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(Complete^ by Prp^ 

(All Comments submitted on this regulation will appear on IRRC's website) 

(1) Agency: Agriculture 

(2) Agency Number: 02 

Identification Number: 174 

INDEPENDENT REGULATORY 
REVIEW COMMISSION 

IRRC Number: c 3 w ^ i i 
(3) PA Code Cite: 7 Pa. Code Chapters 46 and 76 

(4) Short Title: Food Code (7 Pa. Code Chapter 46); Food Employee Certification (7 Pa. Code Chapter 76) 

(5) Agency Contacts (List Telephone Number and Email Address): 

Primary Contact: Sheri Morris, Telephone: (717)787-4315, E-Mail: shmorris@pa.gov 
Secondary Contact: Lydia Johnson: (717) 787-4315, E-Mail: lydijohnso@pa.gov 

(6) Type of Rulemaking (check appUcable box): 

I I Proposed Regulation 
XXl I Final Regulation 
I I Final Omitted Regulation 

I I Emergency Certification Regulation; 
I I Certification by the Governor 
I I Certification by the Attorney General 

(7) Briefly explain the regulation in clear and nontechnical language. (100 words or less) 

The regulation amends the current Food Code regulations at 7 Pa. Code Chapter 46 to: (1) adopt 
the terminology and implement the changes necessitated or authorized by Act 106 of 2010; (2) 
incorporate, to the extent practicable, the standards and requirements ofthe United States 
Department of Health, Food and Drug Administration's Model Food Code ("Model Food Code") 
as the food safety standards and requirements for Pennsylvania (Pennsylvania is among 50 States 
that have adopted this Model Food Code, in whole or in part, as its regulatory food safety 
standards); (3) establish retail food facility license intervals of greater than one year, using risk-
based factors identified in the Model Food Code as a basis for determining the appropriate 
license interval; and (4) revise and incorporate the Food Employee Certification regulations at 7 
Pa. Code Chapter 76 into 7 Pa. Code Chapter 46. 

(8) State the statutory authority for the regulation. Include specific statutory citation. 

The following statutes provide authority for the regulation: 

• The Retail Food Facility Safety Act (3 Pa.C.S.A. §§ 5701 - 5714), at 3 Pa.C.S.A. § 5707(a); 
• The Food Safety Act (3~Pa.C.S.A. §§ 5721 - 5737), at 3 Pa.C.S.A. § 5733(a); 
• The Milk Sanitation Law (31 P.S. §§ 645 - 660e), at 31 P.S. §§ 660c; 
• Section 1705(d) ofthe Administrative Code of 1929 (71 P.S. § 445(d)); and 
• The Food Employee Certification Act (3 Pa.C.S.A. §§ 6501 - 6510), at 3 Pa.C.S.A. § 6505. 



(9) Is the regulation mandated by any federal or state law or court order, or federal regulation? Are 
there any relevant state or federal court decisions? If yes, cite the specific law, case or regulation as well 
as, any deadlines for action. 

No, to both questions. 

(10) State why the regulation is needed. Explain the compelling public interest that justifies the 
regulation. Describe who will benefit from the regulation. Quantify the benefits as completely as 
possible and approximate the number of people who will benefit. 

The regulation is needed in order to implement changes to the statutes underlying the current 
regulation, to more-fiilly incorporate the Model Food Code's food safety standards as 
Pennsylvania's regulatory food safety standards, and to better protect public health with respect 
to food safety. The Model Food Code embodies the state-of-the-science with respect to food 
safety. 

The regulation is expected to make food safer, and to lessen the number of incidents of 
foodborne illness in Pennsylvania. The beneficiaries will include consumers, 
owners/operators/employees of retail food facilities and food establishments and the public-in-
general. Consumers will experience fewer incidents of foodborne illness and will realize the 
health and safety benefits from that (as well as reduced medical costs and losses resulting from 
foodborne illness). Fewer foodborne illness incidents will also benefit owners, operators and 
employees of retail food facilities and food establishments, who will be spared some costs 
associated with lawsuits, compensation or business disruption relating to foodborne illness. 

