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The FDA ORA DX team recently had the
pleasure of catching up with our very
own Richard Beckstrand, Manufactured
Food Program Manager of the Utah
Department of Agriculture and Food for
a Coffee Talk.
Richard oversees the wholesale
inspection team and does most of the
training and auditing of manufactured
food inspectors. Enjoy reading about
Richard’s job role and interesting
perspective of the ORA DX program on
page 4. The Coffee Talk article is also
available on the PFP website

ORA DATA EXCHANGE (DX)
UPCOMING RELEASE UPDATES
ORA Partners Portal (ORAPP) –
Regulatory partners can:
• Search FDA inventory for firms
located in any state to obtain FDA
Establishment
Identifier
(FEI)
numbers
• View updated sample collection
template instructions regarding the
manufacturer’s expiration date
• View additional instructions in the
Status Summary column on the
sample submission page
• Electronically submit all Program
Assignment Code (PAC) and/or
Problem Area Flags (PAF) for the
same sample number
• View new Training pages
• Access updated Contact Us page
System-to-System,
ORAPP,
and
Enhanced DX Client – Regulatory
partners can:
• Submit sample collection data by
providing the firm name and address
as optional data fields instead of
providing an FEI
• Update previously submitted sample
collection information
• Submit sample date for all PAC
and/or PAFs for the same sample
number

“Never underestimate the power of freshly squeezed orange juice.” – Wayne Gerard Trotman
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Meet Kristen Lozinak from the Maryland Department of
Health - The only FDA-Certified analyst for Outbreaks
Kristen Lozinak, MS, is the Supervisor of the Food Microbiology Laboratory in the Division of
Environmental Sciences at the Maryland Department of Health (MDH) Laboratories
Administration. In this fast-paced role, Kristen supervises food microbiology testing conducted
at the MDH Laboratories Administration and serves as the Discipline Coordinator for six projects
of Maryland’s Laboratory Flexible Funding Model (LFFM) grant from the FDA.
Kristen’s deep microbiological experience and passion for the subject made her the ideal choice
for supervisor when the Food Microbiology section was expanded to seven staff members and
became its own stand-alone unit in 2020. Now, under Kristen’s leadership, the Division of
Environmental Sciences responds to about a dozen foodborne outbreak investigations each
year and performs high-volume surveillance testing for FDA and regulatory testing for the state. During the recent
Cronobacter sakazakii infant formula outbreak, Kristen’s section was appointed as one of only three Tier 1 testing labs
nationwide, for the FDA and tested >80 samples for both Salmonella spp and C. sakazakii.

MORE ABOUT KRISTEN!
As Supervisor, Kristen focuses on implementing meaningful process improvements to
laboratory programs. Over the last two years, she transformed food microbiology from being
100% paper-based to being entirely paperless with all methods rebuilt in an upgraded
Laboratory Information Management System. She was
then instrumental in the Laboratory successfully
During the recent
integrating its LIMS with FDA’s National Food Safety
Cronobacter sakazakii
Data Exchange. This first-in-the-nation capability
allows seamless transfer of sample collection, receipt,
infant formula outbreak,
and testing data in near real
Kristen’s section was
time directly from the lab’s
appointed as one of only
LIMS, which was used to
three Tier 1 testing labs
communicate all performed
testing
and its associated
nationwide.
results, during the recent
Cronobacter outbreak. The
story behind this novel
capability was recently featured in the spring edition of Association of Public Health
Laboratories’ Lab Matters newsletter. Read more…
In her free time, Kristen loves to read, and has read over 400 novels since the beginning of the
pandemic. Kristen is also an avid baseball fan and enjoys cheering for the New York Yankees.
Kristen's Favorite Books

Information Corner
ARE YOU CONFUSED BY DATE
LABELS ON PACKAGED FOODS?

