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Fall 2001
Message From the President

Asyou are probably aware, thisyear’s Annual Educational Conference,
scheduled for September 15-19 in Anchorage, Alaska, was cancelled due to the
tragic events of September 11. We regretted canceling the meeting, but felt that
it was not appropriate, or even feasible, to go ahead at that point. The extended
airline closures and restrictions placed on many travelers proved that decision
to be sound. The WAFDO board of directors discussed rescheduling the
conference for the near future, but decided that this was not possible.
Arranging the educational conference isabig job, and requires most of ayear.
We hope to incorporate some of the WAFDO program in next year’s June AFDO
conferencein Portland.

Thank You

WAFDO extendsitsthanksto all of the membersin Alaskawho worked so
diligently on thisyear’s conference. WAFDO past president and local
arrangements chairman Cory Willisdid awonderful job making arrangements
with the Hilton Hotel, speakers from all over the country, restaurants and tour
attractions. Hewas aided by fellow Alaska Department of Environmental
Conservation employeesKristin Ryan, Janice Adair and Nancy Napolilli. We
appreciate their efforts and regret not being able to visit their great state and
attend the program they had planned.

Oneindication of the good work that Cory did arranging the conference was
that the Hilton Hotel completely released WAFDO fromitsfinancial
commitment. If they had held usto our commitment to cover their expected
revenue, we would have suffered a significant loss. Asitis, we ended up in the
black, since many members generously donated their registration feesto
WAFDO.

| would also like to thank the WAFDO board membersfor the hard work and
guidance they have given thisyear. All of the board members cheerfully offered
their time and energy whenever it was needed, and also provided the thoughtful
insight | needed after spending such a short time as president elect. Linda
Condon did an outstanding job of producing the FLASH the last two years, and
hasturned it into atruly fine publication. We are fortunate that Linda has
agreed to continue on with the board in atemporary position, filling in for the
vacant past president position. AFDO Liaison Barbara Hruska has worked
tirelessly to keep us plugged into AFDO issues and business. Our secretary
treasurer, Chuck Henry, has cheerfully done the almost thankless job of taking
minutes, keeping lists and balancing the books. Jim Waddell, whose term has
expired, and Barbara Cassens have been agreat help in their regional board
positions. Wewill missJim, but hewill stay activewith WAFDO aswell as his

(continued on page 2)




President’s Message continued

AFDO board position. Patty Klocker also wasagreat helpin
the temporary board position that she held thisyear. Patty will
continuein her role asfood committee chairman.

Next Year

| look forward to seeing alot of you in Portland for the
combined AFDO/WAFDO conference. The conference only
comes to the region every six years, so thiswill be your best
opportunity to attend for along time to come. | urgeall of you
cometo Portland and bring as many of your co-workers as
possible. Stay tuned for details about the program.

Mike
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Editor’sNote

| was watching “America’s Founding Fathers’ on the History
Channel the other night when they quoted Thomas Paine....
“These are the times that try men’s souls.” Though said during
the Revolutionary War, the words seem to be appropriate again.
Aswe have al struggled with some new realitiesin our world, |
find myself a so struggling with the new reality of putting out my
first edition of the WAFDO Flash. This has been a particularly
daunting challengefor someonewhoisreally intimidated by new
computer programs. Following someonelike Linda Condonwho
has done such a wonderful job is also sobering experience.
Without al her help and support, you' d probably still be waiting
for The Flashin August. So, bear with me and keep your articles
and submissions coming. | promise, with the able assistance of
our District Director’s Secretary Pat Costa, to get The Flash back
on schedule.

In the meantime, may | suggest an excellent book. Publishedin
2000, Laurie Garrett’s" Betrayal of Trust; the Collapse of Global
Public Health” seemsto be prophetic for our times. Itisariveting
read, but not something easy to carry around. My caveat is that
itisof asizeto also make an excellent door stop.

Sue

CaliforniaReport
Submitted by Jim Waddell

The California Food Safety Task Forceis convening amesting
on November 14 to bring leaders of the food and agriculture
industriesin California together to raise awareness of food
security in light of events since September 11. At the meeting,
participants will be presented training based on a food security
document devel oped by the California Department of Health
Servicesin conjunction withthe U.S. Air Force. Thetraining
will address Operational Risk Management (ORM), which can
be used by all food producers, processors, transporters, and
retailersto evaluate their particular operations, and put in place
measures to prevent intentional food contamination or terrorist
acts. Theinitial meeting participantswill assist in refining the
document.

Subsequent training sessions will be convened as requested.
Several industry associations have already requested
presentations on ORM at their regularly scheduled
conferences.

/ Treasurer’'s Reminder \
2001 Membership Directory

If your membership is not current, you may still renew to remain in good
standing for 2001 and receive a copy of the membership directory.
Please send the following information and your renewal dues to

Chuck Henry, WAFDO Treasurer.

Your Name, Title, Agency/Firm, Address,
Phone, FAX, Email Address

Member Type:  Regular $15.00
Retired $15.00
Scholastic ~ $15.00

Associate  $50.00

Please make checks payable to Western Association of Food and
Drug Officials and send your membership renewal to:

Western Association of Food and Drug Officials
clo Chuck Henry, Secretary/Treasurer

. /
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Welcome New WAFDO Members!