(11) If data is the basis for this regulation, please provide a description ofthe data, explain in detail how 
the data was obtained, and how it meets the acceptability standard for empirical, replicable and testable 
data that is supported by documentation, statistics, reports, studies or research. Please submit data or 
supporting materials with the regulatory package. If the material exceeds 50 pages, please provide it in 
a searchable electronic format or provide a list of citations and internet links that, where possible, can be 
accessed in a searchable format in lieu ofthe actual material. If other data was considered but not used, 
please explain why that data was determined not to be acceptable. 

Although statutory revisions, rather than data, drive the regulation, the Pennsylvania Department 
of Agriculture (Department) is mindful that the 2011 Estimates of Foodborne PJness in the 
United States issued by The Centers for Disease Control and Prevention (CDC) report that that 
each year roughly 1 in 6 Americans (or 48 million people) gets sick, 128,000 are hospitalized, 
and 3,000 die because of foodborne diseases. This document provides the most accurate picture 
yet of which foodborne bacteria, viruses, microbes ("pathogens") are causing the most illnesses 
in the United States, as well as estimating the number of foodborne illnesses without a known 
cause. 

The referenced 2011 Estimates of Foodborne Illness in the United States can be viewed at the 
CDC website (www.cdc.gov) at www.cdc.gov/foodborneburden. 



(12) Describe who and how many people will be adversely affected by the regulation. How are they 
affected? 

The regulation is not expected to have an adverse impact on people or businesses. The 
regulation will not change the current procedures or costs associated with food safety to the point 
where it would impose an adverse impact on any entity. 

(13) List the persons, groups or entities that will be required to comply with the regulation. 
Approximate the number of people who will be required to comply. 

Retail food facilities and food establishments will be required to comply with the regulation. 
There are approximately 70,000 to 75,000 of these in this Commonwealth, with the Department 
inspecting approximately 30,000, County health departments inspecting approximately 30,000 
and local health departments inspecting between 10,000 and 15, 000. 

Coimty health departments and local (city, borough, township) health departments will also be 
required to comply with the regulation. This will impact approximately 6 county health 
departments and 156 local health departments. 

(14) Provide a specific estimate ofthe costs and/or savings to the regulated community associated 
with compliance, including any legal, accounting or consulting procedures which may be required. 
Explain how the dollar estimates were derived. 

Regulated retail food establishments in general - and particularly those that operate retail food 
establishments in more than one State - should realize some small savings from operating in a 
regulatory environment where the food safety standards ofthe Model Food Code are the basis 
for regulations from one State or jurisdiction to the other. 

To the extent any retail food facility or food establishment must pay a license or permit fee or a 
fee for a follow-up inspection, these fees are imposed by statute, rather than by the regulation. 

(15) Provide a specific estimate ofthe costs and/or savings to local governments associated with 
compliance, including any legal, accounting or consulting procedures which may be required. Explain 
how the dollar estimates were derived. 

The regulation is not expected to impose new costs on local governments. Local governments 
that handle food safety inspections in their respective jurisdictions may realize some small 
savings from having a uniform Statewide approach to food safety, from consistency among local 
and State food safety standards and from adopting and using an electronic method for issuing 
and tracking retail food facility inspection reports (as referenced in the Retail Food Facility 
Safety Act, at 3 Pa.C.S.A. § 5703(f)). 



| (16) Provide a specific estimate ofthe costs and/or savings to state government associated with the | 
1 implementation ofthe regulation, including any legal, accounting, or consulting procedures which may | 
1 be required. Explain how the dollar estimates were derived. | 

i The Department expects to incur a one-time cost of approximately $5,000 as it changes 1 
1 literature, websites, forms and its electronic licensing system to align with the regulation. 1 