Imagine this: You
go to your favorite
supermarket and
come out with
three bags full of
groceries. Before
you get in your car, you toss one of
those bags in the garbage.
Americans are throwing out about a
third of our food — about $161 billion
worth each year. Read more…

Contact us at APPSDesk@fda.hhs.gov

GRAPEFRUIT JUICE AND SOME
DRUGS DON’T MIX

Grapefruit juice
and grapefruit
can be part of a
healthy
diet.
Grapefruit has
vitamin C and
potassium, nutrients your body needs to
work properly. The juice and fruit can
affect the way your medicines work, and
that food and drug interaction can be a
concern. Read more…

ORA DX E-LEARNING
COURSES ARE HERE!

The PFP IT WG is
excited to announce
the arrival of ORA DX
e-Learning! Training
will soon be available
on the new ORAPP

Training page!
To register for upcoming courses, or to
find out more information on ORA DX
e-Learning, please contact us at
APPSdesk@fda.hhs.gov.

“A grapefruit is just a lemon that saw an opportunity and took advantage of it.” – Oscar Wilde
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ORA Data Exchange - Sample Data Sharing by Lauren Yeung
Lauren is the FDA’s Lab Flexible
Funding Model (LFFM) Technical
Program Manager. Prior to joining
Office of Regulatory Science,
Lauren was in the Office of
Partnerships and worked on the
Rapid
Response
Teams
Cooperative Agreement.

One of those laboratories
(Maryland Dept. of Health)
was able to utilize ORA DX
to submit the lab receipt
and analysis data for the
FDA-collected
samples.
This instance built upon the
successes of the Michigan
Dept of Agriculture and
Rural Development and the
Connecticut
Agriculture
Experiment Station during
the spring 2021 ORA DX
pilot for FDA import samples. It was also unique and notable
in that the Maryland Dept. of Health is the first lab to
complete an NFSDX (system-to-system) integration.
Maryland’s involvement went even further than submission
of lab receipt and analysis data for FDA-collected samples.
The Maryland Dept of Health mentioned that they were
collecting and analyzing large numbers of powdered infant
formula, presenting a unique and valuable opportunity –
sample data on powdered infant formula was indeed of high
interest, and it was the same analysis that FDA and state
staff had already worked out specifics on for FDA-collected
samples, which made the scope expansion more
manageable. Maryland Dept. of Health was able to
successfully submit 73 samples of state-collected powdered
infant formula for Cronobacter and Salmonella testing via
the DX.
Submitting sample collection data
presents
some
unique
and
additional challenges. Required
fields include FDA Product Codes
(a
standardized
product
description), FEI numbers (FDA
unique identifier for a firm), and other
fields that require some training and/or
resources to complete. While state-collected sample data
submission is more resource intensive, it also represents the
overwhelming majority of future use cases for ORA DX.

ORA DX is a critical part of our
long-term strategy for integrated data sharing between FDA
and states. Data sharing capability is essential for both
emergency situations, and for supporting large scale
national surveillance testing programs, like LFFM. These
successful data submissions, both for FDA-collected
samples and state-collected samples, are critical
milestones that reflect significant progress. We greatly
appreciate participating
state partners who
have helped pave the
The Maryland Dept. of
way for others to
Health successfully
follow.
submitted 73 samples
The first successful
of state-collected
sample submissions
powdered
infant formula
via ORA DX were for
for Cronobacter and
FDA-collected import
samples collected as
Salmonella testing via
part of ORA DX Pilot
the DX.
OEIO
Assignment
#20-D06 in spring
2021. Ten samples
were collected and sent to the Michigan Dept. of Agriculture
and Rural Development and Connecticut Agriculture
Experiment Station for microbiology and chemistry analysis.
In 2022, we wanted to continue and build upon the
successes of the initial pilot, and the stars aligned when the
opportunity presented itself during the Cronobacter
sakazakii powdered infant formula recall. FDA leveraged
LFFM laboratory capacity to help meet a national demand
for product testing from states that lacked capability to test
for Cronobacter. Some of these samples were collected by
Read more…
FDA and sent to LFFM laboratories.