Maryam Shadbeh-Evans (Regular)
Retail Food Specialist
Oregon Department of Agriculture
Food Safety Division
Salem, OR 97301
503-697-7396
mshadbeh@oda.state.or.us

Abe Shadbeh (Scholastic)
Student - Portland State University
P. O. Box 203
Beaverton, OR 97075
503-292-8292

KenMercurio
Director of Regulatory
Nestle, USA
800 N. Brand Blvd.
Glendale, CA 91203
818-549-6353
FAX 818-549-6353
ken.mercurio@us.nestle.com

Cindy Bruso (Regular)
Environmental Health Specialist
Tri-County Health Department
15400 E. 14th Place
Aurora, CO 80011-5875

303-363-3069
FAX 303-367-8813
cbruso@tchd.org

KathrynJ. Smith
Assistant Director
Washington Dept. of Agriculture
Food Safety, Animal Health and Consumer Services
Divison
P. O. Box 42560
Olympia, WA 98504-2560
360-902-1888
FAX 360-902-1888
ksmith@agr.wa.gov

Denver & Jefferson CountiesHonored
Submitted by Patti Klocker

The Consumer Protection Division of the Colorado
Department of Public Health and Environment recognized the
food safety programs of Jefferson County Department of
Health and Environment and the Denver Department of
Environmental Health. The departmentswere awarded
certificates of appreciation for their outstanding educational
efforts conducted during September, Food Safety Month.

Many health departments offer food safety classes to
food handlers, but these two county programs initiated
innovative programs that included in part:

. Awarding operators for excellent sanitation and
educational efforts;

. Distribution of Hispanic food safety brochuresin
Hispanic food markets;

. Partnering with retail market chainsin food safety

programs; and

. Distribution of food safety information to senior
centers and senior feeding sitesin their jurisdiction.

Representatives from Denver and Jefferson counties
accepted the awards at the September meeting of the local retail
food program managers.

Par achini Selected Wholesale Food Program
M anager

Susan Parachini has been selected to manage

k

the Wholesale Food Manufacturing and Storage Program in the
Consumer Protection Division of the Colorado Department of
Public

Health & Environment. Susan has been an Environmental
Protection Specialist for Consumer Protection since 1994
working in multiple programswithin the Division and has
successfully accepted increased levels of responsibility. She
particularly values the role local agencies continueto play in
protecting public health which isareflection of approximately
ten years Susan spent working for several local environmental
health agencies conducting regulatory inspections. Sheis
looking forward to the challenges presented by the
appointment which became effective on September 1, 2001.

Fall 2001 FLASH!
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CALIFORNIA OFFICIALSARREST

UNLICENSED CHEESEMAKER

September 25, 2001

AgWeb

Darcy Maulsby

Californiaauthorities have arrested aman who allegedly
manufactured cheese without alicense, reportsthe California
Farm Bureau Federation (CFBF). Felony charges have been
filed against Joseph Borrelli of Fresno, Calif. Hiscompany sold
unpasteurized cheeses to restaurants and food distributors in
the Bay Area. Investigators have not linked any illnesses to the
suspected facility, according to CFBF.

Nevertheless, the state Department of Food and Agriculture
said unlicensed cheese plants present a serious food-safety
rsk.

INFECTIVE DOSE OF FOODBORNE
PATHOGENSINVOLUNTEERS: A REVIEW

October 2001

Journal of Food Science

Volume 21, Number 1

MahendraH. Kotharyl And Uma S. Babu; U.S. Food and Drug
Administration,

Division of Virulence Assessment

Abstract:

Risk assessment and impact of foodborne pathogens on the
health of different populations was one of the goalsidentified
inthe Presidential Food Safety Initiative three-year plan. This
entailed estimation of dose-response relationship for
foodborne pathogens to humans, either by feeding studies or
from outbreaks. For certain pathogens, such as Listeria
monocytogenes and

Escherichiacoli O157:H7, there are no feeding studies due to
ethical reasons, and the results from outbreaks are normally
used to estimate the infectious dose. The focus of this review
isto compile dose-response information in volunteers for
several foodborne pathogensincluding Salmonella, Shigella
spp., Campylobacter jejuni, Vibrio spp., Escherichiacaoli,
Cryptosporidium parvum and Entamoeba coli. Theinfectious
dosefor different serovarsof Salmonellaand strainsof E. coli
was quite large (> 105 organisms), while the infectious dose for
some Shigella spp. Seemed to be aslow aslessthan 10
organisms. Toxigenic V. cholerae (O1 and O139 serotypes) were
infective at a dose of 104 organisms; anon-O1 strain was
infective at amuch higher dose (106 organisms). C. jejuni, C.
parvum and Entamoeba coli appeared to have infectious doses
as low as 500 organisms, 10 oocysts, and 1 cyst, respectively.
The infectious dose and the dose response are dependent
upon the strains used, and the age and physical condition of
theindividuals, and can therefore show wide variations. In
addition, since many of the volunteer studies are carried out by
feeding the organismsin anonfood matrix after neutralizing the
stomach acidity, results obtained may not reflect the true dose
response.

