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INDIANA STATE DEPARTMENT OF HEALTH

Telephione: 317/233-7360 FAX: 317/233-7334

a4, Request For Variance vy m 1 spyy
“JHE)  Stale Foim 51184 (12:02) BT 222D L
i

Food Protection Program ﬂ]ﬂﬂ PRO?EU” UN P“UG {_m
INANA STATE DEPT. OF HEALTH

1. Individual Submitting Requesi: Date: 10 l_‘l__! 2012
Name: Brian Rote Teicphone: (219) 871-1546  Fax: {219) 871-1547
Malling Address: 5718 Franklin st. Emaik:
Number & Stecel
Michigan City IN 46360
P.D. Box Ciry Stale Zip Cole

2. Person/Organization Seeldng Varinnce:
Name:_Texas Corral Email:

Mailing Address: 5718 Franklin st.

Number & Streés

Michigan Gity IN 46360
Q. Box City Swle Zip Codo

3. Food Establlshment(s) for Which Varianee is Sought
Incluile the following information for each food cstablishiment: (Listhere or altach additional pages Il necessary)

L Physic’al Location (i different i malting addressy;, SBINE a5 above

*  Mailing Address;

{Nuuber, Sieeel, City, State, & Zip Code)

»  Telephone Number: () Fax Number; { )

+  Person at each retai] food establishment most responsible for supervising:

4. State how the proposal varies from each rule requirement, citing relevant rale sections by number;
{Attnch additionsl pnges if necessary)

See altached page 1 of the proposal.

5. Explain hew the potential public health Lazards and/or nuisances will be alternatively addressed by the
proposal, Include supporting studies, Hazard Analysis Critieal Control Point (HACCP) Plan(s), standard
sanitation operating procedures, and/or any other evidence: (Attach additional pages, if necessary.)
Please see attached HACCP documentation pages 1-12 of 48: labled Flavorseal Cook chill HACCP. The standard
operating pfocedures address all potential heaith issues.




6. List how the proposal demonstrates the following (if applicable to the request):

A} How the proposal differs from what is common and usual in sinilar indusiry situations:
Ba. This proposal allows us to take the food product through the “Danger Zone” much quicker than other commonly

used methods.

B) How the proposal is unigue and not addressed in existing rules or law:
Bb. Cook and Chill foods are not unique, it is just unique to be done on premis

C) How the proposal does nol diminish the protection of public health:
6c. This proposal will result in belter protecting the public health as it will bring proeduct through the “Danger Zone"
much more quickly than previous methods utifized. Furthermore, with the implementation of the propased HACCP
plan, there will e much more monitoring of temperatures and logs that can be referenced in the future. ’

D} How the proposal is based on new scientific or technological principle(s):
n/a '

E) How the implementation of the viriance would be practical:
The Variance would allow for a much faster cooling method to further reduce the potential for tlmeilemperature
abuse, Furthermore, it is'a much safer way to handle food throughout the kitchen in 1g! portions .

7. Explain how the person/organization seeldng the variance will assure éhat all provisions of a granted
varinnce will be enacted at each food establishment for which a variance has been granted:

7. The G.M. will hold a training sessian o properly train alt individuals and management on the proper use of the

machine and the subseguent racords and logs that need te be maintained to insure the process’ integrity.

8. List all affected parties known by the personforganization seeking a variance, includiug all affected
regulatory authorities: {Aitach additiona! pages if necessary)
Indiana Department of Health.
Laparte County Health Department

‘ . C For Office Use Only
9. Attach copies of any related variances, waivers or opinions issued by

other governmental agencles.

. 0
10, Signature of Individual Making Request, Fosi- szu\.’l@"” -
Printed Name, Titlc:r%"\ (L35 ‘f\ZD\' QL Q:‘l M .




4. State how the proposal varies from each rule requirement, citing relevant rule
sections by number:

Texas Corral respectfully requests a variance to 410 TAC 7-24-195 reduced oxygen
packaging criteria. Our proposal requests that Texas Corral be allowed to submit
HACCP plans and SOP materials that reflect current operating practices across the
USA that are aligned with the 2007 supplement to the 2005 FDA food code sections 3-
502.12 (D). this section allows for the preparation of Cook Chill foods without a
variance when all aspect of section 3-502.12 (D) are met, These provisions are
teproduced below.

3-502.12 Reduced Oxygen Packaging, Critetia

(D) except as specified under (C) of this section, a Food Establishment may package
food using a Cook Chill or Sous Vide process without obtaining Variance if;

(1) the food establishment implements a HACCP plan that contains the information as
specified under 8-201.14(D). '

(2) The food is:

(a) Prepared and consumed on the premises, or prepared and consumed off the
premises but within the same business entify with no distribution o r sale of the
bagged product to another business entity or the consumet..