Inventory Reconciliation with Tim Mueller
Tim Mueller is the director of the Division of Integration in the FDA ORA Office of Partnerships.
Maintaining an accurate inventory of licensed/registered food facilities for which a program has
oversight is foundational to high quality inspection programs. When multiple agencies share
jurisdiction over the same facilities, human and animal food inventory reconciliation ensures
consistent regulatory activities. Leveraging information technology to share information that is
consistent with legal requirements, supports more efficient, effective, and timely inventory
comparison. This is currently being accomplished through the ORA DX Firm Inventory
Reconciliation capability. These efforts assist investigators, supervisors, and work planners to
improve efficiency, decrease duplication, and help programs meet their public health goals.
For more information, head over the ORAPP Overview page to read more about ORA DX
Inventory Data Sharing Capabilities.

Life… is like a grapefruit, it’s orange and squishy, and has a few pips in it,
and some folks have half a one for breakfast. – Douglas Adams
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Coffee Talk with Richard Beckstrand
MANUFACTURED FOOD REGULATORY PROGRAM MANAGER
UTAH DEPARTMENT OF AGRICULTURE AND FOOD (UDAF)
Continued from page 1.

Hello Richard! Tell us about yourself and your They developed a strategic plan that outlines how the work
will proceed, but they have also been very flexible. We were
involvement with the ORA DX program.
I am the Manufactured Food Program Manager at UDAF,
which encompasses many different areas of responsibilities.
I oversee the wholesale inspection team and conduct most
of the training and audit of manufactured food inspectors. I
also manage the FDA inspection contract and act as the
standards coordinator for the Manufactured Food
Regulatory Program Standards. As a natural extension of
my role with the Regulatory Services Division at UDAF, I
became involved with the ORA DX program. Having worked
with our FDA counterparts for many years and developed a
great relationship in Utah and the Denver Division office, it
was an easy decision to enter into a formal partnership
agreement.

In your role as a Manufactured Food Program
Manager for Utah Department of Agriculture and
Food as well as a DX participant, what do you
think are some of the advantages of participating
in the ORA DX?
One of the big advantages
that comes to mind is the
ability
to
easily
share
inspectional data back and
forth with FDA. Anyone who
has worked in eSAF (FDA
system) for any length of time
will agree that the ORA DX
will make life easier for all of
us. There is a lot of
duplication of work in the way
we
share
information
currently. Utah is not as far along as some of the other states
in meeting System-to-System requirements. We developed
Food Safety Management System in-house and have a bit
more work to do than a state that uses a system like
USAFoodSafety; however, we are confident we will be able
to meet the requirements for the DX in the very near future.

concerned about a couple of the deliverable dates and found
that it was easy to have those dates pushed back so that we
were confident to get that piece completed on time. I would
encourage any state considering a partnership agreement
and the DX to sign up! System-to-System data sharing really
is the way forward and will save time and resources by
eliminating a lot of the duplicative efforts, along with all the
other benefits of the ORA Partners Portal (ORAPP).

What benefits do you hope to gain by using Firm
Search, Firm History, Produce Safety, and
Inventory Reconciliation capabilities in ORAPP,
and in the future System-to-System integration?
One of the big benefits we hope to gain is harmonization of
our establishment inventory with FDA. When both agencies
can plan their work using the same current and accurate
inventory listing, we will benefit in multiple ways. It will make
planning the work much easier and eliminate a lot of wasted
time and effort that inevitably happens when the Official
Establishment Inventory is not synced up and consistent on
both sides. State-to-State Firm Search is another benefit we
are very interested in. Many of the food processors in Utah
also have facilities in other states. It will be valuable for us to
be able to capture information about firms in other states with
all the food that now crosses state lines.

Looking ahead, are there particular capabilities or
enhancements you would like to see within ORA
DX?