Beyond that initial cost, the regulation is not expected to impose any new costs on State 1 
i government. The regulation updates existing regulatory authority, and does not appreciably ] 

impact the resources, personnel, equipment needs or attendant costs associated with the | 
Department's food safety efforts. The Department might realize some small savings from being | 
able to more-efficiently direct its food safety inspection resources in accordance with the risk- | 
based inspection intervals established in the regulation (at proposed § 46.1141(c)). 1 

1 (17) In the table below, provide an estimate ofthe fiscal savings and costs associated with ] 
| implementation and compliance for the regulated community, local government, and state government 1 
1 for the current year and five subsequent years. 1 

I SAVINGS: 

I Regulated Community 

i Local Government 

1 State Government 

l Total Savings 

I COSTS: 

1 Regulated Community 

1 Local Government 

I State Government 

i Total Costs 

, REVENUE LOSSES: 

i Regulated Community 

i Local Government 

1 State Government 

i Total Revenue Losses 

Current FY 
Year 

$ 

0 

0 

0 

0 

0 

0 

$5,000 labor 
to change 
printed 
material, web 
sites, etc. 
$5,000 

0 

0 

0 

0 

FY+1 
Year 

$ 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

FY+2 
Year 

$ 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

FY+3 
Year 

$ 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

FY+4 
Year 

$ 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

FY+5 ! 
Year 

$ ' 

0 I 

o 1 
0 ' 

0 

0 

0 ' 

0 

0 

0 

0 

0 

0 



(17a) Provide the past three year expenditure history for programs affected by the regulation. 

Program FY-3 
2010-2011 

FY-2 
2011-2012 

FY-1 
2012-2013 

Current FY 
2013-2014 

Bureau of Food 

Safety 
1,835,780 1,894,250 1,954,245 2,074,250 

(18) Explain how the benefits ofthe regulation outweigh any cost and adverse effects. 

The benefits ofthe regulation will outweigh any costs. The expected benefits include: (a) 
uniform statewide and national regulations for retail food establishments and food 
establishments; (b) enhanced public health protection through adoption ofthe Model Food Code 
- which embodies the state-of-the-science with respect to food safety; and (c) more efficient use 
of inspection resources (those ofthe Department and those Counties and local governments that 
handle food safety inspections) by establishing risk-based licensing periods for retail food 
facilities. 

As explained in Answer Nos. 14-17 , above, there are not expected to be appreciable costs 
associated with the regulation (beyond a one-time cost of approximately $5,000 to the 
Department, as described in Answer No. 16). 

(19) Describe the communications with and input from the public and any advisory council/group in the 
development and drafting ofthe regulation. List the specific persons and/or groups who were involved. 

The Department engaged food industry trade associations on the changes wrought by Act 106 of 
2010, and circulated draft regulatory language. These trade associations included the 
Pennsylvania Restaurant Association, the Pennsylvania Convenience Store Council and the 
Pennsylvania Food Merchants Association. 

The Department also conducted a series of regional outreach meetings with local and county 
health authorities after Act 106 of 2010 became law, letting these entities know ofthe statutory 
changes and providing a general picture ofthe regulatory changes that would be forthcoming. 
These meetings included: the Northwest region (on 1/18/11), the North Central region (on 
1/11/11), the Northeast region (on 1/12/11), the Southwest region (on 1/13/11), the South Central 
region (on 1/14/11) the Harrisburg area (on 1/20/11), the Southeast region (on 1/21/11) and 
Delaware County (on 1/21/11). 

The Department also conducted a similar series of regional outreach meetings with County 
health authorities after Act 106 of 2010 became law. These meeting included: Philadelphia (on 
1/19/11), Montgomery & Bucks (on 1/25/11), Chester (on 2/9/11), Erie (on 2/11/11) and 
Allegheny (on 1/28/11). 

The Department also sent mass mailing notices regarding Act 106 of 2010 and its impacts to all 
retail food facilities, health departments, and municipal and borough associations. 



(20) Include a description of any alternative regulatory provisions which have been considered and 
rejected and a statement that the least burdensome acceptable alternative has been selected. 

