?

2. h. the agency attempts to meet its
public health responsibilities, the speed
of discovery resdts in an ati.aoche of
new information from govemmenL
academic, and Industry scientists.

What actions do you propose to
facilitate the exchange and Integration
of scientific information to better enable
FDA to meet its publlc health
responsibilities throughout a product’s
lifecycle?

3. Most products in the American
marketplace, especially medical ones,
have two facets. On one side they
benefit users and often improve lives.
They are, however, rarely without risk,
and their use can result in known and
unknown side effects. Cam.uners must
weigh benefits and risks before using
these products, oftentimes with
incomplete information.

What actions do you propose for
educating the public about tie concept
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of balanclng risks against benefits in
public health declsionmaking?

4. ‘k agency stated in the “FDA Plan
fir Statutory Compliance” that Inflation
heserodedrealessets thatcanbe
applkxf to meet its public health
Xniss!onW.h!le.CQngresshas increased
its respondblhttes.

Because the agency must allocate Its
IIrnited resources to achieve the greatest
impact, what act.ions do you propose to
enable FDA and its product centers to
focus resources on areas of greatest risk
to the pubhc health?

5. FY)AMA requtres the agency to
mntinue to meet with stakeholders on
key issues. Meetings have ranged from
explaining the positions of the agency
orrparticular Issues to working with
sponsors on product applications.
Historically, these interactions have
benefltsd both stakeholders, through
better knowledge of FDA, end the
agency, by leading to positive changes
hi its Ope-mtions.

CentarK21tyReglatration

Center for Dnig Evalua-
tion and Research,
Phfladefphle, PA

CenterforlXotoglce
EvacuationendRe-
search,Boston,MA

Center forBidogka
Evatuatton and Re-
search, San Fmn-
daoo, CA

CenterforFoodSafety
andAppliedNutrition,
Chkago, IL

Center for Veterinary
Medidna, Overtand
Pa& KS

Center for Devices end
Radidogtcal Health,
San Diego, CA

Because the agency wants to assure
that Its stakeholders are swam of end
participate In its modernization
activities, what additional actions do
you propose for enhancing
communkatlon processes that allow for
ongoing feedback and/or evaluation of
our modemlzatlon efforts?

IL Comments

Stakeholders are encouragedto
submit their responses in advance of the
April 28.1999, meeting. Written
comments should be identified with
docket number 99N-0386 and
submitted to the Dockets Management
Branch (address above). In order to
promote a variety of responses,
stakeholders are encouraged to state a
proposed action as a separate conctse
statement followed by a written
explanation of its meaning.

III. Scheduled Meetings

Open public meetings with
stakeholders w1ll be held In several

LOc8ti0dAddre88

‘empte Uniwrafty,
f14~n~w#&

dud, 130 Cad B.
Moore A=., Phila-
delphia PA

IcratonUnhfefatty,
School of Medkine,
715 A#any St., Bos-
ton, MA

kuth San Frandaco
Confen3noeCtr., 265
South A@@ Bfvd.,
Soutfi San FIW-
daco, CA

latph Metcdfe Fed-
eral El@., ~ Weaf
Jackson Bfvd., Mor-
daon Conference
Room, @iCSfJO, k

Johnson county com-

muntty College,
Bk@. CE, nn.211,
12345 cdfegef3w.,
(Kansas~, KS)
(Illth & Qldvara),
ovettand Par% Ken-
8ss (Wmaaa city,
KS]

Scrip&ReaeardI ln-
a##,HS4kpherd

Schaetzte ‘Education
Center, Satpps Me-
morlel Hospital,
9890 ~eneaee Ave.,
U Jolla, CA (San
Diego)

TABLE 1

Scheduted Time Of
Meeting

230 p.m. to 6 p.m.
Eastern Time

:30a.m. to 3p.m.
Eastern Time

2 Noon to 4:30 p.m.
Central Tme

1:30a.m. to 5 p.m.
Central Tne

}:45a.m. to 4 p.m.
Padtic Time

locations throughout the cowmy. b
meettngs will provide down-link
Interactive vkwlng sites for the live
satelllte teleconference and also provide
an opportunity for formal presentations
to FM’s sen!or managers at the local
meetings. The teleconference wI1l
feature Jane E. Henney, Commtas[oner
of Food and Drugs. and Linda A.
Suydam, Assodate Commissioner for
Strategic Management who will be
talklng with stakeholders during the live
satellite teleconference. These meetings
are open to all stakeholdera end whl be
co-hosted by FDA’s field offices and
centers, and they w1ll focus on the
specific product center listed in the first
column of Tsble 1 of this document.
The scheduled time of meetings, as
listed in Table 1 of this document
includes the time devoted to the live
satellite teleconference broadcas~ as
well as a period of time for
presentations and/or dlscusdon of the
questions listed in section LC of this
document.

Speaker Registration Contact

lJarda Tremer, Phone 301+27-
149Z Fax 301-627-3066,
Emaik Trenterm @cder,fda.gov

LonfeHanlaon, Phonw 301-827-
5546, Fax 301-627-3079,
Email: HarrfsonOcber.fda.gov

Lorde Narrtaon, Phons 301-827-
5546, Fax 301+27-3079,
Emalk HanlaonCkber.fda.gov

Maqdta Steadman, Phone 301-
827-8735, Fa~ 301480-5730,
Emen:
mateadman 0 bangate.fdagov

Lfnda &aa81e, Phone 301-827-
6513, Fax 301-594-1831,
Emak
LgrasaieObangate,fda,gov

Ron Jans, Phone 301-827-0049,
Fax 301443-6810, Emall:
RajQcddi,fda.gov

AttsndanM Contact

nitraBrown-Reed,Phone
215-5974390 e)d. 4202
Fax 215-597-4860, Emalt
Abrown2~ore.fda.gov

ode Nardaon, Phomx 301-
8275w$4%c 3o1-627-

Nan&nQ&r.tiagov
orrtetfsrrlson,Phmx 301-
627-5546, Fax 301-827-
3079, Emalk
HarrtaonQcber.fdagov

knberly FtWipa, Phorwx 312-
3S3-7126 est. 183, FeIC
312+86-3280, Emak
Kphlllipeorll.fda.gov

JndaWsasie, Phone 301-
827-6513, FaIC301-594-
1831, EmaIl:
Lgra881e0bangate.fda,gov

IonJana, Phone:301-827-
0048, Fax 301443-8810,
Emaik Rsjt#cdrh.fda.gov

-
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—

—

—

—

.

—

—

—



13806 Federal Register/Vol. 64, No. 54/Monday, March 22, 1999/Notices

CenterKWyReglatration

— Offioe of Refydatory Af-
falm, Atlantat GA

FDA Qeneml, Waah-
Irlgton, m

LocefionlMdmss

‘ood and Dnw Mmln-
Ietration,60 Eighth
St., N.E. Atlanta, GA

Jnited States Depart-
ment of Agffculture,
Jefferson Auditorium
(west Wing), 141h
and Independence
Ave., SW., Wash-
hgton, DG

A separate FDAMA section on the
FDA web ske will provide current
Information about these public
meetings. It is highly recommended that
individuals who wish to participate at
these public meetings plan to attend the
entire session. Each public meeting will
Include an opportunity foran open
comment session where attendees can

%
ress thetr views.

e Interactivesatellite
teleconference1sa C-Band broadcast
with the following coordinates satellite
GE-2, 85 West, Transponder 3.
frequency 3760 MHz Vertical. Test
signal begins at 12 noon Eastern Ttrne.
The satellite teleconference will begin
promptly at 1 p.m. Eastern Time and
end no Iater than 3:30 p.m. Bastem .
Time. Limited seating w1ll be available
for alive stidio audience at the
broadcast studio in Gaithersburg, MD.
Irtdivlduals representing broad interest
groups are invited to participate in the
studio audience. A balanced
representation of FDA stakeholders will
be selected. Stakeholders who are
interested in participating in the
broadcast es a member of the studio
audience should indicate their interest
by April 15,1999, to Carrie Smith
Hartley, Office of External AHairs at the
phone, fax or e-mail address listed in
the section of this document entitled
“’For Further Information Contact”.

IV. Regfsfration and Requests for Oral
Presentations

All piwt.lcfpsntsshould send
registration lnforrnation (including
name, title, firm name. address,
telephone and fax number) to the
appropriate ““attendance registration”
contact person Wed In section III of
this document by April 16, 1999. If you
need special accommodations due to a
disability, please lndlcate such at the
time of registration.

Participants who wish to make a
formal oral pre.sentatlon should register
with the appropriate contact for
““speakerregistration” Identified by

TABLE I-Continued

schaduw3d&lle of Speaker Re@stmtkm Gontect I Atlendsnce Gonted

12 noon to 5 p.m.
Eastern The ‘1Joann Plttrnan, f%OtM3:404-253- Joannpittmrt,~Ot14K404-

1272 Fax 404-253-1202, 253-21g7&%x 404-253-
EmaN jpittmsn~ora.fds.gov

jpftfm”anQora,fda.gov
1230 p.m. to 5:30 MaryOmss, Phone: 301-827- Russall Gampbell, Phone:

p.m. Eastern Time 3364, FaJC301-594-0113, 301-8274413, Fax 30%
Emal[: mgrossfloc.fda.gov 443-9767, Emaik

mamptwooc.fda.gov

meeting in section III of this document
by April 9, 1999.Formal oral
presentations will not be made at the
studio. Stakeholders wishing to make
presentations should make their wishes
known to the appropriate indhdduals
listed in section III of this document.

V. Transcripts

Transcripts of the meetings (from each
site listed in section III of tlds
document) may be requested fn writing
ftom the Freedom of Information Ofllce
(HFI-35), Food and Drug
Administration, 5600 FIshets Lane, rm.
12A-16. Rockville MD 20857.
approximately 15 working days after the
meeting at a cost of 10 cents per page.
The transcript of the meeting will be
available for public examination at the
Dockets Management Branch (address
above) between 9 a.m. and 4 p.m..
Monday through Friday, as well as on
the FDA web site “’http:/Avww.fda.gov”.

Dated:March 17, 1999.

WUltam K, Hubbard,

ActlngDeputyCornrnlssloner for Policy.
~ WC. 99-7038 Filed 3-18-99; 11:48 am]
SlumoCOOE41s041+

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Admlnlstratlon

Council on Graduate Medical
Education Meeting

In accordance with section 10(a)(2) of
the Federal Advisory Committee Act
(Pub. L. 92-463), announcement Is
made of the followlng National
Advfsory body scheduled to meet
during the month of April 1999:

Name: Council on Graduate Medical
Education.

Date and Tfme: April 14, 1999, 8:30 a.m.—
5:15 p.m. Aprfl 15, 1999, 8:30 a.m.—l2 p.m.

Place: Washington Plain, 10Thomas
Circle, N.W.,Massachusetts Avenue& 14th
Street,Washington, D.C.

‘l%tsmeeting tsopen to the public.
Agenda: The agenda will tnclude

Welcome and opentng comments fmmthe
Admlrdstrstor,HealthResources and
Servkxs Admtntstratlon, the Assoctate
Admirdstrstor forHealthProfessionsmd the
Acting Executive Secretary of COGME a
panel on Ambulatory Setttngs,the Changing
Environment, and Acaeditatlon and
Certification III CM13a panel on GME
PhysicIanWorkforceAssessmentActlvltles
anda panel on The Physlctan Publlc Health
Workforce. The Counctl wfll hear the reports
of lts work groups on Ambulatory Programs
and Flnanctng, md Physician Workforce.
The CouncU wtll afso hear an update on
Legislative Pmpossls and ActlvttIes. It wtll
discuss the COGME 15thReport outllne md
Its future dkectlon.

Anyone requldng information regarding
the subJect shoutd contact Stanford M.
Bastacky. D.M.D., M.H.S.A., Executive
Secretary, telephone (301) 443-8326, council
on Graduate Medical Education, Divlslon of
Medicine, Bureau of Health Pmfesslons,
Room 9A-27, Paddawn BuUdlng,5600
Fishers Lane, RockvtUe, Mar@nd 20657.

Agenda kerns are subject to change as
priorities dictate.

Dated: March 16, 1999.

Jane M. Harrison,
Dfractor, DM.don ofPokyRetiewsnd
(%odnatfon.
~ Dec. 99-5609 Filed 3-19-99; 8:45 am]

SILLNOMDE41S0-1S+

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Heafth
Setvlces Admlnlstratlon

Agency Information CollectIon
Actlvltles: Proposed Gollectlon;
Comment Request

In compliance with section
3506(c) (2) (A) of the Papmvork
Reduction Act of 1995 concerning
opportunity for public comment on
proposed collections of Information, the
Substance Abuse and Mental Health
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JANE E. HENNEY, M.D.
Commissioner of Food ‘and Drugs

Food and Drug Administration
Department of Health and Human Services

Dr. Henney began her tenure as Commissioner of the Food and
Drug Administration (FDA) in November of 1998. Prior to that,
she served as the first Vice President of the University of New
Mexico Health Sciences from 1994 to 1998. Before joining the
University, Dr. Henney served as the Deputy Commissioner for
Operations at FDA from 1992 to 1994. Dr. Henney’s other past
academic administrative positions have included Vice
Chancellor for Health Programs and Policy at the University of
Kansas, and Acting Director of the University of Kansas M!d
America Cancer Center from 1985 to 1992. She also served as
Interim Dean of the School of Medicine at the University of
Kansas from 1987 to 1989. From 1976 to 1985, Dr. Henney
held various positions at the National Cancer Institute (NCI) of
the National Institutes of Health. From 1980-1985, or. Henney
was Deputy Director of the NCI.

In addition to being an active member of many professional societies, Dr. Henney has been
the President of the United States Pharmacopeial Convention, a member of the Advisoty
Committee to the Director for the National Institutes of Health, a member of the National
Advisory Research Resources Council, and a member of the American Cancer Society
National Board of Directors. She has served as a member of the Board of Directors of the
Lovelace Respiratory Institute, the Kansas Health Foundation, and the Kansas State University
Cancer Center. Dr. Henney also has served on an Advisory Committee for The Commonwealth
Fund and as a consultant to the W.K. Kellogg Foundation. She currently serves as a member
of the Board of Trustees at Manchester College.

Dr. tienney is a graduate of Indiana University School of Medicine and Manchester College.
She completed her medical internship at St. Vincent’s Hospital, and her residency at Georgia
Baptist Hospital. Dr. Henney was a Fellow in Medical Oncology at M.D. Anderson Hospital and
Tumor Institute, and completed graduate medical work at the Cancer Therapy Evaluation
Program at NCI. She has also completed management training at the John F. Kennedy School
of Government at Harvard University.

In addition to other distinguished honors, Dr. Henney was recently given an Honorary
Fellowship from the American College of HealthCare Executives, She also received the Indiana
University Medical School Distinguished Alumni Award in 1998, the Manchester College
Alumni Award in 1996, and was a member of the Leadership New Mexico Inaugural Class in
1996-1997. She was also a member of the Charter Class for the Academic Health Centers
Scholars in Academic Administration and Health Policy in 1991. Dr. Henney received the
Public Health Senke Commendation Medal in 1979 and 1981, and the Commissioner’s
Special Citation in 1994.

—
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DR. LINDA A. SUYDAM
Associate Commissioner for Strategic Management

Food and Drug Administration
Department of Health and Human Servkes

As Associate Commissioner for Strategic Management, Dr.
Suydam is responsible for the development and implementation
of processes to execute change and develop new regulatory
strategies for the Food and Drug Administration (FDA) to
efficiently and effectively operate within a global economy. Dr.
Suydam advises the Commissioner, Deputy Commissioner for
Management and Systems and other key officials of the Agency
on all matters concerning strategic management. One of her
principal responsibilities is the development of the initial Agency
plan required under Section 406(b) of the Food and Drug
Administration Modernization Act of 1997.

Before rejoining the Agency in July 1998, Dr. Suydam was the
Associate Vice President for Planning and Development of the
Health Sciences Center (HSC) at the University of New Mexico
in Albuquerque. The HSC is the onlv comprehensive patient.

care, education, and research health- care organization in the state of New Mexico: This
organization has 6,000 employees and a 500 million-dollar budget. Dr. Suydam was
responsible for strategic and facilities planning, marketing, public relations, development,
research coordination, the animal research facility and the HSC Library.

Dr. Suydam’s career at the FDA prior to 1995 spanned 17 years of more progressive
responsibility beginning in the Bureau of Medical Devices as a Program Analyst six years as
the Executive Officer for the Center for Devices and Radiological Health; two years as the
Associate Commissioner for Operations in the Offlce of the Commissione~ and culminating as
the Interim Deputy Commissioner for Operations from April 1994 until September 1995.
During her FDA career Dr. Suydam received numerous awards, inctuding the Secretary’s
Distinguished Service Award, the Public Health Service’s Superior Service Award, two
individual FDA Awards of Merit, and many group awards.

Prior to joining FDA in 1978, Dr. Suydam held progressively responsible professional positions
in the private sector as a counseling administrator, social work supervisor and caseworker.

Dr. Suydam received a BA degree from Trenton State College in 1969, an MA from George
Washington University in 1979, an MPA from the University of Southern California (USC) in
1983 and a DPA from USC in 1998. She is married to Dr. Gerald L. Barkdoll and resides in
Rockville, Maryland.



GARY 13YKSTRA
Deputy Associate Commissioner for Regulatory Affairs

Food and Drug Administration
Department of Health and Human Ser@es

Mr. Dykstra graduated from Michigan State University with a B.S. degree
in microbiology. He received his M.S. degree from Purdue University also
in microbiology.

Mr. Dykstra joined Food and Drug Administration (FDA) in 1967 as a
microbiologist in the Detroit District Laboratory. He moved to FDA
headquarters in Rockville, Maryland in 1972. He worked in FDA’s Office
of Regulatory Affairs as a Special Assistant to the Associate
Commissioner for Regulatory Affairs. In 1984, Mr. Dykstra joined the FDA
Center for Veterinary Medicine as the Deputy Associate Director for
Surveillance and Compliance. In January 1991, Mr. Dykstra bemme the
Deputy Associate Commissioner for Regulatory Affairs.



BALLARD H. GRAHAM

Atlanta District Director

Office of Regulatory Affairs
Food and Drug Administration

Department of Health and Human Services
—

Ballard H. Graham is responsible, under the general guidance and
direction of the Regional Food and Drug Director, for providing executive
leadership and managerial direction necessary to assure the effective
accomplishment of FDA’s programs and enforcement activities in
Georgia, North Carolina, and South Carolina. From 1988 to 1970, Mr.
Graham served in the U.S. Navy as a Medical Corpsman. In 1970, he
joined FDA as an Investigator at the Indianapolis Resident Post. In 1978,
he received a B.S. degree in biology from Indiana University. From 1980
to 1985, he served as Resident-in-Charge at the Sioux Falls Resident
Post. In 1985, he was appointed as Supervisory Investigator in the
Newark District. He received the FDA Group Recognition Award in 1990
for his efforts regarding the Pony Malta emergency. In 1991, Mr. Graham
participated in the Office of Personnel Management% Executive Potential
Program. During his program, he received a Special Recognition Award
from the Acting Director, Office of Women’s Health, Office of the Assistant
Secretary for Health, Public Health Service. In 1992, he was appointed
as Director, Investigations Branch, Philadelphia District. Mr. Graham
assumed his current position in 1994. He is a recipient of Vice President
Al Gore’s Hammer Award for partnership activities with U.S. Customs on
import operations during the 1998 Olympic Games.