(b) Cooked to heat all parts of the food to a temperature and for a time as specified
under 3-401.11

{c) Protected from contamination after cooking as specified under part 3-4.

(d) Placed in a package or bag with an oxygen batrier and sealed before cooking,
or placed in a package or bag and sealed immediately after cooking, and before
reaching a temperature below 135 degrees F.

{e) Cooledto 41 degrees F. in the sealed package or bag as specified under 3-
501.14 and subsequently:

(1) Cooled to 34 degrees F. within 48 hours of reaching 41 degrees F. and held
at that temperature until consumed or discarded within 30 Days after the date of
preparation.

(ii) Cooled to 34 degrees I. within 48 hours of reaching 41 degrees F., removed
from refrigeration equipment that maintains 34 degrees F. food temperature and then
held at 41 degrees F. or less for no more than 72 hours, at which time the food must
be consumed or discarded;

(iii) Cooled to 38 degrees F. or less within 24 hours of reaching 41 degrees F.
and held there for no more than 72 hours from packaging , at which time the food
must be consumed or discarded, or .

(iv) held frozen with no shelf life restriction while frozen until consumed or
used.




Fexas Coveal-3718 Franklin S0, Michigan City, TN HACUR Program License 8200201008

HACCP-based
Food Safety Program

O M P ANY

~ Cook chill HACCP

Version: 1. 2012 4/23/12
License Number: 2012-010008
LIMITED - Single location license

©Brian A. Nummer, Ph.D. Retail-Foodservice HACCP Program
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Tesos Corral-5718 Franklin S0, Michigan Oty IN HACCE Progran

[ bveise B0 -01000%

A. Cook-chill and sous vide US FDA model food code

requirements

The following is summary of the 2009 US FDA modél Food Code Section 3-502.12. Tt specifies
the requirements for cook-chill and sous vide food manufacturing at retail. Under the tmodel :
Food Code if an operator creates and uses a HACCP progtam meeting the requirements below,
they are not required to submit a variance request. It is important that the operator verify with

code,

their regulatory authority if section 3-502.12 has been adopted by them into their local food

Bz_ised on the US FDA model food code (2005 and 2009) a FOOD

ESTABLISHMENT that PACKAGES FOOD using a cook-chill or sous

~vide process shall:

REQUIREMENT

ADDRESSED

Implement a HACCP plan that confains the information as specified
under 8-201.14(D)

This document

Ensure the food is prepared and consurned on the PREMISES, or
prepared and consumed off the premises but within the same business

GMP 3

entity with no distribution or sale of the packaged product to another

business entity or the consumer _

Ensure the food is cooked to heat all parts of the food to a temperature HACCP

and for a time as specified under 3-401,11 COOKING CCP

Ensure the food is protected from contamination before and after

cooking as specified under 3-302 through 3-307. GMP /S0P 2

Ensure the food is placed in a package with an oxygen barrier and HACCD

sealed before cooking, or placed in a package and sealed immediately BAGGING CCP

after cooking and before reaching a temperature below 57°C (135°F)

Ensute the food is cooled to 5°C (41°F) in the sealed package or bag HACCP

as specified under 3-501.14 COOLINGI1 CCP

OPTION 1. And subsequently cooled to 1°C (34°F) within 48 hours of HACCP

reaching 5°C (41°F) and held at that temperature until consumed or COOLING2 CCP &

discarded within 30 days after the date of packaging GMP / SOP4

‘OPTION 2. And subsequently cooled to 1°C (34°F) within 48 hours of

reaching 5°C (41°F), removed from refrigeration equipment that HACCP

maintains a 1°C (34°F) food temperature and then held at 5°C (41°F) COOLING2 CCP &

or less for no more than 72 hours, at which time the food must be GMP / 80P4

consumed or discarded

OPTION 3. And subsequently cooled to 3°C (38°I¥) or less within 24 HACCP

hours of reaching 5°C (41°F) and held there (38°F) for no more than COOLING2 CCP &

72 hours from packaging, at which time the food must be consumed or GMP / SOP4
FI_AVORSEAL

©OBrian A. Nummer, Ph.D. Retail-Foodservice HACCP Program

Page 2 of 48

LR Pl




Fowan Corul-57 18 Franlbia 84, Michipan City, IN HACEP Progean Licensa F20172-010608

discarded.