Of course, we want to
be able to share our
inspectional data with
the FDA, but we also
want the FDA to share
data with us. This
needs to be a two-way
street with information
flowing freely back and
What was your experience with signing forth. Presently, we
agreements for the DX and what advice do you waste too much time in
eSAF, on phone calls,
have for other states yet to sign agreements?
and with emails, trying
We had a few internal discussions to make sure our team to exchange needed
members were on the same page. We had to get our legal information. I know this can be frustrating for FDA as well. I
department to sign off, but overall, the process was very feel ORA DX should save both agencies a lot of time and
easy. The FDA has done most of the heavy lifting so far.
effort that could be used more productively. Read more…

“Orange is the happiest color.” – Frank Sinatra
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Resources and
Useful
Information
•
•
•
•
•
•

PFP Website and
Twitter
PFP IT WG Page
ORA Partners Portal
Homepage
AFDO Newsletters
Presentations at
MFRPA Conferences
Contact Us at
AppsDesk@fda.hhs.gov

Question: Is the lab flexible funding
model (LFFM) a requirement for a
regulatory partner (state lab) to
participate in sample data exchange via
ORA DX systems?
Answer: No. LFFM is not a requirement
for a regulatory partner (state lab) to
participate in sample data sharing via
ORA DX systems. The sample data
exchange is currently enabled for FDA
assignments and not for surveillance
purposes.
How should a state lab submit an
analytical work package for a positive
sample under LFFM?
Answer: A state lab should provide the
analytical work package to FDA State
Liaison and the Emergency Response
Coordinator. Soon, work packages may
be submitted via the ORA DX systems.

Question: Does System-to-System and
ORAPP offer same DX capabilities?
Answer: No. Few DX capabilities are
unique to each system while few DX
capabilities are available in both
systems. The ORA DX systems are
continuously enhanced incrementally to
provide additional capabilities for a
comprehensive
data
exchange
mechanism between FDA and regulatory
partner.

For additional
ORA DX FAQs

Read More...

BARBARA THIEL, PFP IT WG PROJECT MANAGER,
ORA OFFICE OF INFORMATION SYSTEMS AND MANAGEMENT, FOOD AND DRUG ADMINISTRATION
Hello Partners!
When we first started the data exchange program, we knew it would take a lot
of work. We also had confidence in the value of pursuing these initiatives. We are
so grateful that you have all joined us in these endeavors. We have always
believed the ORA DX could only be a success if the federal, state, and local
communities work together. We thank you for supporting us!
Those of you that have been participating over the years know that we have had
our ups and downs, but with perseverance we have achieved great
accomplishments, and for that we should all be proud.
It has been seven years since I joined the IT WG as Project Manager, and your continued support
is one thing that I can always count on. It is a privilege to work with all of you. You all have
shared your knowledge and feedback; and the results can be seen in the many successes of the
IT WG and the ORA DX.
To all of you, be proud of our accomplishments, we could not do it
without you.

Thanks – Barbara Thiel
PFP IT WG Project Manager

“If the family were a fruit, it would be an orange, a circle of sections, held together but separable - each segment distinct.”
– Letty Cottin Pogrebin
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Summertime
Song Quiz
(Match the lyrics with the singer/band!)

Summertime Lyrics

Singer/Band

1. “Callin' out around the world, are you ready for a brand-new beat,
Summer's here and the time is right for dancing in the street.”
2. “Here comes the sun. Here comes the sun. And I say, It's all right.”

a. Eddie Cochran

3. “Gotta keep those lovin' good vibrations a-happenin.'”

c. Chubby Checker

4. “Sometimes I wonder what I'm a gonna do. But there ain't no cure
for the summertime blues.”
5. “The summer wind came blowin' in, from across the sea, it
lingered there so warm and fair to walk with me.”
6. “School's out for summer. School's out forever.”

d. Seals and Croft

7. “Summer breeze, makes me feel fine, blowing through the jasmine
in my mind.”
8. “Come on let's twist again, like we did last summer”

g. Martha and the
Vandellas
h. Alice Cooper

9. “Under the boardwalk, down by the sea, yeah, on a blanket with
my baby is where I'll be.”
10. “Vacation, all I ever wanted. Vacation, had to get away.”

i. Frank Sinatra

b. The Go-Go’s

e. The Beatles
f. The Drifters

j. The Beach Boys

Answer Key: 1:g, 2:e, 3:j, 4:a, 5:i, 6:h, 7:d, 8:c, 9:f,10:b

“Keep your face to the sunshine and you will never see the shadows.” – Helen Keller
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