—.
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JOSEPH R. BACA
Dallas District Director

Food and Drug Administration
Department of Health and Human Services

Joe Baca has been the District Director of the Food and Drug
Administration (FDA), Dallas District, since August of 1996. Dallas
District is responsible for FDA regulations in the states of Texas,
Oklahoma, and Arkansas. Mr. Baca has been with FDA since 1971.
Prior to going to Dallas, he was the Compliance Branch Director in the
Seattle District from 1987 to 1996; from 1977 to 1987, he was a
Compliance OfFicer in the Minneapolis District; and from 1971 to 1977, he
was a Chemist in the Minneapolis District.

He currently serves as the Chairperson of the FDA’s Field Food
Committee.

Mr. Baca holds a BS degree in Chemistry. His hobbies include bicycling
and woodworking.
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JoAnn M. Pittrnan
Public Affairs Specialist

Atlanta District, OfFke of Regulatory Affairs
Food and Drug Administration

Department of Health and Human Services

Ms. Pittman works with professional and consumer groups in Georgia and
South Carolina. She coordinates consumer and health professional
education programs, and public participation outreach. She serves as liaison
between the FDA and the public. Significant activities include education and
outreach programs, consumer inquiries, networking/partnering and managing
information. She also acts as a representative of the FDA, appearing on
broadcast media and assisting reporters in news story development.

Ms. Pittman is a graduate of Morris Brovm College and has over twenty-eight
years of wrk experience with emphasis on consumer service interpersonal
skills. Prior to her employment with the FDA, she worked as a legal assistant
with the law firm of Najjar, Denaburg of Birmingham, AL, which represented
business and commercial litigation, and labor construction law. She worked
as a customer service representative with General Motors Corporate office in
Birmingham, AL where she promoted customer satisfaction in responding to
consumers concerns and complaints on new vehicle purchase and
distribution. She taught Business Education courses at Sequoyah High
School in Decatur, GA.

She is happily married to James Pittman with children: Jamya, James, and
Justin.

——

—
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Overview of the Food and Drug Administraticm Page 1 of 3

The Food and Drug Administration: An
Overview

FDA regulates over $1 t%ion worth-of ‘products, -which
account for 25 cents of every dollar spent annually by
American consumers.

[
The Food and Drug Administration touches the lives of virtually every
@erican every day. For it is FDA’s job to see that th~ M we eat is

safe and wholesome, the cosmetics we use won’t hurt us, the medicines and medical devices we use
are safe and effixtive, and that radiation-emitting woducts such as microwave ovens won’t do us
harm. Feed and dru~ for pets and fm animals also come under FDA scrutiny. FDA also ensures
that all of these products are labeled truthfidly with the information that people need to use them
properly.

FDA is one of our nation’s oldest consumer protection agencies. Its approximately 9,000 employees
monitor the manufacture, import, transport, storage and sale of about $1 trillion worth of products
each year. It does that at a cost to the taxpayer of about $3 per person.

Fh-st and foremost, FDA is a public health agency, charged with protecting American consumers by
edorcing the Federal Food, Drug and Cosmetic Act and several related public health laws. To carry
out this mandate of consumer protectio~ FDA has some 1,100 investigators and inspectors who
cover the country’s almost 95,000 FDA-regult@d businesses. These employees arelocated in district
and local offices in 157 cities across the country.

Inspections and Legal Sanctions

These investigators and inspectors visit more than 15,000 facdities a year, seeing that products are
made right and labeled truthfully. As part of their inspections, they collect about 80,000 domestic and
imported product samples for examination by FDA scientists or for label checks.

If a company is found violating any of the laws that FDA enforces, FDA can encourage the firm to
voluntarily correct the problem or to recall a faulty product &om the market. A recall is generally the
fastest and most effkctive way to protect the pubtic from an unsafe product.

When a company can’t or won’t correct a public health problem with one of its products voluntarily,
FDA has legal sanctions it can bring to bear. The agency can go to court to force a company to stop
selliig a product and to have items already produced seized and destroyed. When warranted, criminal
penalties--including prison sentences--are sought against manufacturers and distributors.

About 3,000 products a year are found to be unfit fm consumers and are withdrawn from the
marketplace, either by voluntary recall or by court-ordered seizure. In addition, about 30,000 import
shipments a year are detained at the port of entry because the goods appear to be unacceptable.

Scientific Expertise
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The scientific evidence needed to backup FDA’s legal cases is prepared by the agency’s 2,100
scientists, including 900 chemists and 300 microbiologists, who work in 40 laboratories in the
Washingto~ D.C., area and around the country. Some of these scientists analyze samples to see, for
example, if products are contaminated with illegal substances. Other scientists review test results
submitted by companies seeking agency approval for chugs, vaccines, food additives coloring agents
and medical devices.

FDA also operates the National Center for Toxicological Research at Jefferso~ Arkansas, which
investigates the biological effects of widely used chemicals. The agency also runs the Engineering and
Analytical Center at Winchester, Massachusetts, which tests medical devices, radiation-emitting
products, and radioactive drugs. !

Assessing risks--and, for drugs and medcal devices, weighing risks against benefits--is at the core of
FDA’s public health protection duties. By ensuring that products and producers meet certain
standards, FDA protects consumers and enables them to know what they’re buying. For example, the
agency requires that drugs--both prescription and over-the-counter--be proven tie and effkctive.

In deciding whether to approve new drugs, FDA does not itself do researc~ but rather examines the
results of studies done by the manufacturer. The agency must determine that the new drug produces
the benefits it’s supposed to without causing side effects that would outweigh those benefits.

Product Safety

Another major FDA mission is to protect the safety and wholesomeness of food. The agency’s
scientists test samples to see if any substances, such as pesticide residues, are present in unacceptable
amounts. If contaminants are identified, FDA takes corrective action. FDA also sets labeling
standards to help consumers know what is in the fwds they buy.

The nation’s fbod supply is protected in yet another way as FDA sees that medicated feeds and other
drugs given to animals raised for food are not threatening to the consumer’s health,

The saf6ty of the nation’s blood supply is another FDA responsibility. The agency’s investigators
routinely examine blood bank operations, fi-omrecord-keeping to testing for contaminants. FDA also
ensures the purity and effectiveness of biological (medical preparations made ftom living organisms
and their products), such as insulin and vaccines.

MedicaI devices are classified and regulated according to their degree of risk to the public. Devices
that are life-supporting, lif-sustaining or implanted, such as pacemakers, must receive agtmcy
approval before they can be marketed.

FDA’s scrutiny does not end when a drug or device is approved for marketing; the agency collects
and analyzes tens of thousands of reports each year on drugs and devices tier they have been put on
the market to monitor for any unexpected adverse reactions.

Cosmetic saf’ also comes under FDA’sjurisdktion. The agency can have uncle cosmetics removed
i%omthe market. The dyes and other additives used in drugs, foods and cosmetics also are subject to
FDA scrutiny. The agency must review and approve these chemicals before they can be used.

..
FDA is an agency within the Public Health Service, which in turn is a part of the Demrtment of
Health and Human Services. FDA is headed by Commissioner Jane E. Henney, M.D.

Publication No. BG99-2
January 11, 1999
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FDA-Related Acronyms and Abbreviations Page 3 of 3

Usc United States Code

USDA United States Department of Agriculture

USP United States Pharrnacopeia
VAERS Vaccine Adverse Event Reporting System

WEAC Winchester Engineering and Analytical Center

(lijpertext created by clb 1997-SEP-01)

.

---



Getting
Info

●

matiwn
From

by Dori Stehlin
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E
ach year, thousandsof people
contactFDAto requestinforma-
tion on a gamutof FDA-regu-

lated items, fromvideodisplaytermi-
nals,pet food, and tanningboothsto
infantformula,the blood supply,and
newlyapprovedmedicaldevices,drugs,
andbiologicalproducts.

ExactlywhatinformationdoesEDA
havefor consumers,andhow can they
obtainit?

What Does FDA Regulate?
FDA is the federal agency responsible

for ensuring that foods are safe, whole-
some and sanitary; human and veterinary
drugs, biological products, and medical
devices are safe and effective; cosmetics
are safe; and electronic products that
emit radiation are safe, FDA also ensures
that these products are honestly, accu-
rately and informatively represented to
the public. (For information on what
FDA does not regulate,see accompany-
ing article.)

Someof the agency’sspecificrespon-
sibilitiesinclude:

Biologics:
● product and manufacturing establish-
ment licensing

● safetyof the nation’sblood supply
● researchto establishproductstandards
anddevelopimprovedtestingmethods

Drugs:
● productapprovals
“ OTCand prescriptiondrug labeling
● drug manufacturingstandards

Electronic Products:
s radiationsafetyperformancestand-
ards for microwaveovens,television
receivers,diagnosticx-rayequipment,
cabinetx-ray systems (such as baggage

x-rays at airports), laser products,
ultrasonic therapy equipment, mercury
vapor lamps, and sunlamps
● accrediting and inspecting mammo-
graphy facilities

Foods:
● labeling
● safety of all food products (except
meat and poultry)
● bottled water

Medical Devices:
● premarket approval of new devices
● manufacturing and performance
standards
● tracking reports of device malfunc-

tioning and serious adverse reactions

Veterinary Products:
● livestock feeds
● pet foods
● veterinary drugs and devices

When Does FDA Get Involved?
FDA has legal jurisdiction over

products shipped in interstate commerce,
A product that is manufactured, shipped
and marketed within a state is not, in
most cases, subject to FDA regulation.
Often, states will adopt guidelines, and
they are responsible for ensuring compli-
ance. Consumers with questions or
complaints about products that are not
involved in interstate commerce should
contact their state governments.

Individual states are also responsible
for licensing and monitoring the conduct
of physicians, pharmacists, and other
health-care professionals. State and local
governments are also responsible for the
inspection and regulation of establish-
ments such as restaurants and health spas.

Public Affairs Specialists
FDA public affairs specialists (PAS’s)

are located throughout the country and
are able to respond to questions about

A Reprintfrom FDA Consumer Magazine



FDA’s programs, policies and proce-
dures. PAS’s provide consumers with
information that has been prepared for

public distribution.
PAS’s provide reprints of articles from

FDA Consumer magazine, brochures,

posters, teacher kits, press releases, and
background papers on FDA-related
topics.

Consumers interested in obtaining
audiovisuals can borrow or purchase

agency-produced slide shows, videotapes
and films. PAS’s have information on

the available materials, prices, and
ordering instructions.

PAS’s also speak publicly on topics
such as food labeling, health fraud, or
AIDS awareness.

To contact the public affairs specialist
in your area, look for the Food and Drug

Administration entry under the Depart-
ment of Health and Human Services in

the U.S. Government section of your

local telephone directory,

Consumer Inquiries Staff
FDA’s Consumer Inquiries Staff,

located in the agency headquarters
offices, is devoted solely to answering
consumers’ questions, The staff often
consult various other FDA offices to find
the appropriate answers to consumer
inquiries.

Consumers may request information
by writing to the Consumer Inquiries

Staff (HFE-88), FDA, 5600 Fishers
Lane, Rockville, MD 20857, or may
telephone (1-800) 532-4440.

World Wide Web
FDA on the Internet-The FDA

Internet Home Page provides up-to-date,
authoritative information on food,
cosmetics, human and animal drugs,
biologics, medical devices, and more.

To access the FDA Home Page, use

this URL (uniform resource locator):
http.Y/wvvw.fda.gov/. From there, you can
easily locate consumer education
materials, press releases, industry
guidance, bulletins for health profession-
als, and a wealth of other useful docu-
ments and data from FDAs centers and
offices.

FDAs Internet site replaces the
agency’s electronic bulletin board, which
had provided on-line information for
more than a decade. The Internet site

offers far more material, in a more user-
-friendly form, including easy-to-use full-

text searches and hot-links to other FDA

documents and other government
Internet sites.

FDA Hot Lines for Consumers
Due to increased public interest, FDA

has established toll-free hot lines on the
following topics:

● Seafood Hotline provides information
regarding the purchasing, handling and
storage of seafood; telephone (800) 332-
4010.
“ Vaccine Adverse Event Reporting

System to report any unusual or unex-
pected adverse reactions associated with
the administration of vaccines; telephone
(1-800) 822-7967.
● Mammography Information Service to
find a mammography facility near you
that’s certified by FDA; telephone
(1-800) 332-8615.
w AIDS Clinical Trials Information

Service (ACTIS) provides information
about AIDS and HIV-related trials

currently under way in the United States;
telephone (1-800) TRIALS-A,

Freedom of Information Staff
Occasionally, consumers seek infor-

mation that has not been prepared for
public dissemination. The Freedom of
Information Act ensures public access to
most agency documents, including:

● enforcement records, including
product recall notifications
● summaries of the basis of approval for
new drugs, medical devices, and
biologics

● regulatory letters.

The Freedom of Information Act

pertains only to existing records and is
not a research service that compiles
information not already available and
identifiable, An FOI request for agency
records can be denied only under set
guidelines. Documents that may be

exempt from the Freedom of Informa-
tion Act include:
Q trade secrets and confidential commer-
cial or financial information

● certain interagency or intra-agency
memos or letters
● personnel, medical and similar files
that, if released, would constitute an
invasion of privacy
● certain records compiled for law
enforcement purposes.

All FOI requests must be made in
writing and must include the requestor’s

name, address, and telephone number, as
well as a specific statement of the

records being sought. Consumers are
charged for search time and duplication
(with no charge for the first two hours of

search time and the first 100 pages of
duplication). Search and review time
charges range from $13, $26, or $46 per
hour, depending on the level of FDA
employee filling the request. The
photocopying rate is 10 cents per page
for standard-size paper or the actual cost

per page for odd-size paper. Requests
incurring charges of less than $10 are
filled without charge,

For additional information or to make

an FOI request, contact the Freedom of
Information Staff (HFI-35), FDA, 5600
Fishers Lane, Rockville, MD 20857, or
send requests via facsimile to (301) 443-
1726.

Our Lips Are Sealed
Many information requests to FDA

must be denied due to the confidential
nature of the data. FDA employees are
prohibited by law from divulging
information considered either propr-
ietary or confidential. For example, FDA
employees cannot release any informa-
tion on unapproved drugs unless the
manufacturer has given the agency
permission or has already released the
information to the public. ■

DoriStehlin isamemberofFDA ‘spublic
affairs stafi



“Sorry, I’ll Have to Refer You to . ..”

FDA’s responsibilities are closely
related to those of several other govern-
ment agencies. Often frustrating and

confusing for consumers is determining
the appropriate regulatory agency to
contact. The followingcontactinforma-
tion is for governmentagenciesthat have
functionsrelatedto that of FDA. (Con-
tact informationis givenfor agency
headquartersoffices,whichare located
in the Washington,D.C., area.Local
offices,listed in the phonebook under
U.S. Government,maybe availableto
provideassistanceas well.)

Advertising
The Federal Trade Commission is the

federal agency which regulates all

advertising, excluding prescription drugs
and medical devices. FTC ensures that

advertisements are truthful and not
misleading for consumers. Consumers
may write to FTC at 6th St. and Pennsyl-
vania Ave., N. W., Washington, DC
20580; telephone (202) 326-2222.

Alcohol
The labeling and quality of alcoholic

beverages are regulated by the Treasury
Department’s Bureau of Alcohol,
Tobacco, and Firearms. ATF’s address is

650 Massachusetts Ave., N.W,, Wash-
ington, DC 20226; telephone (202) 927-
7777.

Consumer Products
While FDA regulates a large portion

of the products that consumers purchase,
the agency has no jurisdiction over many
household goods. The Consumer Product

Safety Commission (CPSC) is responsi-
ble for ensuring the safety of consumer
goods such as household appliances
(excluding those that emit radiation),
paint, child-resistant packages, and baby
toys. Consumers may send written
inquiries to CPSC, Washington, DC
20207. CPSC operates a toll-free hot line

at (800) 638-2772 or TTY (800) 638-
8270 for consumers to report unsafe
products or to obtain information

regarding products and recalls.

Drugs of Abuse
Illegal drugs with no approved

medical use—such as heroin, cocaine
and marijuana—are under the jurisdic-
tion of the Drug Enforcement Agency

(DEA). FDA assists DEA in deciding
how stringent DEA controls should be

on drugs that are medically accepted but

that have a strong potential for abuse,
DEA establishes limits on the amount of
these prescription drugs that are permit-
ted to be manufactured each year.
Inquiries regarding DEA activities may
be sent to the Drug Enforcement
Administration, U.S. Department of
Justice, Washington, DC 20537; tel-
ephone (202) 307-1000.

Meat and Poultry
The U.S. Department of Agriculture’s

Food Safety and Inspection Service is
responsible for the safety and labeling of
traditional meats and poultry. (FDA
regulates game meats, such as venison,
ostrich and snake.) Consumers with
questions regarding meat or poultry,
including safe handling and storage

practices, should write or call the Food

Safety Inspection Service’s Meat and
Poultry Hotline, Room 2925S, Washing-
ton, DC 20250; telephone (800) 535-4555.

Pesticides
FDA, USDA, and the Environmental

Protection Agency share the responsibility
for regulating pesticides. EPA determines

the safety and effectiveness of the chemi-
cals and establishes tolerance levels for
residues on feed crops, as well as for raw
and processed foods. These tolerance
levels (the amount of pesticide allowed to
be present in a food product) are normally
set 100 times below the level that might
cause harm to people or the environment.
FDA and USDA are responsible for

monitoring the food supply to ensure that
pesticide residues do not exceed the

allowable levels in the products under

their jurisdiction. Public inquiries regard-
ing EPA should be mailed to U.S. Envi-
ronmental Protection Agency, Office of
Pesticide Programs Public Docket

(7506C), 3404,401 M St., Washington,
DC 20460; telephone (202) 260-2080.

Restaurants and Grocery Stores
Inspections and licensing of restaurants

and grocery stores are typically handled

by local county health departments.