From Russiawith E. coli.
Reflections of a Westerner

Submitted by Danny Rifkin

Over the past couple of years | had the privilege of
visiting the former Soviet Union three times. As an
environmental health specialist, | naturally took notice
of various situations and contemplated the striking
differences in sanitary conditions and their implications.

My three trips took me throughout Ukraine,
Russia and Khazastan. Because | had the benefit of
experiencing the culture through the eyes and ears of
my Russian wife, Nina, | gained additional insight into
numerous types of public facilities and sanitary
conditions, such as restaurants, markets, and other
types of accommodations.

In some ways similar to the U.S., sanitation
varies from facility to facility and region to region. My
observations of general sanitary conditions and
practices, led me to believe that poor sanitary practices
were followed in most establishments. And, at risk of
generalizing, it seemed like there was little awareness of
hand washing and temperature controls. | saw no
handwashing, and the use of soiled wiping cloths and
aprons by food handlers everywhere. In the markets of
Kiev and Odessa, raw meats were for sale without
refrigeration or protection from contamination. Toilet
paper is in short supply everywhere in public restrooms
throughout the region | was advised to carry some with
me when going out. By the way, it is true that American
toilet paper definitely surpasses the quality found there.

To Russia’s credit, they require food handlers to
have monthly medical examinations, which may result
in prohibition from working if it is determined that
potential public health problems exist. Also, food
workers have to pass a rigorous exam to be allowed to
work.

As to physical conditions, a weak economy has
resulted in infrastructure deficiencies everywhere, and
this is true of restaurants in many areas. To be fair,
there were some nicer restaurants in the cities | visited.

Dairy products that | purchased in Novosibirsk
were soured and past their (voluntary?) expiration date.
The prevailing practice is to consume the spoiled
product directly or incorporate in other dishes, i.e. sour
milk gets used in baked bread or becomes kefir. Itis
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unheard of to return food to its place of purchase for
exchange or refund.

There seemed to be a prevalence of Salmonella
from unclean egg shells. Hepatitis apparently has been
attributed to transmission from unwashed fruits and
vegetables. Poor storage practices for fruits and
vegetables such as storage on the ground, may
contribute to this problem.

| learned of outbreaks of waterborne diseases
such as typhoid and dysentery from water in
Novosibirsk. Although chlorine is widely used as a
disinfection treatment for water systems in Russia,
failure in that treatment system resulted in the
introduction of raw Ob River water into the public
supply. Similar outbreaks are also known to occur in
warmer regions in greater frequency.

Cockroaches run amuck throughout the region.
| observed armies of them in homes, hotels and

restaurants everywhere | traveled. | also understand
that rodents pose a significant risk hazard.

I clearly had some concern about the bigger issue of
eating any food while in Kiev, especially if it originated
in northern Ukraine, where the Chernobyl nuclear

accident occurred. For some reason the scrawny little
chicken on my plate one day didn’t fare well.

I came away asking myself questions such as, “Does
chronic, large bacterial load intake result in improved
food borne iliness resistance/tolerance? Or inversely,
have we as Americans become more prone to develop
foodborne iliness because our high sanitation standard
makes us more susceptible? Or is it possible that low
grade diarrhea or nausea over there simply gets
dismissed as common occurrences?”

I wouldn't bet my last ruble on the answer.

L ogo Contest

Asyou can see from the cover of this edition of the FLASH,
we have chosen anew logo. We had planned to solicit your
votes in the logo contest at the conference in Anchorage, but
that was not to be. However, the votes we received by mail
prior to the scheduled conference date were overwhelmingly
in favor of the mountain design that adorns this edition.

We extend our congratulations and thanks to Jon Strauss of
the Colorado Department of Public Health for submitting the
winning design. Jon was awarded the $100 prizefor the
winning entry. We also thank other members who submitted
logos for consideration; all of the entries |ooked very
professional.

FDA IsEnhancingItsCoverage

Submitted by Mark Roh

Likeall government agencies, particularly public health
agencies, FDA has suffered for the past 15-20 years by
budget decreases, flat-line budgets and national
inflation. FDA has been trying to maintain and/or
increaseits productivity with comparably fewer
resources. Anybody who works for a government
agency has felt this pressure.

Thehorrorsof September 11, 2001 wereawake-up call
for all people and politicians throughout the U.S.. The
reality of our under funded and ill-equipped law
enforcement and public health agenciesimmediately
became apparent by the limitations exposed during the
follow-up strategy planning sessions. Most affected
agencies simply do not have the resources necessary to
immediately implement programs and coverage
necessary to identify and deter potential avenues of
terrorism that may affect our food and drug supply.

There are no blessings from that horrible day in
September. However, those events initiated changesin
attitudes and priorities that hopefully will benefit the
public health of the country for many yearsto come.
One of those enhancements is an increase in the budget
for FDA. Thisincreaseisimmediately resultingina
massive hiring effort, the likes of which have not been
seen sincethe 1970’s. The Pacific Region alone may be
ableto hireas many 200 new Consumer Safety Officers,
chemists and micrabiologists.