The Department considered copying language directly from the current Model Food Code as the 
text ofthe regulation and revising it in response to subsequent revisions to the Model Food Code. 
Since the Model Food Code is revised every two years, the Department's food safety regulations 
would regularly lag behind the state-of-the-science Model Food Code standards as the 
Department sought to revise the text ofthe regulation through the process required by the 
Regulatory Review Act. The Department and local and county health organizations did not 
favor this idea and, instead, believe the better approach is to incorporate the standards ofthe 
current Model Food Code by reference as the food safety standards for this Commonwealth. In 
addition, changes to the Model Food Code are the product of a well-regarded collaborative 
process that allows for participation by food safety enforcement interests and the food industry. 

(21) Are there any provisions that are more stringent than federal standards? If yes, identify the specific 
provisions and the compelling Pennsylvania interest that demands stronger regulations. 

No. 

(22) How does this regulation compare with those of other states? How will this affect Pennsylvania's 
ability to compete with other states? 

The regulation is consistent with food safety regulations of surrounding states, as well as with all 
other States in the continental United States. All have adopted the Model Food Code, in whole 
or in part, as their regulatory food safety standards. 

The regulation should have no adverse impact on competition with other states. To the contrary, 
it should facilitate compliance by establishing greater inter-jurisdictional uniformity with respect 
to food safety standards. 

(23) Will the regulation affect any other regulations ofthe promulgating agency or other state agencies? 
If yes, explain and provide specific citations. 

No. Although the regulation relates to food safety, and food safety is considered by several other 
Commonwealth agencies such as the Department of Public Welfare (with respect to daycares and 
group homes), the Department of Health (with respect to hospitals and nursing homes) and the 
Department of Education (with respect to schools), the changes that will be wrought by the 
regulation are not expected to have an appreciable impact on any of these agencies. 

(24) Submit a statement of legal, accounting or consulting procedures and additional reporting, 
recordkeeping or other paperwork, including copies of forms or reports, which will be required for 
implementation ofthe regulation and an explanation of measures which have been taken to minimize 
these requirements. 



No additions recordkeeping or paperwork required. Inspection reports will remain the same, 
with some modification ofthe specific code citations on the report. Since retail food facility 
license intervals will vary based upon risk-based factors, the Department will need to modify 
electronic licensing system to provide for these various license terms. 

The cost to modify the Department's electronic licensing system to accommodate varying license 
intervals and the specific section numbers ofthe regulation were planned for when the 
Department designed the current electronic licensing system. This should help minimize these 
costs (which are included within the $5,000 figure provided in Answer No. 16, above). 

(25) Please list any special provisions which have been developed to meet the particular needs of 
affected groups or persons including, but not limited to, minorities, elderly, small businesses, and 
farmers. 

None. 

(26) Include a schedule for review ofthe regulation including: 

A. The date by which the agency must receive public comments: 

B. The date or dates on which public meetings or hearings 
will be held: 

C. The expected date of promulgation ofthe proposed 
regulation as a final-form regulation: 

D. The expected effective date ofthe final-form regulation: 

E. The date by which compliance with the final-form 
regulation will be required: 

F. The date by which required permits, licenses or other 
approvals must be obtained: 

September 10, 2012 

None are planned 

February 1,2014 

March 1,2014 

March 1,2014 

Varies 

(27) Provide the schedule for continual review ofthe regulation. 

The efficacy ofthe regulation will be considered on an ongoing basis. 
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FINAL RULEMAKING 

Title 7 - AGRICULTURE 
DEPARTMENT OF AGRICULTURE 

TIDE FOOD CODE 
[7 PA. CODE CH. 46] 

FOOD EMPLOYEE CERTIFICATION 
[7 PA.CODE CH. 76] 

The Department of Agriculture (Department) hereby amends the regulations at 7 Pa. 
Code Chapter 46 (relating to Food Code) and 7 Pa. Code Chapter 76 (relating to food 
employee certification), to read as set forth in Annex A. 