Water
The regulation of water is divided

between EPA and FDA, EPA has the
responsibility for developing national
standards for drinking water from munici-
pal water supplies. FDA regulates the
labeling and safety of bottled water. ti
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FDA-Related Acronyms and Abbreviations

510(k) Medical Device Premarket Notification

AADA Abbreviated Antibiotic Drug Application

ADR Adverse Drug Reaction

AFDO Association of Food ancVDrug Officktls

ANADA Abbreviated New Animal Drug Application

ANDA Abbreviated New Drug Application

AOAC

APHIS

ATF

CANDA

CBER

CDC

CDER

CDRH

cm
CFSAN

CSI

Cso

CVM
DAL

DI)

DBA

DESI

DHHS
EPA

FDc

F(XA

FR

FSIS

FTE

FTC

FY

GATT
GLP
GMP

GRAS

Association of Official Analytical Chemists

Animal and Plant Health Inspection Service

Alcohol, Tobacco, and Firearms (Bureau of)

Computer Assisted New Drug Application

Center for Biologics Evaluation and Research

Centers for Disease Control and Prevention

Center for Drug Evaluation and Research

Center for Devices and Radiological Health

Code of Federal Regulations

Center for Food Sa&ty and Applied Nutrition

Consumer Safkty Inspector

Consumer Safety Officer

Center for Veterinary Medicine

Def- Actiort Level

District Director

Drug Enforcement Administration

Drug Efficacy Study Implementation

Department of Health and Human Services

Environmental Protection Agency

Food, Drug, & Cosmetic

Freedom of Inilormation Act

Federal Register

Food Safety and Inspection Service
Full Time Equivalent (employee)

Federal Trade Commission

Fkcal Year

General Agreement on TarM%and Trade,.
Good Laboratory Practide

Good Manufacturing Practice

Generally Recognized as Safe (fbod ingredimts)

-.

,-*
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HACCP

IDE

INADA

LACF

MOD 1

MOD 2

MOU

MQSA

NADA

NAFTA

NCE

NCI

NCTR

NDA

NLEA

NMFs

Oc

OCA

OCI

OEI

oHA

OLA

OPA

OPE

oRA

OTC

PAS

PDMA

PDP

PHS

PLA

PMA

RFDD

SBA
SMDA

Hazard Analysis Critical Control Point
(inspection technique)

Investigational Device Exemption

Investigational New Animal Drug Application

Investigational New Drug (application)

Institutional Review Board

Low Acid Canned Food

Module One (laboratory facility)

Module Two (laboratory fitcility)

Memorandum of Under~anding

Mammography Quality Standards Act of 1992

New Animal Drug Application

North American Free Trade Agreement

New Chemical Entity

National Cancer Institute

National Center for Toxicological Research

New Drug Application

National Institutes of Health

Nutrition Labeling and Education Act of 1990

New Molecular Entity

National Marine Fisheries Service

Office of the Commissioner -

Office of Consumer Affairs

Office of Criminal Investigation

Official Establishment Invento!y

Office of Health Mlhirs

Office of Legislative Aflhirs

Office of Public A&’

Office of Planning and Evaluation

OfEce of Regulatory AfTairs

Over-the-Counter (drugs)

Public A&airs Specialist

Prescription Drug Marketing Act

Product Development Protocols (for medical
devices)

Public Health Service

Product License Application (for biologics)

Pre-Market Approval (application) (for medical
devices)

Regional Food and Drug Director

Summary Bask of Approval
Safe Medical Devices Act
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Usc United States Code

USDA United States Department of Agriculture

USP United States Pharrnacopeia
VAERS Vaccine Adverse Event Reporting System

WEAC Winchester Engineering and Analytical Center

(i4jpertext created by clb 1997-SEP-01)
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U.S. Food and Drug Administration Home Page
www.fda. ~ov

Oftice of Speeial Health Issues Home Page

www.fda.~ov/oashtihome. html

From Test Tube to Patient: Drug Development in the United States
www.fda. gov/fdac/suecial/newdm~ndd_toc.html

The FDA Modernization Act of 1997 backgrounder
www.fda. ~ov/oPacom/backmounderdmodact .htm

FDA Modernization Act of 1997
HZ’ML ~orrnat: www.fda.~ov/cder/g.uidance/105-l 15.htm

PDF format: www.fda.~ov/cder/Puidance/s830enr.vdf

AIDS Clinical Trial Information Service (ACTIS)
Www.actis. org

NCI PDQ Database
cancernet.ncl.nih. ~ovh~qw

Cancer Clinical Trials Database
cancertrials,nci. nih.fzov

FDA OffIce of Orphan Products Development
Www.fda.Rov/orPhatl

Rare Diseases Clinical Research Database
rarediseases.info.nih.gov/ord/wwwProtiindex.shtrnl

For more information, please contact:
Food and Drug Administration+ Offhe of Special Health Issues

5600 Fishers Lane, Room 9-49, HF-12
Rockvill~ MD 20857. OffIce:301-827-4460. Emaik oshi@oc,fda.gov



U.S. FOOD AND DRUG ADMINISTRATION

RESOURCE SHEET

Medical Product Reporting Programs

MedWatch (24 hour semice)---------------------------------------------------------------J-~ 1-800-332-1088
Reporting ofproblems with drugs, devices, biologics (except vaccines, medical foods, dieta~ supplements.

Vaccine Adverse Event Reporting (24 hour service)-------------------------------------- 1-800-822-7967
Reporting of vaccine-related problems.

Mandatory Medical Device Reporting ------------------------------------------------------- 301-594-3886
Reporting requiredj$-om user facilities regarding device-related deaths & serious injuries.

Veterinary Adverse Drug Reaction Program ----------------------------------------------- 1-888-FDA-VETS
Reporting of adverse drug events in animals. (Call collect during business hours).

Medical Advertising ----------------------------------------------------------------
Inquiries from health professionals regarding product promotion.

USP Medication Errors ------------------------------------------------------------------------
Reporting of medication errors or near-errors to help avoid future problems through improvement on
Product names andpackaging.

Information for Health Professionals

Center for Drugs Information Branch ----------------------------------------------
Information on human drugs including hormonal products.

Center for Biologics Executive Secretariat -----------------------------------------------
Information on biological products including vaccines and blood

Center for Devices and Radiological Health --------------------------------------------
Automated request for information on devices and radiation-em ittingproducts.

Office of Orphan Products Development ------------------------------------------------
Information on products for rare diseases.

OffIce of Health Affairs, Medicine Staff -----------------------------------------------
Information for health professionals on FDA activities.

General Information

General Consumer Inquiries --------------------------------------------------------------
Consumer information on regulated products/issues.

Freedom of Information -------------------------------------------------------------------
Requests for publicly available FDA documents.

Office of Public Affairs ----------------------------------------------------------------------
Interviews/press inquiries on FDA activities.

Seafood Hotline (24 hour senice)---------------------------------------------------------
Prerecorded messagelrequest information (English/Spanish).

4/99

1-800-238-7332

1-800-233-7767

301-827-4573

301-827-2000
1-800-835-4709

301-443-4109

301-827-3666

301-827-6630

1-888-463-6332

301-827-6567

301-827-6250

1-800-332-4010
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IFim B AC K G R O UND ER

CUR RENT &U SE FULINFOR MA TIONFROM THE FOOD & DRUG ADMINISTRATION

How to Report Adverse Reactions and Other Problems
With Products Regulated by FDA

Consumers can play an important @blic health
role by reporting to the U.S. Food and Drug
Administration any adverse reactions or other
problems with products the agency regulates. FDA
is responsible for ensuring that foods are safe,
wholesome, and correctly labeled. It also oversees
medicines, medical devices (from bandages to
artificial hearts), blood products, vaccines, cosmet-
ics, veterinary drugs, animal feed, and electronic
products that emit radiation (such as microwave
ovens and video monitors), ensuring that these

~ products are safe and effective.
The testing that helps to establish the safety of

products, such as drugs and medical devices, is
typically conducted on small groups before FDA
approves the products for sale. Some problems can
remain unknown, only to be discovered when a
product is used by a large number of people.

When problems with FDA-regulated products
occur, the agency wants to know about them and
has several ways for the public to make reports.
Timely reporting by consumers, health profession-
als, and FDA-regulated companies allows the
agency to take prompt action. The agency evalu-
ates each report to determine how serious the
problem is, and, if necessary, may request addi-
tional information from the person who filed the
report before taking action.

Reporting an Emergency
If the situation is an emergency that requires

immediate action, such as a case of food-borne
illness or a drug product that has been tampered
with, call the agency’s main emergency number,
staffed 24 hours a day, 301-443 -1240,.

You also can report emergencies to’an FDA
consumer complaint coordinator in your geo-
graphic area. A list of all the coordinators’ phone
numbers is on page 3.

Non-Emergency Reports
If you experience a problem that does not re-

quire immediate action—su~h as a non-emergency
adverse reaction to a food product or an over-the-
counter medical device that doesn’ t work as
advertised-you can report it to the appropriate
consumer complaint coordinator. (See list of
coordinators on page 3.) Or you can report it to the
appropriate FDA office from the following list:

Foods
● To report problems, including adverse reactions,
related to any food except meat and poultry,
contact the complaint coordinator in your geo-
graphic area. (See list of coordinators on page 3.)
“ If the problem involves meat or poultry, which
are regulated by the U.S. Department of Agricul-
ture, call the USDA hotline at 1-800-535-4555.

Medicines (prescription and over-the-counter),
medical devices, blood products and other
biological., special nutritional products (dietary
supplements, infant formula, medical foods)

FDA’s MedWatch program is designed for
health professional and consumer reporting of
serious adverse events and problems with medical
products, so that these events and problems can be
monitored. An adverse event is considered serious
if the outcome attributed to the event is: death; a
life-threatening situation; admission to a hospital
or a longer-than-expected hospital stay; permanent
disability; a birth defect; or medical/surgical care
to prevent permanent impairment or damage.

In addition, MedWatch works to ensure that new
safety information is quickly communicated to the
health professional community. The program aims
to enhance postmarketing surveillance of medical
products as they are used in clinical practice, so
that FDA can, as rapidly as possible, identify

HF1-40 BG 99-1 (January 1, 1999)



SProblem Products (continued) page 2

serious reactions and hazards associated with
these products. To report a problem to MedWatch:
● If you or a family member has experienced or
witnessed a serious adverse event or other prob-
lem with a medical product, you can obtain a
MedWatch form by:

“ Calling MedWatch at 1-800-FDA-1088 (l-
800-332-1088) to request that a reporting form
(one-page, return postage paid) and instructions
on how to complete the form be maired to you.

c Downloading a form and instructions from the
MedWatch Website at http:/hww.fda.gov/

nledwatcMow. htm. Completed forms can be
mailed to FDA at the address on the back of the
form or faxed to 1-800-FDA-0178 (1-800-332-
0178).

● You can also report directly to FDA by using
the interactive form available on the MedWatch
Website at https://www.accessdata. fda.gov/

medwatchhedwatch-o nline. htm.

● FDA encourages consumers to take the form to
their health professional (doctor, dentist, pharmac-
ist, or nurse) to complete. This person can pro-
vide much more detailed clinical information,
such as laboratory results, which can help FDA
evaluate the report. Since reporting by health
professionals is voluntary, consumers are encour-
aged to file a report on their own if they prefer
that a health professional not fill out the form or if
the health professional chooses not to report the
problem.
“ FDA also welcomes reports through MedWatch
of product quality problems. For example, you can
report product contamination (suspicious foul
odors or unusual “off’ colors); defective compo-
nents; labeling concerns (such as mix-ups due to
similar names or packaging); or questionable
product stability.

Vaccines
Adverse reactions and other problems related to

vaccines should be reported to the Vaccine Ad-
verse Event Reporting System, which is main-
tained by FDA and the Centers for Di,sease Con-
trol and Prevention. For a copy of the’”vaccine
reporting form, call 1-800-822-7967 or on the
FDA website at http://www.fda. gov/cber/

vaers. html.

Veterinary Products
Report any problems with veterinary drugs and

animal feed to FDA’s Center for Veterinary
Medicine at 1-888-FDA-VETS (l-888-332-8387).

Cosmetics
Call the FDA Cosmetics and Colors Automated

Information Line 1-800-270-8869, for information
on how to report adverse reactions to cosmetics, as
well as problems such as filth, decomposition, or
spoilage. Y

Medical Advertising
To report fraudulent or misleading advertising or

promotion of FDA-regulated products, call 1-800-
238-7332.

General Guidelines About Reporting
● Report what happened as soon as possible. Give
names, addresses and phone numbers of persons
affected. Include your name, address and phone
number, as well as that of the doctor or hospital if
emergency treatment was provided.
“ State the problem clearly. Describe the product
as completely as possible, inciuding any codes or
identifying marks on the label or container. Give
the name and address of the store where the prod-
uct was purchased and the date of purchase.
● You also should report the problem to the manu-
facturer or distributor shown on the label and to
the store where you purchased the product.

What FDA Doesn’t Handle

Reports and complaints about the following
should be made to the agencies listed. Phone
numbers can be found in your local phone direc-
tory:
● Restaurant food and sanit ati on—Lot al or state
health departments
“ Unsolicited products in the mail—U. S. Postal
Service
● Accidental poisonings—Poison control centers
or hospitals
● Pesticides or air and water pollution—U. S.
Environmental Protection Agency
● Hazardous household products (including toys,
appliances, and chemicals)-consumer Product
Safety Commission, 1-800-638-2772
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Features (

Wa~inP War on Lung Cance~ .

Though lung tumors kill more people than any other cancer, survival rates have
improved, and new tools are helping doctors find the disease when treatment has the best
chance for success.

New Vaccine Targets Lyme Disease
A new vaccine and improved screening tests may curb the rising numbers of Lyme
infections. But simple precautions are still necessary.

&ntal More Gentle with Painless ‘W“llinm#_andMatch.hw Fillin~
TlwMess” lasers and color-coordinated ceramics are helping lighten up a visit to the
dentist.

~ggtatric Drug Studies: Protecting Pint-Sized Patients
More than half of the prescription drugs that children are likely to use have not been
adequately tested or labeled for youngsters, But an FDA rule now requires makers of
many drugs to provide information on safe pediatric use.

Qr@an Drug Law Matures into Medical Mainstay
In 1983, Congress passed a law to help bring treatments to people suffering from rare, or
“orphq” disorders. The result is a growing list that currently includes nearly 200 drugs
and other products.

Departments

U~dates
The latest information on FDA-related issues, gathered tlom FDA Press Releases, Talk
Papers, and other sources.

Invest.lg“ ators’ Reuorts
Seleeted cases illustrating regulatory and administrative actions--such as inspections,
recalls, seizures+and court proceedings--by FDA’s regional and district offices across the
country

,.

For more information aboutFDA Consumer magazine, contact FDA’s Office of Public
Affairs at 301-827-7130 or wmail@oc.fda.gov,
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U. S. Food and Drug Administration
Center for Food Safety and Appiied Nutrition

Information about Dietary Supplements

Information from the Center for Food Safety and Applied Nutrition and FDA

{

FDA Warns About Products Containing Gamma Butyrolactone or GBL and Asks Companies
to Issue a Recall (FDA Talk Paper, January 21, 1999)

..
=,

@urities Confirmed in 5-Hydroxy-L-Tryptophan (5HTP) (FDA Talk Paper, September 1,
1998)

+*

FDA Warns Consumers Against Taking Dietary Supplement “Sleeping Buddha” (FDA
Statement, March 10, 1998)

\

FDA Warns Against Drug Promotion of “Herbal Fen-Phen” (FDA Talk Paper, November 6,
1997)
FDA Warns Consumers Against Dietary Supplement Products That May Contain Digitalk
Mislabeled as “Plaintain” (HHS News, June 12, 1997; Updated Again July 2, 1997 / Additional
firms listed)
~A Warns Against Consuming the Arise& Shine Product “CHOMPER” (HHS News, May
16, 1997)

CB%.K@X
h FDA Guide to Dietarv- Supdements September 1998
H~
P~
ne Suecial Nutritional Adverse Event Monitorhw Svstem
statement b- FDv A Commissioner bdore the House of Remesentatives March 25, 1999

~otification of a Health Claim or Nutrient Content Claim Based on an Authoritative Statement
da Scientific Body
~A Pro~oses Rules to Make Claims for Dietary Supplements More Itiormative, Reliable and
Uniform (April 24, 1998)

● FDA’sResponse to the Report of the Commission on Dietary Supplement Labels
● Fact Sheet, April 27, 1998
● Federal Register, April 29, 1998

“ FDA’s Dietary Supplement Proposal
● Fact Sheet, April 27, 1998
“ Federal Retister, April 29, 1998

Dietary Supplement Health and Education Act Summary
Dietary Surmlement Rules Prouosed (January 2, 1996 Talk Paper)
~ebruaiy 6, 1997 ANPR Current Good Manufacturing Practice in Manufacturing, Packaging
and Holding of Dietary Supplements
June 4.1997 Prooosed Rule: Dietary Supplements Containing Ephedrine Alkaloids
llietarv- Supplement Rules Published (September 23, 1997 Talk Paper)
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● Se~tember 23, 1997 Final Rule Food Labeling; Statement of Identity, Nutrition Labeling
and Ingredient Labeling of Dietary Supplements; Compliance Policy Guide, Revocation

● September 23.1997 Final Rule Food L.abeliig; Requirements for Nutrient Content
Claims, Health Claims, and Statements of Nutritional Support for Dietary Supplements

● September 23, 1997 Final Rule Food Labeling; Nutrient Content Claims: Definition for
“High potency” and I)efinition of” Antioxidant” for Use in Nutrient Content Claims for
Dietary Supplements and Conventional Foods

● S@ember 23.1997 Final Rule Food Labeling; Notification Procedures for Statements
on Dietary Supplements

● September 23, 1997 Final Rule Premarket Notification for a New Dietary Ingredient
“ Statement of Identitv. Nutrition Labeling. and Ingredient Labelkw of Dietarv Sumdements

Small Entity Compliance Guide January 1999
s

“ Codex Committee on Nutrition and Foods for Special Dietary Uses
● Information Pmer on Codex Proposed Guidelines
● Risk Assessment Model for Establishing Upper Intake Levels for Nutrients

● tig~d Version
● FullPimer(117 KB compressed, self-extracting, MS Word document)

Information from Other Federal Government Agencies

● National Institutes of Healt~ Office of Dietary Supplements
● International Bibliowa~hic Information on Dietarv Surmlernents
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A, CERAMIC MUG
1 l-ounce white ceramic mug with four-

color F@u BAC!Wogo on two sides.

Price: $8.00 each.

3F
~

:1
‘),

t

-** %c,

@

●8
.,

: e 1~
z

% .;●0*,

, ..=%
i?’” *’”:

B. APRON
21” white, pocketed, tie-back apron with
four-color Fight BAC~logo.

Price $10.00 each.

D. MAGNETS
3“ x 4“ four-color magnet with the four
quadrants encompassing the Fight BAC!’M
logo.

Price: $.75each (25 minimum)

Visit our website for publication materials
including Fight BAC!TMEnglishand
Spanish brochures, Community Action
Kits, Presenter’s Guides and more. To
order, see “Spread the Word” icon at
Www.figbtbac. org online.