Ensure the food is held in a refrigeration unit that is equipped with an
electronic system that continuously monitors time and temperature and
is visually examined for proper operation twice daily

GMP / SOP 4

Ensure the food if transported off-site to a satellite location of the
same business entity, equipped with verifiable electronic monitoring
devices to ensure that times and temperatures are monitored during
transportation

GMP / SOP 4

Ensure the food is labeled with the product name and the date
packaged -

GMP / SOP 3

Maintain the records required to confirm that cooling and cold holding

refrigeration nme/tempelatme palametels are 1equued as palt of the o

HACCP plan

_GMP/SOP6

Make such lecmds aV'ulable to the 1egulat01y authouty upon 1equest i

~ GMP/SOP 6

and hoid such xecmds fon at least 6 months o

o _Requ_u'ed G__o_bd m_anufa_g_tur_mg pract_ieés:ﬁnd s'_téﬁda't;_d___éliél'ii_ting-j{i;'_déeﬁ11i'e's_ .

Implement wiitten operational procedures as specified under 3-502.12 All SOPs
(B)(5) and a training program as specified under 3-502.12 (B)(6) GMP /SOP 5
Includes operational procedures that prohibit contacting ready-to-eat GMP /S OP i
food with bare hands as specified under 3-301.11(13)

Includes operational procedures that identify a designated work area

and the method by which: physical batriers or methods of separation GMP / SOP 2
of raw foods and ready-to-eaf foods minimize cross contamination

Includes operational procedures that delineate cleaning and sanitation GMP / SOP 2
procedures for food contact surfaces

Includes operational procedures that describes the training program

that ensures that the individual responsible for the reduced oxygen GMP / SOP 5

packaging operation understands the concepls required for a safe
operation, equipment and facilities, and procedures (GMPs and SOPs)

Required recordkeeping (forms)

Process log (CCP monitoring, deviations and corrections)

Refrigeration temperature logs (manual and continuous)

Expiration, discard, and reheating log

Thermometer calibration log

Employee training log

References above refer to the 2009 model US FDA Food Code. Ttems are addressed in four
types of documents: HACCP, good manufacturing policies (GMPs), standard operating

procedures (SOPs), and records (RECs),

©Brian A. Nummer, Ph.D, Retail-Foodservice HACCP Program

Page 3 of 48
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Tesos Corrgl-37 18 Franhlin S0 Mchign Cly, IN FEACCT Proggramy Licaaree A2012-000008

B. Product description-cook chill foods

Formulations/recipes are found in section H,

1. Product name(s)

Cook-chill foods: Black Bean Soup, Chili, Steak mushrooms, all
sSoups of the day

2. How is the product to be
used & who's the intended
consumer?

These products are intended for general consumer use. Consumers
may be immunocompromised as part of the general population.

4. Type of packaging and

Special low oxygen transfer rate packaging is used.

product be sold?

servings Servings vary per product
5, Shelf life 3 Days at 41 degrees or lower
6. Where will the

In-house foodservice direct to consumer

7. Labeling instructions

Product name Cook chilf

Ready to REHEAT

Manufacture date

Date and time reached 41°F

Use or discard by

IMPORTANT: This product must be stored at
< 41°F and has a limited shelf life.

8. Special distribution

Ensure the food is prepared and consumed on the premises, or prepared and
consumed off the premises but within the same business entity with no

control distribution or sale of the packaged product to another business entity or the
consumer. Refiigeration and shelf lives are described in this document.
HACCP Coordinator __Brian Rote Date:6/7/12

Sipn s document alter (st review, ther anyiime ivis modilied, 1 needed, indicate Tieve tha
ibe oenment B aorevised versioin, Suve the origingd © e TTACCDP Program Cliange oy Ll

©Brian A, Nummer, Ph.D. Retail-Foodservice HACCP Program

FLAVORSEAL

Page 4 of 48




Toewas Corrnd=2718 Frankln S, Michisi Cig, BN TACOT Program

ieonme EA0 2000008

C. Flow diagram cook chill foods
You must edit these steps to match your exacl process.

Step Step Name Step Description
No,
1. Purchasing All raw materials are purchased from approved suppliers.
9 Receiving Raw ingredients received and inspected at the loading dock by an
) employee.
3. Stor Raw ingredients are placed into storage either in room temperature
torage )
racks, refrigerator or freezer.
4. . . If needed, frozen foods shall be thawed in the refrigerator for 24-48
Thawing !
HOULS.
> Ingredient Raw ingredients are assembled to prepare foods
Assembly ; )
6. Cooking Foods are cooked by boiling .
7. Baggin Employees manually ladle approx. 1 gal. food into food grade 3 mil
E8Ing boil-in bags. Bags are sealed.
8. Heatlasgziilgg and Bags are heat sealed. Completed labels are applied to each bag.
layers of bags are placed in Ice Water Bath made in a 20 gallon
9 Coolin food grade plastic bin. Bags are rotated every 15 min, Iee is
‘ & refreshed every 30 minutes, (Operation performed outside of
cooler). Bags are cooled to 41°F,
e Bags are maintained at <41°F for approved shelf life of 72 hours.
10. Refrigeration Note: 2013 Food Code will reflect a 7 day shelf life in the bag.
1 Reheating for hot | Bags of product ate removed from the cooler and placed inside
' ~ holding boiling water to reheat. Bags must be heated to >165°F.
12. Hot holding Food products are maintained at >135°F,
Leftover Leftovers from hot holding may be cooled following step 9 in
13. e shallow pans and refrigerated at <41°F for the balance of the 7 day
refrigeration . .
date marking shelf life,
14, Service