Statutory Authority 

The Retail Food FacUity Safety Act (3 Pa.C.S.A. §§ 5701 - 5714), the Food Safety Act 
(3 Pa.C.S.A. §§ 5721 - 5737), the Milk Sanitation Law (31 P.S. §§ 645 - 660e), Section 
1705(d) ofthe Administrative Code of 1929 (71 P.S. § 445(d)) and the Food Employee 
Certification Act (3 Pa.C.S.A. §§ 6501 - 6510) provide the legal authority for this 
regulation. 

The Retail Food Facility Safety Act charges the Department with responsibilities 
relating to the hcensure, inspection, cleanliness and sanitation of "retail food facilities" 
(such as restaurants) in the Commonwealth. This includes the responsibility to 
promulgate regulations necessary to implement that statute, and requires (at 3 Pa.C.S.A. § 
5707(a)) that - in promulgating these regulations - the Department "be guided by the 
most current edition ofthe Food Code, pubHshed by the United States Department of 
Health, Food and Drug Administration" (Model Food Code). The Retail Food Facility 
Safety Act also affords the Department the discretion to establish retail food facility 
hcense intervals of greater than one year, but requires that these hcense intervals be 
estabhshed by regulation and that the regulation use risk-based factors identified in the 
Model Food Code as a basis for determining the appropriate hcense interval. 

The Food Safety Act charges the Department with the responsibility to: (1) regulate, 
register and inspect "food estabhshments" in the Commonwealth (3 Pa.C.S.A. § 5734(a)); 
(2) promulgate regulations and food safety standards necessary to the proper enforcement 
ofthe food safety requirements set forth in that statute (3 PaC.S.A. § 5733(a)); and (3) 
construe the statute and its attendant regulations in a manner that is as consistent with 
Federal statutory and regulatory authority as practicable (3 PaC.S.A. § 5736). 

The Milk Sanitation Law requires that a person selling milk, milk products or 
manufactured dairy products have a Department-issued permit. It also charges the 



Department with responsibility to promulgate regulations necessary for the proper 
enforcement of that statute (31 P.S. § 660c). 

Section 1705(d) ofthe Administrative Code of 1929 requires the Department to 
establish regulatory standards necessary to enforce food safety laws. 

The Food Employee Certification Act requires that a retail food facility have at least 
one employee who holds a valid certificate evidencing successful completion of a 
Department-approved food safety training course (3 Pa.C.S.A. § 6504(a)), and 
authorizes the Department to promulgate regulations necessary for the proper 
enforcement of that statute (3 Pa.C.S.A. § 6505). 

Purpose ofthe Final-Form Regulation 

Act 106 of 2010 accomplished a significant overhaul of the food-related statutes 
administered and enforced by the Department. It repealed the Pubhc Eating or Drinking 
Places Law (35 P.S. §§ 655.1-655.13) and the Food Act (31 P.S. §§ 20.1-20.18), and 
supplanted these with the Retail Food Facility Safety Act and the Food Safety Act, 
respectively. It also made substantive changes to the Food Employee Certification Act. 
Although many ofthe provisions of these new or revised food-related statutes are similar 
to provisions ofthe statutes they replaced, there are also a number of changes that 
necessitate the regulatory revisions described in this document. 

The regulation: (1) adopts the terminology and implements the changes necessitated or 
authorized by Act 106 of 2010; (2) incorporates, to the extent practicable, the standards 
and requirements ofthe Model Food Code as the food safety standards and requirements 
for Pennsylvania; (3) establishes retail food facility hcense intervals of greater than one 
year, using risk-based factors identified in the Model Food Code as a basis for 
detennining the appropriate hcense interval; and (4) streamlines the substance ofthe 
Food Employee Certification regulations at 7 Pa. Code Chapter 76 and incorporates that 
into 7 Pa. Code Chapter 46 as described below. 