C. EMBLEMS
1” embroidered, removable appliqu4 with
four-color Fight BAC!’logo.

Price: $1.25 each (1 O minimum)

E. STICKERS
2“ diameter four-color sticker with Fight BAC!’”

logo.

Price: $50.00 per roll of 500. (1 Roll)

F. BOOKMARKS
7.5” x 2.5” four-color bookmark with Fight
BAC!’”logo and safe food handling

instructions (thermometer). Both sides
printed.

Price: $.75 each. (10 minimum)

G. POSTERS
19“ x 27” four-color varnished poster with
the four quadrants encompassing the Figb[
BAC!’”logo.

Price: $1.00 each (10 minimum)

The Partnership
for

Food Safety Education

FIGHT BAC!TM

STORE

1999
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FIGHT BAC! “’ORDERING

INSTRUCTIONS

General Information

Telephone Numbers

API/BAC “Srore

9:00 a.m. to 5:00 p.m. ET
Phone (301)731-6100

Fax (301)731-6101

Mai[ing Address

API/BAC “Store

4550 Forbes Blvd. Suite 120

Lmham, MD 20706

Payment Terms
Prepayment by check payable co API or charge ro
your MasterCard or Vka, When purchasing by
credit mrd, your telephone number and signature
must be provided. Shipping & hand” ~
must be added to all nrders. A

Delivery .1

Orders for all stocked items w
3 weeks of receipt of order. 4

v-
Ordering and Customer Se@~;--

...”-...+

ilimz cha

G

\
.,

vi’ ‘a

Placing Your Order: Fill out a co
_*. “rder

&form, being sure m note minim_~ ~mtiey
requirements. —7-.

Please type or prim ciearly fo@@a ?

%

$prrrccssing of your order. AII,o:ders W’ ,“
immcdi<lte actentirm. If we hav$,~ qUt’~[40 ‘ n“-
we rcce ivc your rrrder, our C@-qmer \mvL

\Deparrmc.r will cd] you ro.jdsrify yodet.
,il[ prices arc subjc~,~~ch.,~~~ without prior “ “-
no[ificarion. For li~er qtranmy orders, please \
conracr our Cusrohier Servi~=_Department a[

(301) 7~1-6100. ~1
.-=-,-
g--.......~J:L

.. :- —T,... . L

receipt of order. _.=
Fill OLIr the back of tbe mckinsz~ includ;~~~fi

,U.

your, shiprne.t and return it to the a~d~ss on the
packing sl]p within two weeks. ‘~bis- @l@gdip
gives all the information we need for pmnipt
replacement or credit. If you return an item=”
withour the packing slip, it will creare del~ys.
P]casc sbi}] your returns via a method tha[ can be
[raced.

Damages: If your order is damaged in mtnsir
~lease cdl our Customer Service Dcpmrmenr ~r
{301)731 -6100 for insrrucrions.

Thank you for joining the

Fight BACT’Campaign!

ICOmpany/OrganizatiOtx

Contact Name

strew

City/State/Zip:

Telephone/Fax Number:

T,leoh.n, ..,,, Ix, MUST lx ;d,,dd . . d den

thfENT

Cardholder Name:
~&

I?.xp.: /

. ... < ,-
<

J
o \ $ M 1

.=.. -,
**+..

ICC”, ‘Igiijiij Price Total
, Each Price

$8.00

Wjy $10.00
“ii (”

., .. . .
I 3

,,, ~ I I (C) F.mhlerns~10 min.) ~<a” $1.25
7!;:-.Ti.

-$.75

ss%- : $5000.—__

I i —. A. - I I—+=..==*=-

1 I .. k -e.- .-

Orderby phon~:
Total Merchandise Cost

(301) 731-6100 Rush
.—, –

. Shipping & Handling

(30::~~ilol Sub Total
. . MD/DC/WA Sales Thx.

www.fightbac. org Total

Shipping & Handling

Include the following amounts for shipping and handling for standard

shipments: (shippingand bdtlflhg chmges mum be add-d to d mti%s.)

$ 00.01 to $ 10,00 gdd $4.95

$ 10.01 [0 $ 25.00 add $5.95

$ 25.01 ,0 $ 50.00 add $6.95

$ 50.01 [0 $100,00 add $8.95

$100.01 $200.00 zdd $14.95
$zoo.00 and %CJVC~dd $4.95 plus6°Aof order.

Note .?J rush orders and shipmcms outside of the crmrinenml U.S. will require a hmdling

charge of $1000 pkts the actual freight charge.
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IFiDmBACK GROUNDER

CURRENT & USEFUL INFORMATION FROM THE FOOD & DRUG ADMINISTRATION

Food Safety: A Team Approach
September 24, 1998

The United States maintains one o!the world’s safest food suppfies, thanks in large pat to an
interlocking monitoring system that watches over food production and distribution at every
hwel-kwlly, statewide and nationally.

T*
Continual monitoring is provided by food inspectors, microbiologists, epidemiologists, and other food
scientists working for city and county health departments, state public heakh agencies, and various \
fixieral departments and agencies. Their precise duties are dictated by 10W state and national laws,
guidelines and other directives. Some monitor only one kind of food, such as milk or sedood, Others
work strictly within a specified geographic area. Others are responsible for only one type of food
establishment, such as restaurants or meat-packing plants. Together they makeup the U.S. food
safbty team.

The Clinton administration’s Food Sa&ty Initiative, begun in 1997, strengthens the efforts of all the
members of the nation’s fmd safety team in the fight against food-borne illne~ which afllicts
between 6.5 mitlion and 33 million Ar6ericans every year. one of the initiative’smajor programs got
under way in May 1998 when the Department of Health and Human Serviees (which includes FDA),
the U.S. Department of Agriculture, and the Environmental Protection Agency signed a memorandum
of understanding to create a Food Outbreak Response Coordinating Group, or FORC-G.The new
group will:

● increase coordination and communication among federal, state and local food safety agencies
G guide effieient use uf resources and expertise during an outbreak
+ prepare for new and emerging threats to the U.S. food supply.

Besides fderai officials, members of FORC-G include the Association of Food and Drug Officials,
National Association of City and County Health Officials, Association of State and Territorhd Public
Health Laboratory Direetors, Council of State and Territorial Epidemiologists, and National
Association of State Departments of Agriculture.

The following table oilbrs a closer look at the nation’s food safii lineup. The agencies fisted in the
table ak+owork with other government agencies, such as the Consumer Product Safkty Commission
to enforce the Poison Prevention Packaging Act, the FBI to enforce the Federal Anti-Tampering Act
the Department of Transportation to enforce the Sanitary Food Transportation Act, and the U,S.
Postal Serviee to enforce laws against mail fraud.

.- ..-———. —

U.S. Department of Health and Human Services ~

Food and Drug Administration
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Oversees

● AUdomestic and imported food sold in interstate commerce, including shell eggs, but not meat
and poultry

● Bottled water

● Wme beverages with less than 7 percent alcohol

Food Safety Role

Enforces food safkty laws governiig domestic and imported food, except meat and poult~, by:

● Inspecting food production establishments and food warehouses and collect~g and analyzing
samples for physical, chemical and microbial cmtamination

● Reviewing safety of food and color additives before marketing
● Reviewing animal drugs for safety to animals that receive them and humans who eat food

produced born the animals
● Monitoring sa.fdy of animal f~ds used in food-producing animals
● Developing model wales and ordinances, guidelines and interpretations and working with states

to implement them in regulating milk and shellfish and retail food establishments, such as
restaurants and grocery stores. An example is the model Food Code, a reference for retail
outlets and nursing homes and other institutions on how to prepare food to prevent food-borne
illness.

● Establishing good food manufa@uring practices and Other Prod@On s~d~ds, ~ch ~ P1~t
sanitatio~ packaging requirements, and Hazard Analysis and Critical Control Point programs

● Working with foreign governments to ensure @ety of certain imported food products
● Requesting manufacturers to reza.11unsafe food products and monitoring those reealls
“ Taking appropriate enforcement actions
● Conducting research on food safety
● 13dueatingindustry and consumers on safe fd handkg practices

For More Information

Consumers:
FDA Headquarters
office of Consumer Affidrs
HFE-88
5600 Fishers Lane
Rockville, MD 20857

Regional FDA offices, listed in the blue pages of the phonebook under U.S. Government

Media inquiries: 202-205-4144

Consumers:
FDA’s Food Information and Se&i@ Hotiiie
1-8OO-FDA-4O1O(1-800-332-4010),
202-205-4314 in the Washingto~ D.C., area
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Www.cfsan.fda.govflist.Ml

www.fda.govfcvml

Centers for Disease Control and Prevention

Oversees

“ All foods
{

Food Safety Role -.
.

s Investigates with local, state and other fderal officials sources of food-borne disease outbreaks
● Maintains a nationwide system of food-borne disease survedlance: Designs and puts in place

v<

rapid, electronic systems for reporting fmd-home infections. Works with other federal and
state agencies to monitor rates of and trends in food-borne disease outbreaks. Develops \

state-of-the-art techniques for rapid identification of food-borne pathogens at the state and
local levels.

● Develops and advocates public health policies to prevent food-borne diseases
Q Conducts research to help prevent food-borne illness
● Trains local and state food safety personnel

For More Information

Centers for Disease Control and Prevention
1600 Clifton Rd., N,I?.
AtIan@ GA 30333

Media inquiries: 404-639-3286

GeneraI public: 404-639-3311

www.cdc. ~ov

* Also, HHS’SNational Institutes of Health conduct food safkty research.

U.S. Department of Agriculture H

Food Safety and Inspection Service

Oversees

Q Domestic and imported meat and poultry and related products, such as meat- or
poultry-contacting stews, pizzas and tlozen foods

;.
● Processed egg products (generally liquid, fi-ozenand dried pasteurized egg products)

Food Safety Role
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Edorces food safbty laws governing domestic and imported meat and poultry products by:

●

●

9

●

●

●

●

4

●

Inspecting fmd animals for diseases before and after slaughter
Inspecting meat and poultry slaughter and processing plants
With USDA’s Agricultural Marketing Service, monitoring and inspecting processed egg
products
Collecting and analyzing samples of food products for microbial and chemical contaminants
and infectious and toxic agents
Establishing production standards for use of food additives and other ingredients in preparing
and packaging meat and poultry products, plant sanitatio~ thermal processing, and other
processes F

Making sure all foreign meat and poultry processing plants exporting to the United States meet
U.S. standards

7

Seeking voluntary recalls by meat and poultry processors of unsafe products
Sponsoring research cmmeat and poultry safety
Educating industry and consumers on w.&food-handling practices

For More Information

FSIS Food Saf’ Educxdion and Communications Staff
Room 1175, South Building,
1400 Independence Ave., S.W,
Washhq$tonyDC 20250

Media inquiries: 202-720-9113 -

Consumers
The Meat and Poultry Hotline, 1-800-535-4555
(In Washingto% D.C., ar~ call 202-720-3333.)
TDD/TTY: 1-800-256-7072

Www.fsis.usda.goy

Cooperative State Research, Education, and Extension Service

Oversees

G Alldomestic foods, some imported

Food Safety Role

● With U.S. colleges and universities, develops research and education programs on food safety
for fmrs and consumers

For More Information !..
Localcooperative extension services, listed in the blue pages of the phonebook under county
government

.



Food Safety: A Team Approach Page 5 of 8

Cooperative State Research Eduoation and Extension Service
U.S. Department of Agriculture
Washington, DC 20250-0900
202-720-3029

WWW.reeusda. QOV

National Agricultural Library
USIM/FDA Foodborpe Illness Education Information Center

Oversees \

● All foods l-~

Food Safety Role !

● Maintains a database of computer software, audiovisuals, posters, games, teachers’ guides and
other educational materials on preventing food-borne illness

● Helps educators, food service trainers and consumers locate educational materials on
preventing food-borne illness

For More Information

USDA/FDA Foodborne Illness Education Morrnation Center
Food and Nutrition Information Center
Naticmal Agricultural LibraryAJSDA
Bekwille, MD 20705-2351

301-504-5719

www.nal,usda.~ovlfnicl

*x Also, a number of other USDA agencies conduct food saf@yactivities.

— . ... —

U.S. Environmental Protection Agency

oversees

“ IMnking water

Food Safety Role

Foods made from plants, Wood, meat and poukry

● Establishes safe drinking water standards
● Regulates toxic substances and wastes to prevent their entry into the environment and food

chain
● Assists states in monitoring quality of drinking water and finding ways to prevent
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contamination of drinking water
● Iktmnines safety of new pesticides, sets toleranee levels for pesticide residues in foods, and

publishes d~eetions on safe use of pesticides

For More Information

Environmental Protection Agency
401 M St., S,W.
washingto~ DC 20460

202-260-2090
f

Regional EPA offices, listed in the blue pages of the phone book under U.S. Gove~ent

U.S. Department of Commerce

National Oceanic and Atmospheric Administration

Oversees

● Fishand seafbod products

Food Safety Role

● Through its f~-for-service Seafood Inspection Progr~ inspects and certifies fishing vessels,
seafood processing plants, and retail facilities for federal sanitation standards

For More Information

Seafood Inspection Program
1315 East-West Highway
Silver Spring, MD 20910

1-800-422-2750

www.nmfs.~ovlissiservices.html
.-

U.S. Department of the Treasury

Bureau of Alcohol, Tobacco and Firearms

Oversees

“ Alcoholic beverages except v@e beverages containing less than 7 percent alcohol:.

Food Safety Role

8 Enforces food safety laws governing production and distribution of alcoholic beverages



Food Safety: A Team Approach

● Investigates cases of adulterated alcoholic products, sometimes with help from FDA

For More Information

Bureau of Alcohol, Tobacco and Firearms
Market Compliance Branch
650 Massachusetts Ave., N.W.
Room 5200
Washingto& DC 20226

202-927-8130
~

www.atftreas.~ov/core/alcohol/alcohol. htm

Page 7 of .8

U.S. Customs Service

Oversees

● Imported foods

Food Safety Role

● Works with fderal regulatory agencies to ensure that all goods entering and exiting the United
States do so according to U.S. laws and regulations

For More Information

U.S. Customs Sefvice
P.O. Box 7407
Washingtor$ DC 20044

Media inquiries: 202-927-1770

General public Contact local ports of entry, listed in the blue pages of the phonebook under U.S.
Government, Customs Services

www,custorns.ustreas. ~ov

.-

‘U.S.Department of Justice

Oversees

c AUfoods

Food Safety Role

“ Prosecutes companies and individuals suspected of violating food safety laws
● Through U.S. Marshals Service, seizes unsafe food products not yet in the marketpkwe, as

ordered by courts
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For More Information

U.S. attorneys’ offices in blue pages of phone book under U.S. Government

www.usdgj .lZOV

-. —. —.

Federal Trade Commission

Ovmwes

Food Safety Role \

● Enforces a variety of laws that proteet consumers from unfair, deceptive or ilaudulent
practices, including deceptive and unsubstantiated advertising.

For More Information

FTC (Federal Trade Commission)
Consumer Response Center, CRC-240
Washingto~ DC 20580

Media inquiries: 202-326-2180
TDD: 202-326-2502

Consumers: 202-FTC-HELP
(202-382-4357)

Www.ftc.lzov

—.—.—— —————.-——.

State and Local Governments - ‘-

Oversees

c All finds within their jurisdictions

Food Safety Role

● Work with FDA and other f~eral agencies to implement food safkty standards for fis~
stiood, mil~ and other foods produced within state borders

● Inspect restaurants, grocery stores, and other retail food establishments, as well as dairy f-
and milk processing plants, grain mills, and food manufacturing plants within local jurisdictions

● Embargo (stop the sale oi-)unsafe food products made or distributed within state borders

For More Information

Cm, county and state healtk agriculture and environmental protection agencies, listed in the biue
pages of the phonebook under city, county and state government
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1999 Edition of FDA Food Code

The Food and Drug Administratiorihas issued a
revised version of its Food Code, a reference that
guides retail outlets, such as restaurants and
grocery stores, and institutions, such as nursing
homes, on how to prepare food to prevent
food-borne illness. The new edition includes
updated recommendations based on the latest
findings in food safety science. The new recom-
mendations cover such critical areas as raw eggs,
juices, raw sprouts, ready-to-eat foods, hamburg-
ers, pork, and poultry.

Provisions of the 1999 Food Code are compat-
ible with the Hazard Analysis and Critical Control
Point (HACCP) concept and terminology:
HACCP is a system for ensuring food safety that
involves identifying and monitoring the critical
points in food preparation where the risks of
food-borne hazards (microbial, chemical and
physical) are greatest.

The Food Code is intended to be used by the
more than 3,000 local, state and federal regulators

‘ as a model to help develop or update their own
food safety rules and to be consistent with na-
tional food regulatory policy. Also, many of the
more than one million retail food and food service
establishments apply Food Code provisions to
their own operations. Although the Food Code is

neither federal law nor federal regulation and does
not preempt state or local laws, authority to
provide such guidance is granted by federal law.
The Food Code is endorsed by the U.S. Depart-
ment of Agriculture’s Food Safety and Inspection
Service, and the Department of Health and Hu-
man Services’ Centers for Disease Control and
Prevention. ,.

The Food Code is updated every two years, to
coincide with biennial meetings of the Conference
for Food Protection. The conference consists of
representatives from regulatory agencies at all

levels of government, the food industry, academia,
and consumer organizations tlhat work to improve
food safety at the retail level. The 1999 edition
incorporates many of the recommendations made at
the conference. It includes new information on:
c Raw shell eggs, juices, and raw seed sprouts: The
new code offers recommendations on enhanced
food safety protection for people who are in a care
facility, such as the elderly, who are highly suscep-
tible to food-borne illness from these foods.
s Ready-to-eat animal-derived foods offered raw or
undercooked: The new edition recommends how
restaurants and other food establishments should
advise consumers of the increased risk of food-
bome illness from these products.
“ Bare hand contact with ready-to-eat food: “The
1999 code provides guidance on alternatives to “no
bare hand” contact.
● Packaging of Meat and Poultry: The code refers
to the USDA safe-handling instructions for retail
packagers.
● Clostridium botulinum: The 1999 revision modi -
fies recommendations about reduced oxygen
packaging to more clearly address the potential
hazard of the botulinum toxin in certain packaging
processes.
“ Cooking Steaks and Pork: The new code modi-
fies time and temperature controls and updates the
criteria about which types of beef can be served
rare without a consumer advisory.