To meet thismassive hiring challenge, FDA has altered
the traditionally slow and tedious hiring procedure and
developed anew “Quick Hire” program that promisesto
drastically reduce the time between job announcement,
application review, interviewing and job offering. FDA
hopes to cut that time from six months down to ten
weeksor less. The“Quick Hire” job announcements are
posted on the Office of Personnel Management web site
at www.opm.gov. They are currently on arevolving
cycleand will remaininthiscycleuntil FDA achieves
itshiring ceiling.

If you have ever wanted to work for FDA, or know
someone who does, thisis an excellent opportunity to
join one of the most well respected consumer protection
Agenciesin the history of theworld. Do yourself, your
colleagues, consumers and the public health system a
favor. Consider applying to FDA and spreading the
word to those you know that FDA is hiring now!!

Fall 2001 FLASH!
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Authorization of Nutrient Content Claim for
CholineDemonstratesValueof FDA M oder nization
Act, SaysNFPA

Submitted by Timothy Willard

(Washington, D.C.) - The authorization by the Food and Drug
Administration of nutrient content claimsfor choline
“demonstrates the value of the Food & Drug Administration
Modernization Act (FDAMA) in helping food companiesto
provide important heal th-related information to consumers,”
according to the National Food Processors Association
(NFPA).

The choline claims - which wereinitiated by Central Soya
Company, Inc. - are thefirst nutrient content claimsto be
authorized under FDAMA. To qualify for a“ Good source of
choline” label claim, afood or supplement must contain 55 mg
of choline per serving; to make an “ Excellent source of choline”
claim, thefood or supplement must contain 110 mg per serving.
These levels are 10% and 20%, respectively, of the Adequate
Intake for choline recently established by the Committee on the
Scientific Evaluation of Dietary Reference Intakes of the Food
and Nutrition Board, which is part of the National Academy of
Sciences (NAYS) Institute of Medicine.

“Thisis exactly what we envisioned FDAMA would do,” said
ReginaHildwine, NFPA's Senior Director of Food Labeling and
Standards. “Asthe NAS proceeds with its Dietary Reference
Intake study, adequate intake levels for several nutrients could
be established before FDA engages in rulemaking to set Daily
Values. FDAMA allowsfood companiesto make claims, and
consumers to get important information, about nutrients that
the scientific community has determined are essential .”

Chalineis associated with brain and liver function,
cardiovascular health, and reproductive development. In 1998,
the NAS designated choline an essential nutrient and
established an adequate level of intake for choline of 550 mg/
day for adult males and | actating femal es, 450 mg/day for
pregnant women, and 425 mg/day for adult females. Lower Al’s
were set for infants

and children of various ages.

SEIZURE OF RECALLED INJECTABLE
DRUGS
Submitted by Tom Sawyer

The FDA's Los Angeles and Seattle Districts both became
involved in a series of investigations at the close of last year
stemming from reported seriousinjuries involving use of the
injectable drug, Colchicine, which was super-potent. This drug
was manufactured by acompany in ldaho, AMRAM, for afirm
in Arizona by the name of Phyne Pharmaceuticals. Asthe FDA
investigations progressed, serious Good Manufacturing
Practices (GMP) concerns arose regarding all the AMRAM-
produced injectable products distributed nationwide by Phyne.

AMRAM subsequently recalled all injectables made for Phyne,
and Phyne in turn received and stockpiled the drug products
received back from therecall. In July, just when the situation
appeared under control, Phyne Pharmaceuticals gave
indications that a move was imminent—a matter of days—and
that the recalled injectables had to be disposed of .

FDA'sLosAngelesDistrictimmediately contacted Dr. Lynn
Lloyd, Executive Director of the Arizona State Board of
Pharmacy, requesting his assistance in gaining control over the
stock of recalled drugs. Both the FDA and the Board of
Pharmacy recognized the potential harm to the public if the
drugs were disposed of by using public dumpsters. Dr. Lloyd's
group responded on extreme short notice by placing an
embargo on the goods, while an FDA seizure action could be
processed. Thanks to the great cooperation of the Arizona
State Board of Pharmacy, the recalled injectable drugs were
secured, and an FDA seizure action was accomplished swiftly,
thereby assuring that none of the recalled product would ever
reach the public by any means.

PACIFIC/SOUTHWEST REGIONSMILK
SEMINAR

Submitted by Randy Elsberry, Belinda Clifton, Pacific Region Milk
Specialists, and Carolyn Swanson, Program Management
Specialist.