HACCP Coordinator _Brian Rote
Validated by

©Burian A. Numiner, Ph,D, Retail-Foodservice HACCP Program

Date 6/7/12
Date

FLAVORSEAL

Page 5 of 48




Tenay Corral-S718 Franklin St Michigan City, 1N TACCP Program

D. Hazard analysis cook-chill raw materials

Idcense ER0E-00008

Raw Materials

Potential Hazards Is this Justificati
. Introduced Hazaxd ustitication
Ingredient or ’ for Decision to | Control Measures
. Controlled, Reason- . .
Material . Determine (Barriers)
Enhanced or ably Likely Sienificance
Reduced to Oceur? | 8
B-biological, C-chemical, and P-physical hazards
C-plastic may not Purchasin
Bags be food grade or | C-yes i &
heat stable specifications
Vegetative
. thogens —
Meats and B- Vegetative ba .
Poultry pathogens, e.¢ £, cooking qnd cross
coll, S'aIm;nella contamination
g ' control
f:llilgftf:ines C. botulinum and B.
Starches yiog ) cereus — confrolled
’ Sporeforming by refrigeration
below 41°F
%%g;‘;}%;?;n USDA FSIS Psychrotrophic .
. Meat and botulinmm
Vegetables botulinum, C. :
. B- yes Poultry Hazards | controlled by time-
perfringens, and ] _ AT
Bacillus cereus P- no and Controls temperature limits
‘ C—-no Guide, 2005 L. monocyfogenes
Parasites may be Model FDA cqntrolled b)f
associated with Food Code cooking {sous vide)
Fruits and bagging at
meats (pork —
Trichinella) >145°F and cross
contamination
P — no common control (Cook-chill}
fhazard C. perfiingens is
C — 1o common controlled by rapid
Spices hazard cooling and
refrigeration below
41°F,
HACCP Coordinator Brian Rote Date 6/7/12
Validated by Date
. FLAVORSEAL

©Brian A. Nummer, Ph.D. Retail-Foodservice HACCP Program
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G.CCP summai cook chill

Foircnse F201 -ty

CcCp Degs:l;p Critical Limit | Monitoring Procedures Corrective Actions
What: Temperature
How: Use a calibrated
thermometer. Insert info
T center of meat roasts or
CCP1 | Cooking 11061-511(115?1656;0 mix foods well then Continue Cooking
© | measure. .
Frequency: Each batch
Responsible Person:
Cook
What: Temperature
How: Use a calibrated
thermometer. Ingert into
center of meat roasts or
CCP2 | Bagging ?;lbf;);gdesdmust mix foods well then Recook foods based on
~135F measure, CCP1
= Frequency: Every 15
min.
Responsible Person:
Cook
:ﬂ}:t' temperature & it temperature is not fil‘oppillg
How: Using a calibrated gulckiy consider adding more
135 to 70°F thermometer. Mix bag ice. If temgerat'ur(? has not
within 2h and ingredients well by r‘?ac.h?d JOF w1thm- 2h
CCP3 | Coolingl 70-41°F within | massage, fold bag over ngCldl(.i fOOd;l i{.ewl‘g ]1 N
4 h, (U.S. FDA | probe, then measure. I‘l? :flat:011l an - (Seard 198,
- Frequency: 3 bags per emperature dloe‘s not go
Food Code) batc(il1 o cl{ batch &5 P from 70-41°F within 4h,
' Respimiihle i’zrson: discard. Record in deviation
Cook log.
What: temperature How:
A) Place a calibrated
thermometer in unit. Read | If temperature of ambient is
manuaily 2X daily. B) above 41°F, check food bags.
24/7 continucus If 4tfla1nf%)er§ture of foodsi is
Refrigera- O ot monitoring using a digital | <41°F, then enter in log
oCCPI tion <A1°F required thermocouple alijd book as safe. If foods are
datalogger, above 41°F discard.
Frequency: A)3 bags Record discards in
ll)fi' batCIlfb‘;aC; batch deviation and discard log,
espansible Person:
Cook
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