As with earlier editions, the 1999 Food Code also
provides:
● detailed charts that give specific guidance for
time, temperature and humidity for cooking meat
and other foods derived from animals. For ex-
ample, ground meat must be cooked to an internal
temperature of 155 degrees Fahrenheit (68 degrees
Celsius) for 15 seconds to be safe. For storing
meat, the cold holding temperature is 41 F (5

7’

\

HF1-40 BG 99-3 (APril 8, 1999)
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.

degrees C). But if a rt%rigeratoris-notable to
maintain food at 41 F or lower, then the food can
be kept between 41 F and 45 F (7 degrees C).
However, the refrigerator must be upgraded within
five years of the regulatory authority’s adoption of
the Food Code so that ]t can hold food at 41 For
lower.
● recommendations to retail managers on how to
ensure food service workers’ health tind hygienic
practices (including restricting infected employ-
ees), how to prepare ready-to-eat foods without
contaminating them with bare hands, how to clean
and sanitize food utensils, and how to maintain
equipment and facilities. To comply with the Food

Code, retail managers must be able to demonstrate
knowledge of food-borne illness prevention as it
relates to their own food operation.

The Food Code also includes provisions for:
● setting time limits for holding cooked foods
safely outside of controlled temperatures
“ using food additives safely
c marking a date on potentially hazardous refriger-
ated, ready-to-eat foods that are prepared-and held
for more than 24 hours in a food establishment
● safely preparing meat from game animals and
exotic animal species such as deer, reindeer and
antelope, and ensuring that wild mushrooms are
safe to eat
● ensuring honest presentation of foods to consum-
ers
● advising consumers that certain foods should be
eaten fully cooked in order to ensure their safety.

The ‘Food Code also has provisions to ensure the
safety of molluscan shellfish, such as oysters,
clams and mussels.

Seven annexes help users apply the code’s
provisions uniformly and effectively to their
jurisdictions. The annexes are:
● compliance and enforcement—shows model
provisions on legal due process
● references+ites relevant scientific studies,
laws, and regulations, cross referenced by model
code section ,.
“ public health reasons---explains the’i-ationale of
each code provision

c establishment inspections—gujdes the planning,
conduct and reporting of inspections
● HACCP+xplains h detail HACCP’s prin-
ciples, terminology and applications
“ food processing criteria-gives factors to be
considered when preparing, evaluating and ap-
proving HACCP plans for certain food processing
operations at the retail level
● sample forms and user aids.

The 1999 Food Code is avajlable on the World
Wide Web at http://vm.cfsan; fda.gov/-dms/

foodcode.htrnl.

It 1s also available from the National Technical
Information Service in the following formats:
● Prepubljcation Document (PB99-1159 171NQ)-
$55 in United States, Canada and Mexico;$110
elsewhere. Shipping now.
. Spiral Bound, 4-color format (PB99-
1159251NQ)—$40 in United States, Canada and
Mexico; $80 elsewhere. Shipping end of ApriI.
s Enhanced CD-ROM version (PB99-
5005061NQ)—$69 in United States, Canada and
Mexico; $95 elsewhere. Includes Adobe Acrobat
Reader 3.1 software required to view and search
this version. Shipping end of April.
● Enhanced Diskette Version (PB99-
501033INQ)—$69 in United States, Canada and
Mexico; $95 elsewhere. Doesn’t include Adobe
Acrobat software required to use th]s version.
Shipping end of April.
● Diskette with documents in WordPerfect 6.1
(PB99-501O25INQ)—$4O in United States,
Canada and Mexico; $70 elsewhere. A series of
WordPerfect 6.1 files on one 3 l/2-inch 1.44 mb
DOS diskette. Files must be decompressed onto a
hard drive. Y2K compliant. Shipping end of April.

A $5 handhng fee is added to each total order for
the United States, Canada and Mexico; $10 for all
others.

For more information, see http://ivww.ntis. gov/

yellowbh71n~831 .htm on the World Wide Web, or
call 1-800-553-6847 (or 703-605-6000), or write:
NTIS, U.S. Department of Commerce, Springfield,
VA 22161.

(Replaces BG 97-12: August 20, 1997)
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● Alcoholic beverages—Department of Treasury’s State board of pharmacy

Bureau of Alcohol, Tobacco and Firearms ● Medical practice—State certification board
● Drug abuse and controlled substances—Depart-
ment of Justice’s Drug Enforcement Administra- General Information
tion If you have a general question about an FDA-
● Hazardous chemicals in the workplace—Depart- regulated product, call 1-888 INFO-FDA (l-888-

ment of Labor’s Occupational Safety and Health 463-6332). But please don’t report problem
Administration products or adverse reactions to this consumer
. Warrant ies—Federal Trade Commission information number
● Dispensing and sales practices of pharmacies— described above.

Use the other numbers

.

FDA’s Consumer Complaint Coordinators

To report adverse reactions or other problems
with FDA-regulated products, contact the FDA
district office consumer complaint coordinator for
your geographic area:
Alabama—(615) 781-5385, ext. 123
Alaska—(425) 483-4949
Arizona—(714) 798-7701
Arkansas—(214) 655-5310, ext. 521
California (Northern)—(5 10) 337-6741
California (Southern)—(7 14) 798-7701
Colorado-(303) 236-3044
Connecticut—(781 ) 279-1675, ext. 188
Delaware—(215) 597-9064
District of Columbia—(4 10) 962-3593
Florida (Northern)—(407) 475-4717
Florida (Southern)—(305) 526-2800, ext. 916
Georgia—(404) 347-4001, ext. 5272
Hawaii—(5 10) 337-6741
Idaho---(425) 483-4949
Illinois—(3 12) 353-7840
Indiana—(3 13) 226-6260, ext. 171
Iowa—(9 13) 752-2440
Kansas—(913) 752-2440
Kentucky—1-800-437-2382
Louisiana–-(504) 589-7186, ext. 150
Maine—(781) 279-1675, ext. 188
Maryland–-(410) 962-3593
Massachusetts—(78 1) 279-1675, ext. 188
Michigan—(3 13) 226-6260, ext. 171
Minnesota-(612) 334-4100, ext. 184
Mississippi-–(504) 589-7186, ext. 150

Missouri—(913) 752-2440
Montana-(425) 483-4949
Nebraska—(9 13) 752-2440
Nevada—(5 10) 337-6741
New Hampshire-(78 1) 279-1675, ext. 188
New Jersey—(973) 331-2917
New Mexico-(303) 236-3044
New York (Northern)—(7 16) 551-4461, ext.

3171
New York (Southern)—(718) 340-7000, ext.

5725
North Carolina—(404) 347-4001, ext. 5272
North Dakota—(612) 334-4100, ext. 184
Ohio-1-800-437-2382
Oklahoma—(214) 655-5310, ext. 521
Oregon—(425) 483-4949
Pennsylvania—(21 5) 597-9064
Rhode Island—(78 1) 279-1675, ext. 188
South Carolina—(404) 347-4001, ext. 5272
South Dakota-(612) 334-4100, ext. 184
Tennessee--(6l5) 781-5385, ext. 123
Texas—(214) 655-5310, ext. 521
Utah—(303) 236-3044
Vermont—(78 1) 279-1675, ext. 188
Virginia—(410) 962-3593
Washington—(425) 483-4949
West Virginia—(410) 962-3593
Wisconsin—(612) 334-4100, ext. 184
Wyoming—(303) 236-3044
Puerto Rico, U.S. Virgin Islands—(787) 729-

6728

This backgrounder replaces “Reporting Problems with FDA-Regulated Products,”
BG 91-9.1 (November 199 1), BG 98-3 (April 1998), and BG 98-5 (August 1998).
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What is a Dietary Supplement?

A dietary supplement is any product taken by mouth that contains a so-called “dietary ingredient” m
its label clearly states that it is a dietary supplement.

The “dietary ingredients” in dietary supplements may include vitamins, minerals, herbs, and amino
acids as well as substances such as enzymes, organ tissues, metabolizes, extracts or concentrates.
Dietary supplements can be found in many forms such as pills, tablets, capsules, liquids or powders.
They must be identified on the label as a dietary supplement.

How are Dietary Supplements regulated?

The label of a dietary supplement must contain enough inilormation about the composition of the
product so that consumers can make itiormed choices. (The information must be presented in
l?DA-specified format.) The manufacturer must make sure the label Mormation is truthfhl and not
misleading. The manufacturer is also responsible for making sure that all the dietary ingredients in the
supplements are safe. Manufacturers and dktributors do not need to register with FDA or get FDA
approval before producing or selling dietary supplements.

How do I report a problem or illness caused by a Dietary Supplement?

FDA can be contacted to report general complaints or concerns about food products, including
dietary supplements. You may teleohone or write to FDA.

If you think you have suffkred a serious harmfid effect or illness from a dietary supplement, your
health care provider can report this by calling FDA’s MedWatch hotline at 1-8OO-FDA-1O88or using
the website htttx//www.fda. ~ov/medwatch/re~ort/hco. htm. The ModWatch uromarn allows health
care providers to report problems possibly caused by FDA-regulated products such as drugs, medical
devices, medical foods and dietary supplements. The identity of the patient is kept amfidential.

Consumers may also report an adverse event or illness they believe to be related to the use of a
dietary supplement by calling FDA at I-800-FDA-1088 or using the website
httP://m,fda.~ov/mdwatcMre~otimnsumer/conwmer.htm. FDA would like to know when a
product causes a problem even if you are unsure the product caused the problem or even if you do
not visit a doctor or clinic.

.’

Are advertisements for Dietary Supplements regulated by FDA?
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No. The Federal Trade Commission (FTC) handles advertising for dietary supplements and most
other products sold to consumers. FDA works closely with FTC in this ar~ but their work is
directed by different laws.

Does FDA routinely analyze the content of Dietary Supplements?

FDA has limited resources to analyze the composition of food products, including dietary
supplements. So, FDA focuses first on public health emergencies and products that may have caused
inju~ or illness. Then products thought to be fraudulent or in violation of the law are analyzed. FDA
uses the remaining finds for rout~e monitoring of products pulled from store shelves, FDA does not
analyze supphxnent products before they are sold to consumers. The manufacturer is responsible for
ensuring that the ingredient list is accurate and that the ingredients are safe. They am also required to
make sure that the content matches the amount declared on the label.

NM does not have adequate resources to analyze dietary products sent by consumers who want to
know their content. Instead, consumers may contact the manufacturer or a commercial laboratory.

Are all ingredients required to be declared on the label?

Other ingredients in the product must be listed in the ingredient statement beneath the “Supplement
Facts” panel. The types of ingredients listed there would include gelat~ sugars, starch colors,
stabilizers and presematives.

Are there restrictions on size of the pill or how much of a nutrient can be in one
serving of a Dietary Suppkment?

There are no rules that limit a serving size or the amount of nutrients in any form of dietary
supplements. This decision is made by the manufacturer and does not require FDA review or
approval. For one dietary ingredient, ephedrine tdkaloids, FDA has proposed to permit serving sizes
of 8 mg or less.

What kinds of claims can be made on the labels of Dietary Supplements?

As with other food products, the mantiacturer can put certain claims on the product label, These
claims tell consumers about the nutritional value of the product. Claims defined by FDA to describe
the nutrient content of a product, like “good source” or “high”, can appear on the label if one serving
meets the definition. There are specific rules as to which substances can be listed using these nutrient
content claims.

Manufacturers can also put FDA-approved “health claims” on a product label. Health claims describe
the connection between a nutrient or food substance and a disease or health-related condition. Claims
about these diet/disease relationships can appear on the label if the content of the product meets the
FDA requirements and if the claim is one of the approved health claims.

!.

Why do some supplements have wording that says: “This statement has not been
evaluated by the FDA. This product is not intended to diagnose, treat cure, or
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prevent any disease’??

Certain statements may be included on the label that give the manufacturer’s description of the role of
the dietary supplement. These statements are not authorized by FDA. The manufacturer is responsible
for ensuring that these statements are accurate and truthfbl. For this reason, the law says that ifa
dietary supplement label includes this information%it must also state that FDA has not evaluated the
statement.

Where can I get information about a specific Dietary Supplement?

Manufacturers do not need FDA kpprowd to sell their supplement products. This means that FDA
does not keep a list of manufacturers or products on the market. If you want mor~specific
iniiormation than the label tells you about the products, you may contact the manufacturer dbztly.

,*

office of Special Nutritional, May 1997
!

Hypertext updated by ear/dins 199g-~R-13

,...



//

PDA Consumec An FDA Guide to Dietary $upplem... Page 1 of 9

U. S. Food and Drug Administration
FDA Consumer
September - October 1998; Revised January 1999

An FDA Guide to Dietary Supplements
by Paula Kurtzweil

Set between a Chinese restaurant ~d a pizza and sub sandwich eatery, a Rockville health food store
offbrs yet another brand of whble items Bottled herbs like cat’s claw, dandelion root, and blessed
thistle. Vitamins and minerals in varying doses. Herbal and nutrient concoctions whose labels carry
claims about relieving pa@ “energizing” and “detoxi&ing” the body, or providing “guaranteed
results.”

This store sells dietary supplements, some of
the hottest selling items on the market today.
Surveys show that more than half of the U.S. r
adult population uses these products. In 1996
alone, consumers spent more than $6.5 billion
on dietary supplements, according to LPackaged Facts Inc., a market research firm in .,
New York Chy.

-;Z”:,:. ...
%5

But even with all the busiiess they generate, ~ ,?,

consumers still ask questions about dietary :3

i
supplements: Can their chi.imsbe trusted? Are ‘-’2
they de? Does the Food and Drug 1~..
Administration approve them? - 1,$V~, o

: ‘::;:::.1?s0,,:j,gl i~ lW *9%:~”Xl”F’==.>. -.:*’ .+::.,’,,,ke.~-z:
Many of these questions come in the wake of ‘“ ‘“ ‘:“’’’’’’”’”

..,,3:

the 1994 IXetsry Supplement Health and Education Act or DSHE~ which setup a new fhmework
for FDA regulation of dietary supplements. It also created an office in the National Institutes of
Health to coordinate research on dietary supplements, and it called on President Cliion to set up an
independent dietary supplement commission to report on the use of claims in dktary supplement
labeling.

In passing DSHQ Congress recognized first, that many people believe dktary supplements offkr
health benefits and second, that consumers want a greater opportunity to determine whether
supplements may help them. The law essentially gives dietary supplement manufacturers fkedom to
market more products as dietary supplements and provide information about their products’
benefits--for example, in product labeling.

The Council for Responsible Nutrition, an organization of manufacturers of dietary supplements and
their suppliers, welcomes the chmige. “Our philosophy has been ... to maintdn consumer access to
products and access to itiormation [so that consumers can] make irdlormedchoice~n says John
Cordaro, the group’s president and chief exeoutive officer.
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But in choosing whether to use dietary supplements, FDA answers consumers’ questions by noting
that under DSHE~ FDA’s requirement for premarket review of dietary supplements is less than that
over other products it regulates, such as dregs and many additives used in conventional finds.

TM means that consumers and manufacturers have responsibility for checking the safety of dietary
supplements and determhing the truthtidness of label claims.

Anatomy of the New Requirements for Dietary Supplement Labels

Information that will be required on the labels of dietary supplements includes:

●

●

●

●

●

●

●

View

Statement of identity (e.g., J@wng”)
Net quantity of contents (e.g,, “60 capsules”)
Structure-function claim and the statement “This statement has not been evahuated by the Food
and Drug Administration. This product is not intended to diagnose, treat, cure, or prevent any
disease.”
IXreetions for use (e.g., “Take one capsule daily.”)
Supplement Facts panel (lists serving size, amount, and aotive ingrdlent)
Other ingredients in descend~ order of predominance and by common name or proprietary
blend.
Name and place of business of manufacturer, packer or distributor. This is the address to write
for more product information.

the dietarv swmlement labels in PDF format (252K).

What Isa Dietary Supplement? -

Tradhiomdly, dietary supplements referred to products made of one or more of the essential nutrients,
such as vitamins, minerals, and protein. But DSHEA broadens the definition to include, with some
exceptions, any produot intended for ingestion as a supplement to the diet. This includes vitamins;
mimmds; herbs, botanical, and other plant-derived substances; and amino acids (the individual
building blocks of protein) and concentrates, metabolizes, constituents and extracts of these
substances.

It’s easy to spot a supplement because DSHEA requires manufkturers to include the words “dietary
supplement” on product labels. Also, starting in March 1999, a “Supplement Facts” panel will be
required on the labels of most dietary supplements.

Dietary supplements come in many forms, including tablets, capsules, powders, softgels, geleaps, and
liquids. Though commonly associated with health food stores, dietary supplements also are sold in
grocery, drug and national discount chain stores, as well as through mail-order catalogs, TV
programs, the Internet, and direct sales.

FDA oversees safety, manufacturing and product informatio~ such as claims, in a produot’s labeling,
package inserts, and accompanying literature. The Federal Trade Commission regulates the
advertising of dietary supplements.

One thing dietary supplements are.not is drugs. A drug, which sometimes can be derived from plants
used as traditional medicine% is an article that, among other things, is irMmdedto diagnose, cure,
mitigate, treat, or prevent d&wses. Before marketing, drugs must undergo clinical studies to
determine their effixtiveness, safety, possible interactions with other substances, and appropriate
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dosages, and FDA must review these data and authorize the drugs’ use before they are marketed.
FDA does not authorize or test dietary supplements.

A product sold as a dietary supplement and touted in its labeling as a new treatment or cure for a
specific disease or condition would be considered an unauthorized--and thus illegal--drug. Labeting
changes consistent with the provisions in IMHEA would be required to maintain the product’s status
as a dietary supplement.

Another thing dietary supplements are not are replacements for conventional diets, nutritionists say.
Supplements do not provide all the known--and perhaps unknown--nutritional benefits of
conventional food. {

Monitoring for Safety -,

As with food, fkderal law requires manuhturers of dktary supplements to ensure that the products
they put on the market are safe. But supplement manufacturers do not have to provide tiomxttion to
FDA to get a product on the market, unlike the fwd additive process often required of new food
ingredients. FDA review and approval of supplement ingredients and products is not required before
marketing.

Food additives not generally recognized as safe must undergo FDA’s premarket approval process for
new food ingredients. This requires manufacturers to conduct safkty studies and submit the results to
FDA for review before the ingredient can be used in marketed products. Based on its review, FDA
either authorizes or rejeots the food additive.

In contrast, dietary supplement manufacturers that wish to market anew ingredient (that is, an
ingmdknt not marketed in the United States before 1994) have two options. The first involves
submitting to FDA at least 75 days before the product is expected to go on the market, information
that supports their conclusion that anew ingredknt can reasonably be expeoted to be safe. Safe
means that the new ingredient does not present a significant or unreasonable risk of illness or iqjury
under conditions of use recommended in the product’s labeling.

The information the mamdhcturer submits becomes publicly available 90 days after FDA receives it.

Another option for manufacturers is to petition FDA asking the agency to establish the conditions
under which the new dietary ingredkmt would reasonably be expected to be @e. To date, FDA’s
Center for Food Safety and Applied Nutrition has received no such petitions.