The Model Food Code is the product of a collaborative effort among the Department, 
the Food and Drug Administration, the Food Safety Inspection Service, the Centers for 
Disease Control, various state and local pubhc health and food control agencies, food 
industry representatives, academia and consumers. It represents the state-of-the-science 
with respect to food handling and food safety. It is adopted by reference in portions of 
the current regulation at 7 Pa. Code Chapter 46. The format, layout, section headings and 
subject matter of much of 7 Pa. Code Chapter 46 track with the Model Food Code. The 
Model Food Code is also a basis for food safety training courses nationwide. In addition, 
the Retail Food FacUity Safety Act specificaUy requires that the Department be guided 
by the Model Food Code in promulgating regulations (3 Pa.C.S.A § 5707(a)). Against 
this backdrop, the Department is satisfied that the regulated community is familiar with 
the Model Food Code and that the expansive adoption of Model Food Code standards and 
requirements in the regulation wUl not have an adverse impact on that regulated 
community. 



The regulation is driven by the substantial changes to underlying food-safety-related 
statutes accomplished by Act 106 of 2010. 

The regulation is also needed to reduce foodborne illness to the fiiUest extent possible. 
This pubhc health and safety objective is the primary reason for the regulation. 

The food safety standards set forth in the proposed regulation should also serve the 
regulated community by helping to lower the number of claims'and lawsuits related to 
foodborne illness. 

The provisions ofthe regulation that prescribe the appropriate hcense intervals for 
various types of retaU food facUities (based on risk-based factors identified in the Model 
Food Code) are needed in order for the Department and other hcensors of these facUities 
to make better use of limited manpower resources involved in accomphshdng inspections 
and processing hcense paperwork. 

Act 106 of 2010 also made significant revisions to the Food Employee Certification 
Act; and the regulation is needed in order to implement these changes. 

The Department is satisfied there are no reasonable alternatives to proceeding with the 
regulation. The Department is also satisfied the regulation meets the requirements of 
Executive Order No. 1996-1, "Regulatory Review and Promulgation." 

Comments and Responses 

A notice of proposed rulemaking was pubHshed at 42 Pennsylvania Bulletin 5218 
(August 11, 2012), affording the public, the Legislature and the Independent Regulatory 
Review Commission (IRRC) the opportunity to offer comments. 

Comments were received from IRRC, the Pennsylvania CathoHc Conference (PCC) and 
the Pennsylvania Association for Sustainable Agriculture (PASA). These comments and 
the Department's responses foUow: 

Comment 1: PASA reviewed proposed § 46.3 (relating to definitions) and raised a 
question regarding the definition of ''commingle." PASA observed that the definition 
refers to the commingling of sheUstock (raw, in-sheU oyster, clams, mussels and 
scaUops), and not the commingling of other foods. 

Response: The proposed rulemaking reflects that the term "commingle" is. 
proposed for deletion. The final-form, regulation deletes that defined term, and the 
term itself is not used elsewhere in the regulation. 

The Model Food Code defines "commingle" (at § 1-201.10, relating to statement 
of appUcability and Hsting of terms) only with respect to the commingling of 
shellstock and shucked shellfish. In the context ofthe Model Food Code, the term is 
only used with respect to these foods. The Department does not beheve there is a 



need to adopt a definition of this term that varies firom the Model Food Code's 
definition. 

Comment 2: PASA reviewed proposed § 463 and offered a revision to the 
definition ofthe phrase "foodborne disease outbreak." PASA suggested the word 
"case" be replaced with word "occurrence" in that definition, but acknowledged that 
the use ofthe word "occurrence" is not the typical language of epidemiological 
discipline. 

Response: The proposed rulemaking reflects that the term "foodborne disease 
outbreak" is proposed for deletion. The final-form regulation deletes that defined 
term and the single use of that phrase which appeared in the definition ofthe term 
"confirmed disease outbreak" in § 46.3. 

The Model Food Code (at § 1-201.10) defines "foodborne disease outbreak" and 
includes the same "occurrence of two or more cases" language the commentator 
references. The Department declines to vary from the Model Food Code on this 
definition, given that the language is clear and has not been the source of any known 
confusion in the many years it has been in effect. 