The Annua Pacific Region Milk Seminar washeldin Reno, Nevada,
on November 6-8, 2001. The Southwest Region was invited to
participate with the Pacific Region in this meeting for the first
time. The seminar was cooperatively developed and presented
by the Regional Milk Specialists|ocated in the FDA Pacific and
Southwest Regions. Of the 160+ attendees from twenty states,
54% were State regulatory and laboratory officials, 34% were
dairy industry people, and the remaining 12% were FDA and
academiarepresentatives. The Seminar provides an opportunity
for FDA and State Milk Program Directors, State Laboratory
Evaluation Officers and Standardized Rating and enforcement
officials of each state to participate in an information exchange
and problem-solving meeting. In addition to providing attendees
with statusreportsfrom FDA Milk Safety Branch, FDA Laboratory
Quality Assurance Branch, FDA Center of Veterinarian Drug,
and an industry update by the International Dairy Foods
Association, the seminar covered the following specific topics:

1) Actions of the 2001 National Conference on Interstate
Milk Shipments.

2 HACCP PFilot Project, which has been endorsed by the
National Conference on Interstate Milk Shipments.

3 FDA Foreign Dairy Plant I nspection Program.

4)  Southwest Region Aflatoxin Testing Program.

The highlight of the seminar was a presentation given by Heide
Hamlen, DVM, Division of Animal Industry, CdiforniaDepartment
of Food and Agriculture, on Bio-Security and the Foot and Mouth
outbreak that recently occurred in England.
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As an aside, the preparation of the Seminar was not without
drama in that 3 weeks before the event, the Flamingo Hotel in
Reno, where all arrangements had been secured, announcements
sent, reservations made, meeting rooms set aside, etc., closed its
doors! With some amazing scurrying around, AnnaVickrey, State
of Nevada, found the Atlantis Hotel could accommodate the
Seminar. Needlessto say, phone calls, e-mails, letters, etc. were
flying back and forth among the woul d-be participants!

NATIONAL RETAIL FOOD TEAM MEETING
SANANTONIO, TEXAS
NOVEMEBER 5-§8, 201

Submitted by Richard Ramirez, Retail Food Speciaist, Cooperative
Programs Operation Group (CPOG), Irvine, CA.

The National Retail Food team held its annual team meeting in
San Antonio, Texas, from November 5" through 8", 2001. The
National Teamiscomposed of representativesfrom the FDA Office
of Regulatory Affairs (ORA) and the Center for Food Safety and
Applied Nutrition (CFSAN). Theteam discussed workplan goals
and priorities, including the upcoming Winter Olympics, The
Conferencefor Food Protection, the National Retail Food Program
Standards, a Listeria Project at Retail, an Egg Safety and Meat
Grinding Initiative, and the devel opment of ahandheld computer
inspection system. Of special interest wasabrainstorming session
on how to market the Retail Food Program Initiatives. This
brainstorming resulted in an extensive list of creative ideas for
promoting the Retail Food Specialist’s work with the states and
industry. Theteam plansto work on thismarketing strategy during
the year.

WSDAWELCOMES
ASSISTANT DIRECTORKATHRYNSMITH

Submitted by Linda Condon, Washington State Dept. of
Agriculture

Kathryn Smith joined the Washington State Department of
Agriculture (WSDA) in September tolead the Food Safety, Animal
Health and Consumer Services Division. Kathryn Smith bringsa
wealth of leadership expertise from her administrator roles with
the Washington State Parks & Recreation Commission,
Massachusetts Department of Environmental Management, and
M assachusetts Executive Office of Environmental Affairs.

Kathryn completed her MBA degreeat City University in Bellevue
in September and she enjoys applying contemporary management
principlesin her new leadership position at WSDA.

“l am excited about the opportunity to serve the citizens of
Washington at atime when food safety and animal health issues
arereceiving national attention” Smith said.

“Sound public policies are critical to public confidence in the
safety of the food supply. They want information and they want
to be involved in decision making, but mostly they want to trust
that public employees and the food industry are working hard,
each and every day, to protect the consumer.” Kathryn said she
looks forward to working with WAFDO and other organizations
inthe ongoing effortsto instill public confidencein thework that
food and drug industries and regul atory agencies do throughout
the country.

Kathryn's knowledge of public health and safety issues and her
dedication to continuous quality improvement will be apositive
asset to the agency in meeting the needs of Washington State's
food and animal health industriesin the protection of public health.
Kathryn Smith replaces John Daly, who returned to WSDA last
December on aninterim basisuntil hisretirement in October.

WSDA ISSUESBIOSECURITY TIPSTO FOOD &
LIVESTOCK INDUSTRIES

Submitted by Dan Jemelka, DVM, MPH
Washington State Department of Agriculture

Due to recent events, the Washington State Department of
Agriculture (WSDA) Food Safety Program distributed a letter
and biosecurity checklist on October 22 to food and dairy
companieslicensed by the state. WSDA urged licenseesto assess
their operations and identify vulnerabilities in the areas of
employeesand visitors, laboratory and storage safety, ingredient
safety, general awareness, and crisis management. Borrowing
the concepts of Hazard Analysis Critical Control Point (HACCP),
WSDA suggested that industry take appropriate actions to
prevent product tampering by implementing proceduresto control
the vulnerable areas of their operations.

A number of helpful state and federal regulatory web sites were
also provided to industry for additional references. The agency
received favorable responses from industry in the timeliness of
thisinformation. The WSDA Food Safety Advisory Committee
also complimented the program for their proactive stepsto address
public concernswith food safety. WSDA will continueto provide
additional information to industry, asit becomes available.

