
FDA and USDA Actions
1. You are the local inspector at a USDA plant.  The plant EST number is EST 5516. You have discovered the attached label in your plant.  After consulting with the Labeling and Program Development Staff and based on a prior ruling from that team it has been decided that you will write an NR for this product.  Please complete the attached NR form using the pictures below to describe the product and labeling issues.  (25 points)
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2. The company you are working for has just received the attached FDA warning letter.  Please write a response to the FDA for your company.  (25 points)
https://web.archive.org/web/20150213034802/http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2014/ucm418768.htm 







Public Health Service
Food and Drug Administration
 Cincinnati District Office
Central Region
6751 Steger Drive
Cincinnati, OH 45237-3097
Telephone: (513) 679-2700
FAX: (513) 679-2775

Adam P. Mueller, President
Minerva Dairy, Inc.
430 Radloff Avenue
Minerva, Ohio 44657
October 15, 2014

RESPONSE TO WARNIGN LETTER: CIN-15-431214-02
Dear Mr. Teitell:

Our organization has received and carefully acknowledged the outcomes of the inspection exercise dated in the warning letter. Upon receiving the letter, the labeling department in conjunction with a multidisciplinary team held a crisis meeting to deliberate on the directions given in the letter. 

We immediately rolled out strategies that would ensure a raft of well thought-out corrective actions in line with the regulations and legal provisions.  We have outlined a time line of three weeks to ensure complete overhaul of our labeling practices to reflect all the policy and legal requirements. We are thankful for your office’s intervention and immediate action has been taken to ensure total compliance. 
[bookmark: _GoBack]
In summary, the following actions have been adopted;
1) Rebranding “All Natural Ilios Greek Yogurt Butter” to the “Great Ilios Greek Yogurt Butter” to eradicate inconsistencies in use of “healthy” as outlined in 21 CFR 101.65(d)(2). 
2) We have upped the weight of milk fat in our Great Ilios Greek Yogurt Butter product to comply with branding requirements in section 403(i) (1) of the Act [21 U.S.C. § 343(i) (1)]. 
3) We have included the usual names of all ingredients on out labels to conform to branding requirements in section 403(i) (2) of the Act [21 U.S.C. § 343(i) (2)]. 
4) We have included exclusive declaration of dietary fiber and sugars in line with requirements in 21 CFR 101.9(c) (6) (i) and (ii). 

We wish to retaliate our position that we shall continue to be a law-abiding manufacturing facility that observes all requirements outlined by the Act and the CFR regulations. Lastly, we shall underrate bi-annual audits to ensure our labelling practices are fully compliant to the prevailing regulations. 

Yours Sincerely, 
Adam P. Mueller, President
Minerva Dairy, Inc.
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Your day is full.
And you're on empty.
Time to GoPicnic"!

When you don't get the wholesome food
you need to keep going, you risk pushing
yourself beyond hungry — to Hangry*
Hangry can strike anyone, anytime, anyplace
at work, on the road, after school,
or in the great outdoors. It's your
body telling you it needs nourishment
and it won't take junk food for an answer

GoPicnic® to the rescue!
A delicious, nutritionally balanced
ready-to-eat meal in a handy pienic box

Just grab a drink, spread out your GoPicnic®,

and let your taste buds come out and play.
No refrigeration, preparation,
or wicker basket required!

Turkey Pepperoni & Cheese
Ready-To-Eat Meal
Get ready for zesty turkey pepperoni slices,
creamy asiago gourmet cheese spread,
multi-seed crackers, sweet + spicy
: fruit & nut mix, and a long-lasting
fleur de sel caramel lollipop for dessert!

Don't Go Hangry."
gopicnic

B i
™ (hang-gree): adj. A grouchy condition
ly and deliciously avoided with GoPicnic
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Nutrition Facts 3 p M
Serving Size One Box (929) .
Servings Per Container 1
Amount pe £ 35 & .
Calories &
Calories from Fat 140 : R "
-
L ' at £ '
o " Ctﬂejterol "
. Sodium 860mg
*
- !
- Protein 14g
' Vitamin A 2% - Vitamin C 2%
‘- - ‘ Calcium 15 Iron 8% ‘ .
-
v -
5
-

allergens:

multi-seed crackers:
contains soy.

asiago cheese spread:
contains milk

baja blend™
fruit & nut mix:
contains peanuts and
tree nuts.

zeppelin™ . El
sea salt caramel lollipop:
contains milk

PACKAGED IN A FACILITY THAT ALSO
HANDLES PEANUTS & TREE NUTS
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