Comment 3: PASA reviewed proposed § 46.3 and noted that the definition ofthe 
term "food facUity55 exempts certain food estabhshments that do not: "... provide 
food to the consumer either directly or indirectly (such as through the home dehvery 
of groceries)." The commentator asked "how the Department might view a CSA 
(community shared agriculture) making dehveries to homes, markets or coUective 
drop off points." 

Response: The proposed rulemaking reflects that the term "food facUity" is 
proposed for deletion. The final-form regulation deletes that defined term. The 
only reference to home dehvery of groceries in the final-form regulation is in the 
definition of a "retaU food estabhshment." That definition is verbatim firom the 
RetaU Food FaciHty Safety Act (at 3 Pa.CS A. § 5702). 

The RetaU Food FaciHty Safety Act provides for the Hcensure of retaU food 
facUities. The determination of whether a particular faciHty is a retaU food facUity is 
a fact-driven determination. In the examples provided by the commentator, if a 
community-shared agriculture business has a market or coUective drop-off point, 
that market or drop-off point would fit within the definition of a retaU food facUity. 
If the market or drop-off point provides only raw agricultural commodities, it would 
be exempt (under 3 Pa.CS.A. § 5703(b)(2)(i)) firom having to acquire a retaU food 
facUity Hcense and pay the attendant Hcense fee, but would remain subject to 
inspection and would have to comply with aU other apphcable provisions ofthe 
RetaU Food FaciHty Safety Act. 

If a community-shared agriculture business has a home dehvery service, that 
sendee would not fit within the definition of a retaU food faciHty. 
If a community-shared agriculture business consists of a farm that makes dehveries 

to its customers or shareholders, those direct dehveries would not make the farm a 
retail food faciHty. If the farm has a retaU storefront firom which food for human 



consumption is sold, it would be a retaU food facUity. In addition, if a farm 
conducted on-farm food processing, it would likely be a "food estabhshment" 
subject to the registration requirements ofthe Food Safety Act. 

Comment 4: PASA asked that the final-form regulation clarify that rabbits 
(whether captive bred or wild) are considered game in Pennsylvania. PASA also 
asked that the Department "offer some clarity about the requirements for slaughter 
and market of such animals." 

Response: Although the final-form regulation does not specificaUy reference game 
animals or rabbits, the Model Food Code (at § 1-201.10, relating to statement of 
appHcation and Hsting of terms) defines "game animal" as including rabbits and (at § 3-
201.17, relating to game animals) presents the legal requirements for the slaughter and 
legal sale of these animals. These include a requirement that game animals that are 
commercially raised for food be slaughtered and processed under a USDA-administered 
or State-administered regulatory inspection program. 

Rabbit processors may choose to operate under a voluntary USDA-admini stered 
inspection program or be registered and inspected by PDA in accordance with the Food 
Safety Act. 

Comment 5: PASA reviewed the definition of "licensor" at proposed § 46.3, and asked 
whether the regulations wUl supersede: "... those ofthe county (and other) departments 
ofhealth." 

Response: The RetaU Food FacUity Safety Act (at 3 Pa.CS.A. § 5703(e)(2)) requires 
that rules and regulations adopted by a Hcensor other than the Department meet and not 
exceed the requirements of that statute and its attendant regulations. This means that 
although a Hcensor other than the Department may enforce its own standards, they may 
not exceed standards set forth in the RetaU Food FaciHty Safety Act or the final-form 
regulation. 

Comment 6: PASA noted the defined term "mobUe food faciHty" at proposed § 46.3 
and asked: 

Where does the definition of a mobUe food faciHty — particularly that part that 
states cart, basket, box or similar structure - leave a CSA and that "basket, box or 
simUar structure" in which the CSA person might dehver the food directly to the 
buyer and/or to a drop off location? 

Response: The proposed rulemaking reflects that the term "mobUe food faciHty" is 
proposed for deletion. The final-form regulation deletes that defined term. 