SEIZURE OF AMP I PRO DROPS
CONTAINING EPHEDRINE HCI

Submitted by Devin Koontz

On 10-30-01 Denver District CSOsaccompanied US Marshals
to seize finished product AMP 1 Pro Drops and raw material
Ephedrine HCI. The seizure was accomplished simultaneously
at the own label distributor BiogenicsInc., dbaE' OLA
International, St. George, Utah, and the contract manufacturer
Nature's Energy, Pleasant Grove, UT. The productisan
unapproved new drug in that it is marketed for obesity without
an NDA. The product islabeled as a dietary supplement, but
does not meet the definition of a dietary supplement because it

Fall 2001 FLASH!
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contains ephedrine HCI USP, whichisnot adietary ingredient,
and which was approved as anew drug in 1948. The total
amount of product seized was 141,000 bottles, with awholesale
value of $2,800,000. We also seized 500 grams of raw material,
3200 brochures, and 1134 video tapes.

GOT WAFDO?

Seasons Greetings to al our WAFDO members! We sincerely
hope you and your family arein good health and you are finding
some balance in this fast-pace, ever-changing world filled with
demandsand commitments. Personally, weareboth very pleased
to chair the Membership Committee for WAFDO, and we need
your help.

WAFDO givesusall an opportunity to benefit from each other’s
experiences, to shareideas, voice opinions, and so importantly to
promote public healthideals. Through WAFDO we offer training
courses, seminars, and have avoiceto parent organization, AFDO,
on current issuesfacing ussuch asNational Uniformity Legidation,
Integrated Food Safety System, Improved Recall Strategies,
Promotion of HACCP and Food Safety Education. As members
of WAFDO we are part of the process, not just observing from
the sidelines.

Asof thisyear, WAFDO isover 100 members strong and we want
to see that number grow. Do you know someone in the business
of foods, drugs, devices, biologics who is not a member of
WAFDO? Remember, WAFDO is not just limited to regulators
and public health officials. Members of industry, trade
associations, and academiaare welcomed, if not vital to providing
differing perspectives and view points. So you know someone
who isnot amember? Well then, why not extend the invitation to
join? Withthe AFDO meeting in Portland thisyear, what better
timefor new membersto come on board and experience not only
the WAFDO family, but the benefits of our national organization
aswell.

If each of you could recruit just one new member to our fold, we
would increase our membership to over 200!  So we encourage
you — Reach out and Recruit a Member!

In addition, we would also like to hear from each of you your
thoughts and ideas for getting the word out on WAFDO — who
are we not reaching and what other avenues could we use to
promote our organization? Better yet, sign on with the
Membership Committee! What better way to make adifference!
Soinending, to shareyour ideas, pleasecall, fax, or e-mail either
of usat:

Barbara Cassens

p. (510) 637-3960x140

f. (510) 637-3976

e. bcassens@ora.fda.gov

Stuart Wilson
p. (604) 666-2847
f. 604-666-9814

e. wilsons@inspection.gc.ca

p.s. Please aso check your 2001 WAFDO membership list to
make sure we have your correct mailing address and an e-mail
address. If any changes are needed, let us know.

“If you think you are too small to make adifference, you haven’'t
been in bed with amosquito.” - Anita Roddick

FDA Posts*” Frequently Asked Consumer
QuestionsAbout Food Safety and Terrorism

What isthe Food and Drug Administration (FDA) doingto
protect thefood supply against terrorism?

Over thelast few years, FDA has worked with food safety
agencies at federal, state and local levelsto significantly
strengthen the Nation’s food safety system across the entire
distribution chain — from thefarm to the table. Themain
results of this cooperation — more effective prevention
programs, new surveillance systems, and faster foodborne
illness outbreak response capabilities — have already enabled
the agency to protect the safety of our food supply against
natural and accidental threats.

In addition, since the September 11 attack, FDA hasincreased
its emergency response capability by realigning resources for
possible use to counter terrorism, and by reassessing and
strengthening its emergency response plans. The agency also
continues to work closely with other federal, state, and local
food safety authorities and with regulatory agencies abroad to
maximize coordination of effortsto protect food and to respond
rapidly to evidence of threats to the food supply.

All of these provisions and systems can be employed to
prevent or respond to aterrorist assault on our food supply.

DoesFDA cooper atewith industry in thedefenseagainst food
terrorism?

FDA isworking with abroad spectrum of industries that has
formed the Food Security Alliance, a group dedicated to
strengthening the physical security of industrial food
production. With help from the industry, FDA is developing a
Food Security Guidance that food producers can use to
improve the protection of their products against tampering or
terrorist actions. The guide will be primarily focused on the
management of food security asit applies to the plant,
employees, raw materials, packaging, and finished products.

I sanything being donetointensify the FDA surveillance of
food importsand food production?

The Administration has asked Congress for increased FDA
resources to build up its food surveillance of both domestic
and imported foods through these major actions:
e itwill hire210 additional import inspectorsto
monitor food asit enters the United States;

Page 8

Western Association of Food and Drug Officials



» add 100 inspectors to survey points that are
critical for product safety in the domestic
food production and distribution system;

» add 100 technical analyststo multiply the
number of food samples tested for

possible contamination.