Under DSHE~ once a dietary supplement is marketed, FDA has the responsibility for showing that a
dietary supplement is unsafe b~ore it can take action to restriet the product’s use. This was the case
Whe%in June 1997, FDA proposed, among other things, to limit the amount of ephedrine alkaloids in
dietary supplements (marketed as ephedr~ Ma huang, Chinese ephedr~ and epitonin, for example)
and provide warnings to consumers about hazards associated with use of dietary supplements
containing the ingredknts. The hazards ranged from nervousness, dizziness, and changes in blood
pressure and heart rate to chest paim heart attack hepatitis, stroke, seizures, psychosis, and death.
The proposal stemmed fivm FDA’s review of adverse event reports it had received, scientific
literature, and public comments. FDA has received many comments on the 1997 proposal and was
reviewing them at press time. ‘

Also in 1997, FDA identified contamination of the herbal ingredient plantain with the harrrdbl herb
Digitalis lanata after receiving a report of a complete heart block in a young woman. FDA traced all
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use of the contaminated ingredient and asked manufacturers and retailers to withdraw these products
tlom the market. (For itiormation about other potentially dangerous dietary suppkxnents, see
~)

DSHEA also gives FDA authority to establish good manufacturing practices, or GMPs, for dietmy
supplements. In a February 1997 advance notice of proposed rulemaking, the agency said it would
establish dietary supplement GMPs Y, tier public comment, itdetermined that GMPs for
conventional food are not adequate to cover dktary supplements, as well. GMPs, the agency said,
would ensure that dietary supplements are made under conditions that would result in safk and
properly labeled products. At press time, FDA was reviewing comments on the 1997 notice.

Some supplement makers may alr~dy voluntarily follow GMPs devised, for example, by trade groups.

Besides FDA individual states can take steps to rest.fict or stop the sale of potentidy ha.rmfbldietwy
supplements within their jurisdictions. For example, Florida has banned some ephedra-containing
products, and other states have said they are considering similar action.

Also, the industry strives to regulate itse~, the Council for Responsible Nutrition’s Cordaro says. He
cites the GMPs that his trade group and others developed for their member companies. FDA is
reviewing these GMPs as it considers whether to pursue mandatory industry-wide GMPs. Another
example of self-regulatio~ Cordaro says, is the vohmtary use of a warning about ephedra products
that his organization drafted. He says that about 90 percent of U.S. manufacturers of products
containing ephedra alkaloids now use this warning label.

Understanding Claims

Claims that tout a supplement’s heakhf.idbenefits have always been a controversitd feature of dietary
supplements. Manuf@rers often rely on them to sell their products. But consumers often wonder
whether they can trust them.

Under DSHEA and previous food labeling laws, supplement manufacturers are allowed to use, when
appropriate, three types of ckihns: nutrient-content claims, disease claims, and nutrition support
claims, which include “structure-fimtion claims.”

Nutrient-content claims describe the level of a nutrient in a food or dietary supplement. For example,
a supplement containing at least 200 milligrams of calcium per serving could ca.ny the claim “high in
calcium,” A supplement with at least 12 mg per serving of vitamin C mild state on its labe~
“Excellent source of vitamin C.”

Disease claims show a link between a food or substance and a disease or health-related condition.
FDA authorizes these claims based on a review of the scientific evidence. Or, after the agency is
notified, the claims may be based on an authoritative statement from certain scientific bodes, such as
the National Academy of Sciences, that shows or describes a well-established diet-to-health link. As
of this writing, certain dietary supplements maybe eligible to carry dkxise claims, such as claims that
show a link between:

● the vitamin folic acid and a decreased risk of neural tube defwt-affected pregnancy, if the
supplement contains sufficient amounts of fotic acid

● calcium and a lower risk of osteoporosis, if the supplement contains sufficient amounts of
calcium

● psyllium seed husk (as part of a diet low in cholesterol and saturated fat) and coronary heart
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disease, if the supplement contains sufficient amounts of psyllium seed husk.

Nutrition support claims can describe a link between a nutrient and the deficiency disease that can
result if the nutrient is lacking in the diet. For example, the label of a vitamin C supplement could
state that vitamin C prevents scurvy. When these types of claims are used, the label must mention the
prevalence of the nutrient-deficiency disease in the United States.

These claims ak can refer to the supplement’s effect on the body’s structure or iimctio~ including its
overall effect on a person’s well-beiig. These are known as structure-function claims.

Examples of structure-finction claims a.nx
f

G Calcium builds strong bones.
● Antioxidants maintain cell integrity. Y

● Fiber maintains bowel regularity,

Manufacturers can use structure-finwtion claims without FDA authorization. They base their claims
on their review and interpretation of the scientific literature. L&e dl label claims, structure-fbnct.ion
chims must be true and not misleading.

Structure-tiuwtion claims can be easy to spot because, on the labe~ they must be accompanied with
the disclaimer “This statement has not been evaluated by the Food and Drug Administration. This
product is not intended to diagnose, treat, cure, or prevent any disease.”

Manufacturers who plan to use a structure-liuwtion claim on a particular product must inform FDA
of the use of the claim no later than 30 days after the product is first marketed. WhiIe the
manufacturer must be able to substantiate its cla@ it does not have to share the substantiation with
FDA or make it publicly available.

If the submitted claims promote the products as drugs instead of supplements, FDA can advise the
manufh.cturer to change or delete the claim.

Because there ofien is a fine limebetween disease claims and structure-fiumtion claims, FDA in April
1998 proposed regdations that would establish criteria under which a label claim would or would not
quali$ as a disease claim. Among label factors FDA proposed for consideration are:

9

9

the naming of a specific disease or class of diseases
the use of scientific or lay terminology to describe the product’s effkct on one or more signs or
symptoms recognized by health-care professionals and consumers as characteristic of a specific
disease or a number of d~erent speciiic diseases
product name
statements about product formulation
citations or references that refer to disease
use of the words “dkxtse” or “diseased”
art, such as symbols and pictures
statements that the product can substitute for an approved therapy (for example, a drug).

!-’

\

FDA’s proposal is consistent with @e guidance on the distinction between structurdimction and
disease claims provided in the 1997 report by the President’s Commission cmDietaxy Supplement
Labels.
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If shoppers find dietary supplements whose labels state or imply that the product can help diagnose,
treat, cure, or prevent a disease (for example “cures cancer” or “treats arthritis”), they should realize
that the product is being marketed illegally as a drug and as such has not been evaluated for safety or
effectiveness.

FTC regulates claims made in the advertising ofdietmy supplements, and in recent years, that agency
has taken a number of enforcement actions against companies whose advertisements contained fidse
and misleading tiormation. The actions targeted, for example, erroneous claims that chromium
picoiinate was a treatment for weight loss and high blood cholesterol. An action in 1997 targeted ads
for an ephedrine alkaloid supplement because they understated the degree of the product’s risk and
featured a man falsely described as a doctor.

Fraudulent Products ?

Consumers need to be on the lookout for fiauchdent products. These are products that don’t do what
they say they can or don’t contain what they say they contain. At the very least, they waste consumers’
money, and they may cause physical harm.

Fraudulent products ofien can be identified by the types of claims made in their labeling, advertising
and promotional literature. Some possible indicators of fraud, says Stephen Barrett, M.D., a board
member of the National Council Against Health Fraud, are:

● Claims that the product is a secret cure and use of such terms as “breakthrou~” “magical,”
“miracle cure,” and “new discovery.” If the product were a cure for a serious disease, it would
be widely reported in the media and used by health-care professionals, he says.

● ‘Pseudomedical” jargo~ such a3 “detox@,” “p@ and “energize” to describe a product’s
effects. These claims are vague and hard to measure, Barrett says. So, they make it easier for
success to be claimed “even though nothing has actually been accomplish~” he says.

● Claims that the product can cure a wide mnge of unrelated diseases. No product can do that,
he says.

● Claims that a product is backed by scientific studies, but with no list of references or references
that are inadequate. For instance, if a list of references is provided, the citations cannot be
tra~ or if they are traceable, the studies are out-of-date, irrelevant, or poorly designed.

● Claims that the supplement has only benefits--and no side effects. A product “potent enough to
help people will be potent enough to cause side effkcts,” Barrett says.

“ Accusations that the mediwd professio~ drug companies and the government are suppressing
tiormation about a particular treatment. It would be illogical, Barrett says, for large numbers
of people to withhold idormation about potential mdlcal therapies when they or their fdes
and fiends might one day benefit from them.

Though often more dficuh to do, consumers also can protect themselves horn economic fraud, a
practice in which the manutlwturer substitutes part or all of a product with an inferior, cheaper
ingredient and then passes off the fake product as the reaI thing but at a lower cost. Varro Tyler,
Ph.D., Sc.b., a distinguished professor emeritus of pharrnacognosy (the study of medicinal products
in their crud% or unprepared, form) at Purdue University in West LaFayette, Ind., advises consumers
to avoid products sold for considerably less money than competing brands. “If it’s too cheap, the
product is probably not what it’s supposed to be,” he says.

Quality Products
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Poor manufacturing practices are not unique to dietary supplements, but the growing market for
supplements in a less restrictive regulatory environment creates the potential for supplements to be
prone to quality-control problems. For example, FDA has identified several problems where some
manufacturers were buying herbs, plants and other ingredients without fist adequately testing them to
determine whether the product they ordered was actually what they received or whether the
ingrdlents were free from contaminants.

To help protect themselves, consumers should:

o Look for ingredients in products with the U.S,P. notatiok which indicates the manufacturer
followed standards establis ed by the U.S. Pharmacopoeia.

!/
● Rea.liie that the label term natural” doesn’t guarantee that a product is safe. “Think of

poisonous mushrooms,” says Elizabeth Yetley, Ph.D., director of FDA’s OfEce of Special
Nutritiomds. “They’renatural.”

● Consider the name of the manufacturer or distributor. Supplements made by a nationally
known food and drug manufmer, for example, have likely been made under tight controls
because these companies already have in place manufacturing standards for their other
products.

● Write to the supplement manufacturer for more tiormation. Ask the company about the
conditions under which its products were made.

Reading and Reporting

Consumers who use dietary supplements should always read product labels, follow directions, and
heed all warnings.

Supplement users who sufFera serious ha.rmfhleffect or illness that they think is related to supplement
use should call a doctor or other heaith-care provider. He or she in turn can report it to FDA
MedWatch by calling 1-8OO-FDA-1O88or going to www.fda.gov/medwatch/report/hcp.lkrn on the
MedWatch Website. Patients’ names are kept confidential.

Consumers ako may call the toll-flee MedWatch number or go to
Www.fti.govhnedwatchkepoticonsundconsumer.htm on the MedW@ch Website to report an
adverse reaction. To file a report, consumers will be asked to provide

● name, address and telephone number of the person who became ill
● name and address of the doctor or hospital providing medical treatment
● description of the problem
c name of the product and store where it was bought.

Consumers also should report the problem to the manufacturer or distributor listed on the product’s
label and to the store where the product was bought.

Today’s Dietary Supplements

The report of the President’s Commission on Dietary Supplement Labels, released in November 1997,
provides a look at the ilbture of dietary supplements. It encourages researchers to tind out whether
consumers want and can use the iriformation allowed in dietary supplement labeling under DSHEA. It
encourages studies to identfi more clearly the relationships between dietary supplements and health
maintenance and disease prevention. It urges FDA to take enforcement action when questions about a
product’s safety arise. And it suggests that FDA and the industry work together to develop guidelines
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on the use of warning statements on dietary supplement labels.

FDA generally concurred with the commission’s recommendations in the agency’s 1998 proposed rule
on dietary supplement claims.

While much remains unknown about many dietary supplements--their health benefits and potential
risks, for example--there’s one thing consumers can count on the availability of a wide range of such
products. But consumers who decide to take advantage of the expanding market should do so with
care, rnaldng sure they have the necessary Wonnation and consuhing with their doctors and other
health professionals as needed.

“The majority of supplement man~facturers are responsible and carefid,” FDA’s Yetley says. “BUCas
with all products on the market, consumers need to be discriminating. FDA and ind@ry have
important roles to play, but consumers must take responsibility, too. ”

Paula Kurtzweil is a member of FDA ‘spublic affairs stag
,<

\

Supplement Your Knowledge

Some sources for additional tiormation on dietary supplements are:

Federal Agencies

Food and Drug Administration:

Office of Consumer AfEairs
HFE-88
IZockville, MD 20857

Food Information Line
1-8OO-FDA-4O1O
(202) 205-4314 in the Washingto% D.C., area

FDA Website: www.cfsan.fda.gov/--dmsut@mntnhtmlml

FederalTrade Commission
Public Reference Branch
Room 130
Ti%.shingtomDC 20580
Www.ftc!gc!y

National Institute on Aging
NIA Information Center
P.O. BOX 8057

Ga.hhersburg, MD 20898-8057
1-800-222-2225
TTY: 1-800-222-4225
htto://l28.231. 160.1l/nia/health/~ibtmb/hormrev.htm

Health Professional Organizations
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American Dietetic Association
216 W. Jackson Blvd.
chi~o, IL 60606-6995
1-800-366-1655 (reeorded messages)
1-900-225-5267 (to talk to a registered dietitian)
~

..

Expert Advice

Before starting a dietary suppleme~t, it’s always wise to check with a medical doctor. It is especially
important for people who are

● pregnant or breastfding
.

“ Chronieailyill
● elderly
● under 18
● taking prescription or over-the-cwnter medicines. Certain supplements can boost blood levels

of certain drugs to dangerous levels.

Varro Tyler, Ph.D., SC.D.,distinguished professor emeritus of pharrnacognosy at Purdue University,
cites as examples garlic and the supplement ginkgo bdoba. Both can thin the blood, which can be
hazardous, he says, for people taking prescription medkines that also thin the blood.

In @lition to medkxd doctors, other health-ewe professionals, such as registered pharmacists,
registered dietitians and nutritionists, also can be sources of information about dietary supplements.

-P. K..

Publication No. (FDA) 99-2323
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FDA Office of Women’s Health -
U.S. Food and Drug Administration

,4

The Office of Women’s Health (OWH) was created by the Food and Drug Administration (FDA) in . \

1994, Its establishment began anew chapter in the agency’s cmmnitment to women’s health issues.
The FDA has jurisdktion over the drug% medical devices, vaccines, blood and tissue produots, foods
and cosmetics on which every American woman and her family depend -- about 25% of every
consumer dollar. Thus, OWH has an almost unliied number of women’s health issues in which to
engage. In three years, OWH has established itself as an eflketive+voice for women’s heafth concerns.
Here am some major activities and accomplishments.

SPONSORING-GROUNDBREAKING RESEARCH
AND OTHER PRIORITY PROJECTS CONDUCTED BY FDA STAFFERS

OWH finds research and education/outreach programs on pressing women’s health issues. It utilizes a
competitive peer review process for selection of the highest quality projects, with an emphasis on
projects with the greatest potential for significantly contributing to knowkxlge of women’s health in a
brief time frame, OWH has awarded $6 million in grants for these projects to date.

Through this mechanism OWH has fi.mdedmore than 50 scientific projects, including research in the
following areas: breast and ovarian oancer, women and HIV, women and eardiova.seular disease,
osteoporosis, breast implant safety, the effwts of estrog% and women and autoimmune dkase.

Public education fimded by OWH has included a series of minority empowenrmnt workshops on
women’s health in the Mid-Atlantic regioq the production of a breast cancer awareness play and
panel discussion in African-American churches in Texas and at Howard University in the District of
Cohunbi% a @panic women’s health ooderence for health professionals in south Flori~ and the
translation of broohures on mwnmography and pap smears into several A&m languages and dialects.

PUBLIC AWARENESS
PARTNERING WITH GRASS ROOTS WOMEN’S GROUPS

OWH has initiated a major public:awareness progr~ “Women’s Health Take Time To Care,” to
bring important health promotion messages to mid-liie and older wome~ with an emphasis on the
under served, The message is “Use Medkines Wlsely,n in order to raise awareness about better health
practices among the target group and their families, and to reduce the annual cost of $75 billion in
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doctors’ visits, hospitalizations, and 10Mwages resulting from improper use of medicines.

h the Spring of 1997, a till week of activities was held in pilot pro~~ in both H@ord, CN and
Chicago, IL. In each city, numerous events caordmted by OWH were held by non-profit groups,
social service agencies, government and other entities to dktriiute attractive, accessible materials and
create a dialogue around the importance of taking mediation safely and properly. By partnering with
drug and grocery stores, the campaign distributed over 235,000 pieces of literature and engaged
thousands of women.

In 1998, OWH will roll out the program nationally, with “Take Tme To Care” weeks in at least
fifteen metropolitan areas. Partnerships with other government entities will take the program to rural
areas, historically black colleges, an# Indian reservations. Involvement of many of the nation’s large
drug chains will result in reaching niillions of women.

Y

LEADERSHIP ON WOMEN IN CLINICAL TRIAL!YGENDER EFFECTS

One of the core missions of OWH is to encourage indus~ to include women in their studies and to
encwrage the participation of women in clinical trials of FDA-reguhkted products. The office
advances this Wend% and that of encouraging the analysis of clinical trial data for gender diilkrences,

..

by

● Sponso@ major scientific confwen~ proposing new regulations and frequently speaking on
the topiq

s with the Center for Drugs, co-chairing the agency-wide Gender Effkcts Steering Committee
which addresses scientic and policy issues related to gender-specific responses to products;
and

● sponsoring agency initiatives for collecting and analyzing gender-specific daa including a pilot
tracking system to monitor the enrcdhnent of women in cliical trials.

ACTING AS AN ADVOCATE
FOR WOMEN’S HEALTH IN AGENCY ACTIONS

\ OWH works to raise awareness and provide focus throughout the F’I)& the Public Health Service
and the Clinton Administration on important women’s health issues over which FDA has jurisdiction.

,, OWH has provided scientific and policy input on many of todays leadiig women’s health issues.
These include questions involving the safe and efftxtive use of silicone breast implants, thalidomide,
hormone replacement kerapy, contraceptive products, ingredients in cosmetics, bone measurement
device% at home devices to fight premature labor, mammography, use of folic acid prior to
pregnancy, and much more.

WORKING WITH EXTERNAL CONSTITUENCIES

The OWH Mprovides information on women’s health issues to Congress, the press, health
professionals, women’s health advocat~ and the lay public in a multitude of ways, among them:

1-”

\

“ Publishing articles for scientific journals;
“ producing educational publkdom for consumers;
● delivering speeches to the Ml-range of audiences and constituencies interested in women’s
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health; and
● maintaining our website of usefid women’s health information.

Mission IPrograms I Information ILinks I Feedback I What’s New

(Hjp@eti upahted by clb 1999-FEB-10)
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USE MEDICINES WISELY

About 3 O’?/oto 500/0 of those who

use medicines do not use them as
directed. This causes more doctor
visits, hospital stays, lost wages and
changed prescriptions. All this costs
Americans as

each year.

Women often
for the whole

The expiration date - Do not use a

medicine after the date on the

bottle. It may not work as well.

For more information on your medicines
ask your pharmacist.

much as $76.6 billion

AVOID PROBLEMS

take care of medicines
family, as well as

themselves. So we need to read the
label, avoid problems, ask questions

and keep a record.