In addition to arequest for increased resources for
surveillance, the Administration is seeking further authority to
strengthen FDA's oversight of food in the case of an
emergency. Theincreased authority will allow FDA to require
information from food producers that will enable the agency to
rapidly address possible health hazards by quickly tracing the
source and distribution of both domestic and imported food.

What can consumer sdoto protect themselvesand their
familiesfrom food tampering or other kindsof food
contamination?

Consumers are the final judges of the safety of the food they
buy. The essential step for their protection is to check whether
the food package or can isintact before opening it. If it has
been damaged, dented or opened prior to purchase, the
contents should not be used. Consumers need to be alert also
to abnormal odor, taste and appearance of afood item. If there
is any doubt about its safety, don’t eat it. If the food appears to
have been tampered with, report it.

For the complete document, see FDA'sweb site at
www.fda.gov

CFI A Publishes Suggestionsfor I mproving Security

Submitted by Stuart Wilson,
Director, Mainland-Interior Region

The Canadian Food Inspection Agency (CFIA) has prepared the
following suggestions in response to inquiries about enhancing
the security of the food supply for food processors and
distributors. This information is being provided on an advisory
basis, and isbased on the HACCP (Hazard Analysisand Critical
Control Point) principles of reviewing processes, identifying
critical points and potential hazards and addressing possible
problems. Notices have al so been prepared for food retailers, and
for the livestock industry. These are available on the CFIA web
site at www.inspection.gc.ca

1. Review your business and company procedures, physical
facility, processes, shipping and distribution systemsand identify
and list al relevant areas where you may be vulnerable to a
potential sabotage or terrorist attack. | dentify and outline control
measures for each of these areas.

2. Ensure that your facility has adegquate security measures for
the physical facility and for employees, including:
restricted access to the facility, ingredient,
product and chemical storage areas;
checks of all restrooms, janitor closets and

storage areas on aregular basis for concealed
packages or other anomalies;

only designated employeesallowed in sensitive
areas,

amethod of readily identifying employeeswith
specific access privileges,

training for employees on security measures.

3. Have proceduresin placeto ensure the composition and integrity
of al ingredients, raw materials and packaging materialsin each
facility. Somet|pstofollow
know your supply source;
inspect all incoming materials and packaging
for signs of tampering or other anomalies;
comparedelivery slips/load manifestswith the
orders made by your company;
ensure that you have the ahility to trace back
input materials.

4. Develop procedures that ensure the integrity and security of
your manufacturing equipment, including:
restrict access to equipment;
use reputable service providers and
contractors;
use tamper evident locks and seals where
needed.

5. Develop proceduresto ensure the integrity and security of the
water you use, including:
restricted accessto thewater system, with only
designated employees allowed in the area;
the use of tamper evident connectors and
valves.

6. Develop procedures and anti-tampering measures that will
ensure the security and integrity of your products once they are
produced and shipped to retail. Sometipsto follow:
have restricted storage areas;
use reputable, reliable transportation
companies, and confirm that they have
appropriate controlsin place;
use shipping containers with tamper evident
seals.

7. Create an emergency response team and develop an action
planto befollowed in the event of atampering or terrorist activity
or any other type of emergency. Ensure that this plan includes a
procedure to perform trace back and suppliers trace out, and
includeslistswith 24-hour contact information. Test your plan to
make sure that it works and then follow through with any
necessary adjustments, employee training or equipment
purchases.

8. Ensure that all hazardous chemicals and pesticides are stored
in a secure area away from food processing and food handling.
Have safety sheetsavailablefor all chemicalsand pesticides stored
on site.

Fall 2001 FLASH!

Page 9



9. In the event that there is a suspicion of sabotage or terrorism:
. call 911 or contact thelocal policeandindicate
the concern;
where possible, DO NOT MOVE or TOUCH
the product/equipment/material;
cordon off the area to limit access to the
potential hazard;
move any employees who were in the vicinity
or may have been affected to asecureareaaway
from other people.
Recommendations on dealing with suspicious packages or mail
is available from Health Canada’'s web site at http://www.hc-
sc.gc.calenglish/archives/rel eases/2001/anthrax_info.htm

Oregon Report
Submitted by Mike Govro

Food Code

The Oregon Health Division has finished its adoption of the
food code, and it will become effective for the food service
industry January 1, 2002. ODA has begun its adoption process
and expects to be finished by late spring. ODA isusing the
Health Division’s version of the code as a starting point and
will consult with ODA regulated industries to produce its
version of the code. In the meantime, ODA is conducting
standardization inspections with FDA for itsentire field staff.

Bioterrorism

Like many other agencies, the Food Safety Division has begun
to examine and improve its preparedness to respond to a
bioterrorism event. The division determined that there are
several stepsit could take to prepare itself for such an event.

The Food Safety Division is somewhat prepared to deal with a
bioterrorism event because part of its routine work involves
dealing with contaminated products, conducting recalls and
collecting and analyzing samples. While those are some of the
activities that ODA would carry out in the event of an attack on
the food supply, it will be necessary to have aclear
understanding of the roles and responsihilities of all of the
agenciesthat would be involved in abioterrorism event. ODA
plans to meet with these agencies to discuss this, aswell as
exchange current contact information. It also plansto provide
training to its field staff and conduct at least one response
exercise to test its readiness. It has also written and distributed
some guidance to the food industry on improving security in
itsfacilities.

Elk Mesat Sales

Until recently, the processing and sale of elk meat has been
prohibited in Oregon. Oregon has several elk ranches that raise
domesticated elk, but the animals must be taken to other states
for slaughter, and may not be sold in Oregon. During the 2001
legislative session, the legislature passed Senate Bill 41, which
legalized the slaughter and sale of domesticated elk, and
directed ODA to develop the necessary rules to regulate elk

processing and sales. Oregon law requires that all vertebrate
animals be slaughtered under USDA inspection, and USDA will
do thisunder voluntary inspection. ODA isformulating rules
that require documentation that the source of the animal is
domestically raised.

New ODA Employees

Last summer ODA's Food Safety Division added three new
food safety specialiststoitsfield staff. One of the positionsis
an addition to deal with increased routine workload and two
provide the personnel needed to handle the increased number
of FDA contract inspections the division is performing this
year.

Joining ODA are John Burr, Denice Borda, and M onica Durazo.
John comesto ODA after working 20 yearsin various
management positions with Agrifrozen Foods, which recently
closed. Johnisagraduate of the Oregon State University Food
Science and Technology program. He lives and worksin the
Salemarea

Denice Bordalives and works in the Portland area, and has a
wide variety of industry experience. Sheworked asawine
maker for Benmarl Wine Co. in Marlboro, NY, andin production
with Kraft Foodsin their Lenders Bagel plantin Matoon, IL.
Most recently she was with Anheuser-Busch in Jacksonville,
FL. She has abachelors degreein agriculture education from
Purdue University, and a masters degree in food processing
and technology from Ohio State University.

Monica Durazo has a background in nutrition. Shereceived a
bachel ors degree from |veroamerican University in Mexico City
in 1990. Shethen operated her own nutrition counseling
business in Mexico where she specialized in diabetic and renal
failure patients. Her Spanish language skillswill beabig help
inworking with Oregon’s growing Hispanic community.
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MEMBERSHIP
Classfications Dues
Regulatory ~ Memberisengagedinofficia regulatory activities $15.00
Retired Member held an active membershipin the Associ ation during empl oyment $15.00
Scholagtic Member isengaged inresearch, teaching or sudying issuesinvolving food, drug, cosmetics, devices,
biotechnology or environmental control $15.00
Associate Member isengaged in activitiesother than regul atory activities $50.00

Please completethebottom portion of thisform and return with your duesto:
Western Association of Food and Drug Officials(WAFDO)
C/O Chuck Henry, Secretary/Treasurer
4300 Cherry Creek Drive South « Denver, Colorado 80246 -1530

M ake ChecksPayableto Wester n Association of Food and Drug Officials

IRS-EIN 91-1149139
The Western Association of Food and Drug Officials
Member ship Invoice

Name: Title:

Agency: Firm:

Address:

City: Sae Zip:
Phone: Fax:

Email Address:

Member type:

(1 Regular ($15.00) (1 Retired ($15.00) [ Scholastic ($15.00) (1 Associate ($50.00)
W AFDO Scholarship Fund donation $
IsthisaNew Membershipd or Renewal?(d  Hasyour addresschanged? [dYes A No

(1 Check hereif you do NOT want your contact information published on WAFDO' s nternet site (www.wafdo.org)
withinthe WAFDO Membership Directory.

Renewal membership duesmust bereceived by December 31% of each year to remain in good standing for the coming
year.
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a WAFDO Election Results N\

WAFDO helditselection of officersby mail thisyear and you sel ected ClaudiaColesto be your president €l ect and
Stuart Wilsonto bearegional board member. Wewelcomethemto their new positionsand ook forward to working
withthemthisyear.

Claudia has been with the Washington State Department of Agriculturesince 1982, when she started with the
Microbiology laboratory. Shelater transferred to thefood safety division, where she hel ped the enforcement scheme
currently used by Washington to addressnon-compliance. Claudiahasbeen activewith the National Conference of

| nterstate Milk Shippersand the National Association of Milk Shippers, where she has served asvice president of the
dairy divison.

Stuart graduated from the University of British ColumbiawithaBachelor of Agricultura Science, speciaizingin Food
Science. Hasworked in various capacitiesin the Food and Agricultureindustry and government sector specificaly
Dairyland Foods, Sun-Rype Foods, Agricultureand Agrifood Canadaand now the Canadian Food I nspection Agency.
Toursof duty havetaken himto Winnipeg, Ottawa, Victoria, and Vancouver and visitstothe U K., Franceand the
Netherlands. Stuart isnow the Director of Operations, Mainland-Interior Region for the Canadian Food I nspection
Agency within the provinceof British Columbia.
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