READ THE LABEL

Before you take any medicine read

the label. The label should show:

List of ingredients - If you know

you are allergic to anything in the

medicine, don’t use it. Ask your

doctor or pharmacist for a different

medicine,

Medicines can cause problems, or

side effects; such as sleepiness,

vomiting, bleeding, headaches or
rashes. Ask about the side effects of

the medicines you are taking. Talk

with your doctor, pharmacist, or

nurse.

Organize your medicines.

Do not skip taking your medicines,

Do not share medicines.

Do not take medicine in the dark.

Warnings - Read these carefully.



ASK QUESTIONS

●

●

✘

●

●

●

●

●

●

●

What k the medicine’s name?

Is there a generic available?

Why am I taking this medicine?

When should I take it?
Should 1 take this on an empty

stomach or with food?
Is it safe to drink alcohol with it?

If I forget to take it, what should 1
do?

How much should I take?
How long am 1 to take it?

What problems should 1 watch for?

T~k with your doctor, pharmacist or

nurse. She/he will be happy to help you.

List any allergies

Doctor

Phone number

Drug store
.

Phone number

KEEP A RECORD OF
MEDICINES YOU USE

Check boxes for the ones you use:

❑

❑
❑
❑
❑
❑
❑
❑
❑
❑
❑
❑

.

Aspirin or other

pain/headache/fever

medicine

Allergy medicine

Antacids

Cold medicine

Cough medicine

Diet pills

Laxatives

Sleeping pills

Vitamins

Minerals

Herbals

Others



NAME:

LIST YOUR PRESCRIPTION MEDICINES

Name of My HOW Much When What Do
Medicine Do I Take Do 1 Take It I Use It For

Xxxx 1 tablet 3 times a day
400 mg

Arthritis
EX AMP&E after meals

-.

KEEP THIS IN YOUR PURSE AND SHOILT IT TO YOUR DOCTORS.

.. :,..,.
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WORDS YOU SHOULD kNO W

Generic Medicine - A drug that has
the same medicine as the brand
name drug. This will work the same

way as the brand name drug, but

often c“osts less.
Prescription medicine - A drug that

can only be bought with permission

from the doctor.
Pharmacist - The person in the drug

store who is trained to fill your

prescription and answer questions.

women ‘S Health. Take Time To Care

for yourself... for those who need you

Health
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Public Affairs
Specialists

FDA’s Walking
Encyclopedias

by Betsy Adams and John Henkel “From di.tary SUPPI.rn.ntS, m food
labels, to how to give medicines to
kids—believe me, I’ve heard it all,”
says Mary Margaret Richardson,
FDA’s St, Louis-based public affairs
specialist (PAS). “The broad questions
on these and other subjects that were
important to people 20 years ago--

about their own health and safety, or
the well-being of their families—are
still important to them today.”

FDA’s PAS’s spend considerable
time answering questions from the
general public, as well as from the
news media and just about anyone else
wanting to know more about the prod-
ucts FDA regulates. Responding to
queries on a wide variety of subjects—
from female condoms to electromag,
netic fields, from food labeling to
mammography—the agency’s 44 “
PAS’s are walking encyclopedias.

They act as teachers, giving work-
shops and seminars to organizations
about FDA’s work, and as representa-
tives, appearing on broadcast media
and assisting reporters in news stoV

development. They also can be found
helping the consumers across the
country who call the myriad FDA dis-
trict offices looking for information.

Though consumers have been asking

the same kinds of health and safety
questions since the 1960s and 1970s,
FDAs PAS’s are using more and dif-
ferent means to get answers. When
Richardson started work as a PAS

(then called a consumer affairs officer,
or CAO) in 1971, she spent most of
her time speaking one-on-one to health

professionals, consumers, senior citi-
zens, students, and other individuals.

“Today, I use the media—particularly
TV and radio-a lot more of the time,”
she says. “Through the media I can
reach a wider audience with FDA’s
messages,”

Those messages have changed, too,
Consumers no longer take the
government’s word on faith. They want
all the information they can get—and
then make up their own minds.

“We used to deliver the message: Be-

cause FDA is here, you’re safe. Today
we say: Because FDA is here, you know
more,” says Richardson, adding that no
single agency can provide total safety
to the public.

Lois Meyer, a PAS who recently re-

tired after a 30-year FDA career in Buf-
falo, N. Y., thinks of her years with FDA
as “both a teacher and a learner” experi-
ence.

“1 never stopped having to learn new
things about FDA programs, whether

they involved medical devices or food
labels,” she says. “In turn, I served as a
teacher, a resource both for our publics
and for FDAers in our field office who
needed to know what the public was
saying.”

FDA’s PAS’s have no standard train-
ing regimen or specific background as a
requirement for the job. Some previ-
ously worked for the agency in another
capacity, such as an investigator or
compliance officer. Others are experi-
enced in public relations. Though many
perfect their trade by on-the-job experi-
ence, all bring to the job an enthusiasm

A Reprint from FDA Consumer Magazine



Mary Margaret Richardson (standing), public affairs specialist at FDA’s St.

Louis oflce, explains food labeling to a group of dietitian students at St.

Louis University.

for FDA and exemplary public speaking
and interpersonal skills.

In Meyer’s case, a large part of her job
was teaching people how to help them-
selves. For example, patients often
called with questions about their medi-
cines-questions that would best be an-
swered by their own pharmacists.

“Sometimes the most helpful thing to
do is make people aware of the tremen-
dous resources already at their disposal,”
Meyer says. “If a consumer wants to
know how much lead is in a piece of
dinnerware, the people who sold you the

product have a responsibility to help you
get that information.”

Established in 1952 as a cadre of con-
sumer consultants, the original team of
consumer affairs officers included only
women—many of them homemakers
who worked part time—with a home
economics background, Today they in-
clude men, and their backgrounds are
many and varied.

In 1972, Juan Tijerina of FDA’s San
Antonio resident post became the first
man to join the group. Tljerina had been
an FDA chemist for 10 years.

“I like to talk to people,” he says. “I
like to travel, and when the job for a
bilingual CAO opened up, I jumped at
the chance.”

Tijerina remembers his first national
meeting with the other CAOS.

“I could feel hundreds of eyes on
me,” he says, “not just those of my 55
women co-workers, but others at head-
quarters-wondering, I guess, why a
man would want to join the group.

“I guess my motivation was much the

same as the women’s. I wanted to help
people and help them understand the
work we do,” he says.

Recently Tijerina and two other Span-
ish-speaking PAS ‘s—Al Gonzalez from
San Juan and Estela Niella-Brown from
Miami—went on a special assignment
to Mexico City to teach food manufac-



Consumers seeking information
about FDA and the products it regulates
can reach a public affairs specialist in
their region by looklng up the phone
number of the FDA district office in the
nearest large cit y‘s phone directory.
One warning: FDA is not listed in the
“F” section of federal government

agency listings. Instead, it’s found in
the “H’s” under “Health and Human
Services” as an agency of that depart-
ment.

Some FDA district offices have toll-
free numbers, others require a long-dis-

tance call for those outside the district’s
local dialing area. FDA “resident

posts,” found in many smaller cities and
listed in the phone book, also can for-

turers about requirements of the 1990
Nutrition Labeling and Education Act.
Mexican products exported to the United
States must bear the new food label, and
education—in Spanish-is important to
make sure that country’s producers un-
derstand legal requirements.

Bilingual PAS’s are frequently called
on to use their language skills. For ex-

ample, when a brand of semi-soft white
cheese favored by Miami’s Hispanic
communities was recalled due to bacte-
rial contamination, Niella-Brown
worked with Miami’s Spanish-language
media to get the story out to consumers
most likely to have bought the product.

As they deal daily with important
health issues, PAS’s inevitably are in-
volved in experiences touched with sad-
ness. New York City PAS Herman
“Bernie” Janiger remembers a thank-you
letter from a woman whose infant had
died from Iisteria-tainted food.

“The baby was just two-and-a-half
weeks old,” Janiger says. “The mother
was griefstricken, of course, but amaz-
ingly she took the time to write to tell
me how much she appreciated my work
to inform consumers about problems,
that I must have saved lots of other

ward questions to an appropriate PAS.
What kinds of questions can consum-

ers ask? “Just about anything that has to
do with FDA’s regulatory realm is fair
game,” says Mary Margaret Richardson,
PAS for FDA’s St. Louis office. “This
includes drugs, biologics, medical de-
vices, veterinary medicine, and food
safety.”

Richardson says consumers some-
times call PAS’s to report faulty prod-
ucts or adverse reactions. These calls
typically are subsequently referred to an
FDA complaint coordinator. Sometimes,
Richardson says, she gets calls concern-
ing non-FDA responsibilities such as
household devices or meat and poultry
safety. She refers these to the Consumer
Product Safety Commission, the U.S.

Department of Agriculture, or other ap-
propriate agency.

Because PAS’s are sometimes in the
field and unavailable to take phone
questions, Richardson suggests that call-
ers “make good use of the phone mail
system” PAS’s have. When in remote lo-
cations, she checks her phone mail “a
couple times a day” and tries to return
calls promptly. She asks, however, that
callers “leave clear, detailed messages
with a phone number where they can be
reached. If they are seeking, say, a publi-
cation, they should give the publication
name and number along with their ad-
dress.” ■

—J.H.

lives, even though it was too late for her there are many tough audiences.

baby.” “For me, the toughest are groups of

Other memories are happier. Janiger senior citizens,” Janiger says. “Many of

helped editors of the Random House these people are retired, and they have

Unabridged Dictionary with precise the time—plus the inclination—to

definitions for
medical terms,
and is acknow-
ledged in the
dictionary as a
special con-

sultant. He was
called, too, by
a researcher
with the day-
time TV drama

“One Life To
Live” for in-
formation on a
drug’s name
and potential
effects. The
program in
which the in-
formation ap-

become very knowledgeable about

peared won a 1986 Emmy award, and FDA’s public affairs specialists often use

Janiger received a certificate honoring broadcast media to neach the public. Here,

his contributions to the Emmy win. New York City-based PAS Herman Janiger de-

PAS’S are in great demand to speak scrt”bes an FDA program on a local news
before all sorts of groups, and they agree show aired over New York’s Channel One.
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“We may be trans-
lating science into
lay terms for a con-

= sumer group one

morning and then
need to turn around

j-; and give a technical

k ‘ talk to scientists in
the afternoon. Just

:. call us ‘instant
experts.’”

Although FDA’S

+ PAS’s may vary-.., .=—
widely in back-
ground and special

FDA public affairs specialist skills, they, all share a “can do” attitude.
Orlando PAS Lynn Isaacs recalls, when

Barbara Miller explains she was stationed in Minneapolis some
years ago, driving through snow drifts to

agency programs to a group Fargo, N. D., to conduct a consumer ex-

of New York City public
change meeting to solicit views on FDA
issues.

school students and faculty. “We drove up to City Hall, and there
were several sound trucks and TV cam-
eras,” she recalls. “We wondered what
was going on, thinking maybe a rock
group was in town.”

Turns out the cameras were there to

cover the meeting.
“We were really big in Fargo in Janu-

ary !” she laughs.

New York City PAS Barbara Miller

also had to brave the elements in 1993 to
deliver a presentation to a group of high
school students learning how to become
government employees.

“I arrived in a raging downpour,” she
says. “I was trying to be very serious
and professional, but my clothes were
soaked and my hair was dripping all
over the floor. As my hair dried, it
frizzed up, and my wet shoes squeaked
throughout the talk.”

The group, she felt, was especially at-

tentive during her presentation.
“I think the kids were fascinated to

see someone who’d come out in such
conditions just to speak with them,” she
says.

Among retiree Lois Meyer’s fondest
memories are those of the 1969 White
House Conference on Food, Nutrition,
and Health. “This led to the first, early
attempts at nutrition labeling,” she re-
calls, “which ultimately led to today’s
new food label.

“We learned early on in the process
that you can’t develop regulations in a
vacuum,” she says. “You have to find
out what the public wants and needs.”

Overall, Meyer remembers her FDA
career as one with a heavy workload but
many satisfactions,

“As a PAS, I believe I had an effect on
a great many lives by teaching consum-
ers,” she says. “Since the agency can’t
be everywhere at once, it’s important for
consumers to be educated. That’s where
I came in, and the other PAS’S. We’re all
different—women and men, young and
older, culturally diverse—and bring
different interests and skills to the job,
but we have the most important things in
common: dedication to FDA and a life-
long interest in helping people.” ■

Betsy Adams is director of FDA’s press
relations staff. John Henkel is a staff
writer for FDA Consumer.

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Public Health Service Food and Drug Administration

We hope you found this reprint from FDA Cor?surrrermagazine useful and informative. FDA

Consumer, the magazine of the U.S. Food and Drug Administration, provides a wealth of

information on FDA-related health issues: food safety, nutrition, drugs, medical devices,

cosmetics, radiation protection, vaccines, blood products, and veterinary medicine. For a

sample copy of FDA Consumer and a subscription order form, write to: Food and Drug

Administration, HFI-40, Rockville, MD 20857.
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NAME & TELEPHONE # REGION/ DISTRICT TERRITORIAL INTERNET ADDRESS
~ADDRESS RESPONSIBILITY

NORTHEAST REGION
Paula Fairfield (ext. 184)
Joseph Rauhnaitis (ext. 186)
Susan Small (ext. 185)
(781) 279-1675
FAX: (781) 279-1687
Vacant (ext. 5754)
Dilcia Granville (ext. 5043)
Vincent Zuberko (ext. 5755)
(718) 340-7000
FAX: (718) 340-7057
Diana Monaco (ext. 3118)
Debra Dathe (ext. 3101)
(716) 551-4461
FAX: (716) 551-4470

New England District Connecticut
One MontVale Avenue Maine, Massachusetts
StonehaW MA 02180 New Hampshke

Rhode Island
Vermont

New York District New York City, Long Island
850 Third Avenue (Nassau & Suffolk Counties)
Brookly~ NY 11232 Westchester County &

Rockland County

Buffalo District All of New York (except
300 Pearl St., Suite 100 Metro area
Olympic Towers (Albany, Binghamto~
Buffalo, NY 14202 Champlain, NewburgL

I Rochester & Syracuse))

pfairf3eld@,ora.fda.~ov
jraulina@,ora.fda. IZOV
ssmall@,ora.fda.gov

dmanvil@,ora.fda.QOV
vzuberko@,ora.fda.tzov

monacod~,ora. fda.gov
ddathe@,ora.fda.~ov

CENTRAL REGION
Joan G. Lytle I New Jersey District [ New Jersey I jlvtle(ii?ora.fd a.gov
(973) 52i6035 Waterview Corporate Center
FAX: (973) 526-6069 ~ 10 Waterview Blvd., 3rdfloor

Parisippany, NJ 07054
Anitra Brown-Reed Philadelphia District Delaware pas.vhi~,ora.fda. gov
(215) 597-4390 Room 900 U.S. Customhouse Pennsylvania
FAX: (215) 597-6649 2ndand Chestnut Streets

Philadelphia, PA 19106
Jeanni Prego Baltimore District Maryland, West Virginia j-~-~~
(410) 962-3731 900 Madison Avenue Washington, DC, Virginia
FAX: (410) 962-2307 Baltimore, MD 21201



Marilyn Zipkes (ext. 110) Cincinnati District Kentucky mziDkes@,ora. fda. fzo~
(5 13) 679-2700 6751 Steger Drive Ohio
FAX: (5 13) 679-2771 Cincinnati, OH 45237-3097
Ruth Weisheit Brunswick Resident Insp. Post Kentucky m.eiShX@ola.fd.3~v
(330) 273-1038 3820 Center Road Ohio
FAX: (330) 225-7477 P.O. BOX 838

Brunswick, OH 44212
Darlene Bailey (ext. 187) Chicago District Illinois dbailey@,era. fda.Eov
(312) 353-5863 300 S. Riverside Plaza
FAX: (312) 886-3280 Suite 550-South
Kim Phillips Chicago, lL 60606 kuhilliu@,ora.fda.~ov
Evelyn DeNike (ext. 149) Detroit District Michigan edenike@,ora.fda.Eov
(313) 226-6158 1560 East Jefferson Avenue
Jane Cunningham (ext. 129) Detroit, MI 48207 *#z-=+’%@?%@<+?e.~

P
(313) 226-6260 lkettles@ora~da.gov
FAX: (3 13) 226-3076
Linda Kettleson, PAT
Janet LeClair (ext. 13) Indianapolis Resident Insp. Post Indiana jleclair@,ora.fda. Rov
Carol Gallagher (ext. 31) 101 W. Ohio St., Suite 1300 c4al~qgh@,ora.fda.~v
(3 17) 226-6500 Indianapolis, IN 46204
FAX: (3 17) 226-6505
Donald W. Aird (ext. 129) Minneapolis District Minnesota d~~d.@~cm2d_a~0y
(612) 334-4100 240 Hennepin Avenue North Dakota ‘
FAX: (612) 334-4134 Minneapolis, MN 55401 South Dakota
Steve Davis (ext. 19) Milwaukee Resident Insp. Post Wisconsin sdavis~,ora.fda. ~ov
Kathy Rozewicz (ext. 20) 2675 N. Mayfair Rd, Suite 200 krozewic@,ora.fda.gov
(414) 771-7167 Milwaukee, WI 53226-1305
FAX: (414) 771-7512

w’--’/

,.
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SOUTHEAST REGION
Nilda Villegas
Ruth Marcano
(787) 729-6852
FAX: (787) 729-6847

JoAnn Pittman (ext. 5340)
(404) 253-1272

FAX: (404) 253-1202

Mary C. Lewis (ext. 17)

(919) 856-4456

FAX: (919)856-4776

Lynne Isaacs(ext. 202)
Faye Bronner (ext. 203)
Frank Goodwin (ext. 221)
(407) 475-4704
FAX: (407) 475-4769
Estela Niella-Brown (ext. 937)
(305) 526-2800
FAX: (305) 526-2693

Sandra Baxter (ext. 122)
Mancia Davis (ext. 147)
(615) 781-5372
FAX: (615) 781-5383
Darlene Tollestrup (ext. 121)
(504) 589-2420/2421
FAX: (504)589-6360

San JuanDistrict lPuertoRico nville~a@,ora.fda.gov
Puerta de Tierra Station Virgin Islands rmarcano@ora.fda. gov
466 Fernandez Juncos Avenue
San Juan, PR 00901-3223
Atlanta District Georgia jpittman@,ora.fda. rzoy
60 Eighth Street NE South Carolina
Atlanta. GA 30309
Raleigh Resident Insp. Post
310 New Bern Avenue, Rm. 370
Ralei~h NC 27601
Florida District
555 Winderley Place
Suite 200
Maitland, FL 32751

Miami Resident Insp. Post
6601 N.W. 25ti Street
P.O. BOX59-2256
Miami. FL 33159-2256
Nashville District
297 Plus Park Boulevard
Nashville, TN 37217

North Carolina

Northern Florida

South Florida (Miami, Palm
Beach & Fort Myers

Alabama, Tennessee o

mlewis@,ora.fda.gov

lis~acs~,ora.fda. gov
fbronner@,fda.ora.izov
f~oodwin(i20ra.fda.~ov

ebrownl @,ora.fda.~ov

sbaxter~,ora.fda. gov
mdavisl (iilora.fda.~ov

New Orleans District
4298 Elysian Fields Avenue
New Orleans, LA 70122

Louisiana -
Mississippi

&~lest@,ora.fda. ~ov
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{OUTHW?Z9TREGION
daria Velasco (ext. 308) Dallas District Dallas & Ft. Worth, TX, and .mvelasco@,ora.fda.~ov
~elen Monda (ext. 303) 3310 Live Oak Street all of Oklahoma hmonda(lilora.fda.gov
214) 655-5315. Dallas, TX 75204
JAX: (214) 655-5331
~herylLunnon-Baylor (ext. 15) Houston Resident Insp. Post Houston Metro ar~ Eastern sbavlor~,ora.fda. gov
:713) 802-9095 1445 N. Loop West - Suite 420 Texas (Beaumont,
?AX: (713) 802-0906 HOUStOLTX 77008 Galveston) and all of

Arkansas
Vacant (ext. 13) San Antonio Resident Insp. Post South Central Texas
:210) 229-4531 10127 Morocco - Suite 119 (Amarillo, Lubbock Waco,
FAX: (210) 229-4548 San Antonio, TX 78216 Austi~ San Antonio, El

Paso, Laredo, Hidalgo and
Brownsville

Tywanna Paul Kansas City District All of Kansas and Nebraska - tpaul@,ora.fda.Qov
(913) 752-2141 11630 W. 80* Street Including Kansas City, MO
FAX: (913) 752-2111 Lenex~ KS 66214 metro area. Omaha/Council

Bluff, IA metro area.
Mary-Margaret Richardson St. Louis Branch All of Missouri except mrichard@,ora.fda.gov
(ext. 123) 12 Sunnen Drive, Suite 122 Kansas City and all of Iowa
(314) 645-1167 St. Louis, MO 63143
FAX: (3 14) 645-2969
Virlie Walker Denver District All Colorado, New Mexico, vwalker@,oralda~Oy
(303) 236-3018

———--
Denver Federal Center Utah and Wyoming dkoontz@ ora.fda.gov

Devin Koontz Building 20, Room B-1 121
(303) 236-3020 6* Avenue and Kipling
FAX: (303) 236-3551 Denver, CO 80225-0087



.

PACIFIC REGION
Janet McDonald San Francisco District Northern California (l%esno,
(5 10) 337-6845 1431 Harbor Bay Parkway Sacramento, San Jose, Guam
Mary Ellen Taylor Alameda, CA 94502-7070 and Stockton), Nevada and
(510) 337-6888 the Pacific rim territories
FAX: (5 10) 337-6708 (Guam)

Rosario Quintanilla Vior Los Angeles District Southern California
(949) 798-7607 19900 MacArthur Blvd., (Calexico, Canoga Irvine,
Laurel Eu Suite 300 Los Angeles, San Diego, San
(949) 798-7609 Irvine, CA 92715-2445 Ysidro, Santa Barbara,
FAX: (949) 798-7715 Rancho Cucamonga and

Terminal Island
Gilbert V. Meza (ext. 225) Phoenix Resident Insp. Post All of Arizona
(602) 829-7396 4605 East Elwood St., Suite 402
FAX: (602) 829-7677 Phoenix, AZ 85040-1948
Susan Hutchcroft Seattle District All of Washington State and
(425) 483-4953 22201 23rdDrive, S.E. Alaska
FAX: (425) 483-4996 Bothell, WA 98201-4421
Alan Bennett (ext. 22) Portland Resident Insp. Post Orego~ Idaho and Montana
(503) 671-9332 9780 S.W. Nimbus Avenue

~FAX: (503) 671-9445 Beaverto~ OR 97008-7163

I

jmcdonal@,ora. fda.Eov

mtavlorl @,ora.fda.~ov

ravior@,ora.fda. ~ov

leufilora.fda.~ov

---1
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FIGHT BAC! “’ORDERING
INSTRUCTIONS

General Information

Telephone Numbers
APUBAC”Store
!I:OOa.m. to 5:OOp.Im. ET

I)hocre (.301)731-6100

Fax (301)731-6101

MaiIing Address
API/BAC “Store
4550 Forbes Blvd. Suite 120

[;anham, MD 20706

Payment Terms
Prepayment by check payable m API or charge m
{our MasterCard or Visa, when purchasing by
:redit card, your telephone number and si nature

%nust be provided. Shipping & handling c a=
must be added to all orders, 1

>elivery ~

<

.)rders for all stocked items w“ ‘,
} weeks of receipt of order.

Ordering and Customer Se A
m-

.. .
‘publication Materi~l~ ord@ay, please visit
!Irordine wore a~,w~ghrbw-=
>prmd rhe Word (,@4

emms: Return any item a
sue I credit if returned wi
,ceipt of order. .*-
ill mu the back of rhe packingHi~; included wh_
~ur shipment md rerurn ir to d+ a~dwss on the”,
]ckirrg d ip wicbin nvo weeks ‘rhis%p$cyn~ slip
ves all the infcrrnxation we need for prompt-=
placement or credit. If You return an iterii-’
irhrrut the packing slip, it will crcare delays.
lease ship your returns via a mcthoci chat ean be
aced.

amages: lfyour order is d~maged in transir

ease cdl our Cusmmcr Service Department at
101)731 -6100 for insrrucr ions,

Thank you for joining the

Fight BAC!’’’Campaign!

.. ORDER FORM

API/FIGHT BAC! ‘“

4550 Fodms FM . I.mhm, MD 207M

Order Due / /

Use copy of chk form m k., rmil or cdl in your ordrr.

~mmli,z~ wnd e CODOffirmfind
rw”in@iz7/fOrrtfhwr

Company/Organ izariorr:

Contact Name

Street

C1ry/State/Zip:

‘Ielephone/Fax Numbec

l,lmh,>,,. number MLIST k. i,,d,,dd on ,11 .m&m

I CardhOkierNmfl W
r

~ E+: _ I_

_
I&

1
, , f

L..

E~ T(E) S~ers (1 roll min.) ~

F
.-
-

1?
%%F

.453+?.
w

1- 1 I -d

. ..-I. CLI.W.. —., . ,

“: E!EEta(30:/ Zwlol

www.figbtbac. org

Shipping & Handling

Include [h. following ammmrs for shipping and handling for smndard

shipments (shipping and handling chqes must be a!akd to afl orak)

$00.01 to $ 10.00 add $4.95

$ 10,OI m S 25.00 add $5.95

$25.01 to $ 50.00 add $6.95
$ 50.01 m $100.00 add $8.95

$100.01 $200.00 add $14,95

$200.00 a]d ;ove add $4.95 plus 6?6 of order.

Note All rush orders and shipmenrs outside ofrhc concinrnrd U.S. will require a handling

charge of $10.00p1~ [he acrwl frcigh[ charge,



Food Safbty: A Team Approach

I’RxsBACK GROUNDER

CURRENT & USEFUL INFORMATION FROM THE FOOD & DRUCl ADMINISTRATION
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The United States maintains one o~the world’s safest food supplies, thanks in huge part to an
interlocking monitoring system that watches over food production and distribution @ every
level-locally, statewide and natkmdly.

Continual monitoring is provided by food inspectors, microbiologists, epidemiologists, and other food
scientists working for city and county health departments, state public health agencies, and various
fixkra.1departments and agencies. Their precise duties are dictated by lo~ state and national laws,
guidelines and other directives. Some monitor only one kind of food, such as milk or seafood. Others
work strictly within a specified geographic area. Others are responsible for only one type of food
establishment, such as restaurants or meat-packing plants. Together they makeup the U.S. food
safkty team,

The Clinton administration’s Food Safety Initiative, begun in 1997, strengthens the efRortsof all the
members of the nation’s fmd saf&y team in the fight against food-borne illne~ which afllicts
between 6.5 million and 33 million fierioans every year. one of the initiative’s major programs got
under way in May 1998 when the Department of Heakh and Human Services (which includes FDA),
the U.S. Department of Agriculture, and the Environmental Protection Agency signed a memorandum
of understanding to create a Food Outbreak Response Coordinating Group, or FORC-G. The new
group will:

● increase coordination and communication among federal, state and local food safety agencies
● guide efficient use of resources and expetise during an outbreak
● prepare for new and emerging threats to the U.S. food supply.

Besides federal officials, members of FORC-G include the Association of Food and Drug Officials,
National Association of Chy and County Health Officials, Association of State and Territorial Public
Health Laboratory Direetors, Council of State and Temitofial Epidemiologists, and National
Association of State Departments of Agriculture.

The following tab[e ofiers a closet look at the nation’s food safety fineup. The agencies listed in the
table a!so work with other government agencies, such as the Consumer Product Safety Commission
to enforce the Poison Prevention Packaging Act, the FBI to enforce the Federal Anti-Tampering Act,
the Department of Transportation to enforce the Sanitary Food Transportation Act, and the U.S.
Postal Serviee to dome laws against mail i?aud.

U.S. Department of Health and Human Services ~

Food and Drug Administration
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Oversees

● All domestic and imported food sold in interstate oommerce, including shell eggs, but not meat
and poultry

● Bottled water

● Wine beverages with less than 7 percent alcohol

Food Safety Role

EMomes food safkty laws gove~g domestic and irnpofied food, except meat and poultry, by

‘ Inspecting food production establishments and food warehouses and oollec~ and analyzing
samples for physioal, chemical and microbial contamination

● Reviewing safety of food and color additives before mark@ing
● Reviewing animal drugs for safety to animals that receive them and humans who eat food

produced fi-omthe animals
● Monitoring safety of animal f~ds used in food-producing animals
● Developing model codes and ordinances, guidelines and interpretations and working with states

to implement them in regulating milk and shellfish and retail food establishments, such as
restaurants and grocery stores. An example is the model Food Code, a reference for retail
outlets and nursing homes and other institutions on how to prepare food to prevent food-borne
illness.

● Establishing good food manufacturing practices and other production standards, such as plant
sanitatio~ packaging requirements, and Hazard Analysis and Critical Control Point programs

9 Working with foreign governments to ensure sa.fi%yof certain imported food prwiucts
● Requesting manufacturers to recall unsafe food products and monitoring those recalls
● Taking appropriate ~oreement actions
‘ Cvnduoting research on food safety
● Educating industry and consumers on safe food handling prati-

For More Information

Consumers
FDA Headquarters
Office of Consumer A.llairs
HFE-88
5600 Fishers Lane
RockviIle, MD 20857

Regional FDA offices, listed in the blue pages of the phone book under U.S. Government

Media inquiries: 202-205-4144

Consumers:
FDA’sFood Infimmation and Sea@od Hotline
1-8oo-FDA-4O1O(1-800-332-4010)>
202-205-4314 in the Washington D.C., area
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.cfsan.fda.govfist. ht.ml

www,fda.govlcvd

Centers for Disease Control and Prevention

Oversees

“ All foods
{

Food Safety Role

● Investigates with local, state and other federal officials sources of food-born; disease outbreaks
● Maintains a nationwide system of food-borne disease surveillance: Designs and puts in place

*’

rapid, electronic systems for reporting fmd-home infections. Works with other federal and
state agencies to monitor rates of and trends in food-borne disease outbreaks. Develops \

state-of-the-art techniques for rapid identification of food-borne pathogens at the state and
local levels.

● Develops and advocates public health policies to prevent food-borne diseases
“ Conducts research to help prevent find-borne illness
● Trains local and state food safety personnel

For More Information

Centers for Disease Control and Prevention
1600 Clifton Rd., N.I?.
AtIan@ GA 30333

Media inquiries: 404-639-3286

General public: 404-639-3311

www.cdc.vov

* Also, HHS’SNational Institutes of Health conduct food safkty research.

—. .—— ——--.—— —

U.S. Department of Agriculture ~

Food Safety and Inspection Service

Oversees

● Domestic and imported meat and poultry and related products, such as meat- or
poultry-containing stew% pizzas and frozen foods

.
● Processed egg products (generally liquid, dozen and dried pasteurized egg products)

Food Safety Role
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Enforces food safety laws governing domestic and imported meat and poultry products by

Page 4 of 8

●

●

●

9

●

●

●

●

●

Inspecting fmd animals for diseases before and after slaughter
Inspecting meat and poultry slaughter and processing plants
With USDA’s Agricultural Marketing Service, monitoring and inspecting processed egg
products
CoIkcting and analyzing samples of food products for microbial and chemical contaminants
and infectious and toxic agents
Establishing production standards for use of food additives and other ingredients in preparing
and packaging meat and poultry products, plant sanitatio~ thcmnal processing, and other
processes f

Making sure all foreign meat and poul~ processing plants exporting to the United States meet -
U.S. standards

.

Seeking voluntary recalls by meat and poultry processors of unsafe products r<
Sponsoring research on meat and poultry sat%ty
Educating industry and consumers on safk food-handling practices \

For More Information

FSIS Food Safkty Education and Communications Staff
Room 1175, South Building,
1400 Independence Ave., S.W.
Washingto~ DC 20250

Me&a inquiries: 202-720-9113 -

Consumers:
The Meat and Poultry Hotline, 1-800-535-4555
(In Washmgto~ D.C., ar~ call 202-720-3333.)
TDIYTTY: 1-800-256-7072

www.fsis,usda.gov

Cooperative State Research, Education, and Extension Service

Oversees

c Alldomestic foods, some imported

Food Safety Role

● With U.S. colleges and universities, develops research and education programs on food stiety
for farmers and consumers

For More Information
.

Local cooperative extension services, listed in the blue pages of the phone book under county
government
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Cooperative State Research, Education and Extension Service
U.S. Department of Agriculture
washin~o~ DC 20250-0900
202-720-3029

www.reeusda. Qov

National Agricultural Library
USDA/FDA Foodborpe Illness Education Information Center

Oversees
.

.

● All foods **

Food Safety Role !

c Maintains a database of computer software, audiovisuals, posters, games, teachers’ guides and
other educational materials on preventing food-borne illness

● Helps educators, food service trainers and consumers locate educational materials on
preventing food-borne illness

For More Information

USDA/FDA Foodbome Illness Education IMormation Center
Food and Nutrition Information Center
National Agricultural Library/USDA
Beltsville, MD 20705-2351

301-504-5719

www.nal,usda.~ov/fhic/

** Also, a number of other USDA agencies conduct food safkty activities.

U.S. Environmental Protection Agency

oversees

“ Drinking water

Food Safety Role

Foods made from plarits, seafood, meat and poultv

“ Establishes safe drinking water standards
● Regulates toxic substances and wastes to prevent their entry into the environment and fwd

chain
● Assists states in monitoring quality of drinking water and finding ways to prevent



Food Safety: A Team Approach page 6 of 8

contamination of drinking water
● Determines safkty of new pesticides, sets tokmuwe levels for pesticide residues in foods, and

publishes dwections on sat%use of pesticides

For More Information

Environmental Protection Agency
401 M St., S,W.
WWhin@o~ DC 20460

202-260-2090
F

@gionaI EPA offices, listed in the blue pages of the phonebook under U.S. Gove~ent

U.S. Department of Commerce

National Oceanic and Atmospheric Administration

Oversees

● Fishand seafbod products

Food Safety Role

● Through its f~for-semice Seafood Inspection Progr~ inspects and oertifies fishing vessels,
seafood processing plants, and retail facilities for federal sanitation standards

For More Information

Seafdod Inspection Program
1315 East-West Highway
Silver Spring, MD 20910

1-800-422-2750

www.nrnfs.~ov/iss/services.htd

U.S. Department of the Treasury

Bureau of Alcohol, Tobacco and Firearms

Oversees

● Alcoholic beverages except, vyinebeverages containing less than 7 percent alcohol..

Food Safety Role

\

● Enforces food safety laws governing production and distribution ofakoholic beverages
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● Investigates cases of adulterated tdcoholic products, sometimes with help from FDA

For More Information

Bureau of Alcohol, Tobacco and Firearms
Market Compliance Branch
650 Massachusetts Ave., N.W,
Room 5200
Washingto& DC 20226

202-927-8130
f

www.atf.tress.gov/core/alcohoValcohol.htm

Page 7 of 8

U.S. Customs Service

Oversees

● Imported foods

Food Safety Role

● Works with fderal regulatory agencies to ensure that all goods entering and exiting the United
States do so according to U.S. laws and regulations

For More Information

U.S. Customs Service
P.O. Box 7407
Washingto~ DC 20044

Media inqu.irkw 202-927-1770

General public: Contact local ports of ent~, listed in the blue pages of the phonebook under U.S.
Government, Customs Serviees

www.customs,ustreas. ~ov

——

U.S. Department of Justice

Oversees

c AUfoods

Food Safety Role

● Prosecutes companies and ihdkiduals suspected of violating food safkty laws
● Through U.S. Marshals Service, seizes unsafe food products not yet in the marketplace, as

ordered by courts
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For More Information

U.S. attorneys’ oflices in blue pages of phone book under U.S. Govermnent

Www.usdoj.gov

.

Federal Trade Commission

Oversees

● All foods [

Food Safety Role \

● Enforces a variety of laws that protect consumers from unfair, deceptive or fraudulent
practices, including deceptive and unsubstantiated advertising.

For More Information

FTC (FederalTrade Commission)
Consumer Response Center, CRC-240
Washin@o~ DC 20580

Mecha inquiries: 202-326-2180
TIX): 202-326-2502

Consumers: 202-FTC-HELP
(202-382-4357)

www.flc&oJ/

State and Local Governments

Oversees

● All foods within their juklk%ions

Food Safety Role

● Work with FDA and other federal agencies to implement food safkty standards for fisk
sea600d, milk and other foods produced within state borders

● Inspect restaurants, grocery stores, and other retail food establishments, as well as dairy farms
and milk processing plants, grain mills, and food manufacturing plants within local jurisdktions

c Embargo (stop the sale of) unsafe food products made or distributed within state borders

For More Information ,.
C~, county and state healt~ agriculture and environmental protection agencies, listed in the blue
pages of the phonebook under city, county and state government

—- -----
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EVALUATION OF FDA VIDEO TELECONFERENCE

APRIL 28,1999 .* _._=

To help us plan for fiture stakeholder activities, we want your comments on today’s
teleconference. Please fill out this form and leave it with the FDA coordinator at your
downlink site.

Accessibility to stakeholders? \

Broadcast format? (conversations with Drs. Henney and Suydam, use of studio
audience, use of “talk show” style, phoned and freed questions, etc.).

Usefulness to stakeholders?
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Subiect matter covered?

Usefulness to stakeholders?
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