A dehvery truck or other conveyance or container used for dehvering food fiom a firm, 
retaU food faciHty or food estabUshment is not, itself, a mobUe retaU food faciHty. These 
vehicles or containers would be subject to the standards that are apphcable to the retaU 
food faciHty or food estabhshment from which the food originates. 



In general, a vehicle that is being used for food preparation and sale of food directly to 
consumers (such as a lunch truck) would be considered a retaU food faciHty or a food 
estabhshment and would be subject to the apphcable legal Hcensure/registration 
requirements. 

A basket, box or similar structure that is used by a community-shared agriculture 
business to deliver food to its customers or shareholders is not, itself, a mobUe food 
faciHty. 

Comment 7: PASA reviewed the defined term "person in charge" at proposed § 46.3 
and asked: 

What if there is an unannounced inspection? Is the most "senior" "responsible" 
person on site at that moment deemed the person in charge? Can the 
employee/owner ask that the inspector return at another time?.. 

Response: The Model Food Code requires (at § 2-101.11, relating to assignment) that 
the retaU food faciHty operator be the person in charge or that he/she designate a person 
in charge and ensure that a person in charge is present at aU hours of operation. 

Inspections of retaU food facUities and food estabhshments are (with few exceptions) 
unannounced. The inspecting entity does not designate who the person in charge is. It is 
the affirmative obligation of the licensee or operator ofthe faciHty to make this 
designation and to have a person in charge present at the estabhshment at aU hours of 
operation. 

The regulation requires that the person in charge aUow access to the retaU food faciHty 
and provide information and records to facihtate the inspection. This is tempered by the 
language in § 46.1101 (relating to access to retaU food facUities), which requires that this 
cooperation be provided "... during the retaU food faciHty's hours of operation and other 
reasonable times if the facUity is not open during normal business hours." 

In general, a refusal to aUow an inspection wrould constitute a violation of § 46.1101 
and would subject the faciHty to enforcement action such as a civU penalty, a criminal 
prosecution, an action for injunctive rehef or some other action. There might be specific 
circumstances (such as a medical emergency or death) that might justify a Hcensor in 
refraining from such enforcement actions, though. 

Comment 8: PASA offered comments with respect to the definition ofthe term "pubhc 
water system" at proposed § 46.3. The commentator sought: 

... clarification around such situations in which individuals or families might need 
to have water hauled in situations, be they temporary or permanent, where, for 
example, their water is not good because of other actions (contaminated weUs 
come to mind). 

Response: The proposed mlemaking reflects that the term "pubhc water system" is 
proposed for deletion, as are aU provisions that made use of that term. The regulatory 
standard at § 46.801 (relating to sources of drinking water) requires that water be from: 
(1) a pubhc water system; or (2) a nonpublic water system that meets the Department of 



Environmental Protection's (DEP's) regulatory standards for safe drinking water. 
Although the final-form regulation deletes this provision, it supplants it with §5-101.11 
(relating to approved system) ofthe Model Food Code, which imposes an identical 
requirement. In practice, the Department works with DEP on issues relating to the 
adequacy of water at retaU food facUities and - in particular - defers to that agency on 
questions relating to whether a nonpublic water source is in comphance with apphcable 
DEP regulatory safe water drinking standards. 

Comment 9: IRRC noted that the definition of "raw agricultural commodity" at 
proposed § 46.3 repeats the definition of that term from the Food Safety Act (at 3 
Pa.CS.A. § 5722) but adds the phrase "or as otherwise defined in Section 5722 ofthe 
Food Safety Act." IRRC asked the Department to either explain the reason why this 
phrase was included or delete it from the final-form regulation. 

Response: The Department has deleted the referenced phrase from the final-form 
regulation. 

Comment 10: PASA reviewed the defined term "ready-to-eat food" at proposed § 46.3 
and noted: 

... there is so much potential for odd interpretations here. One could read this 
with greens and such m mind - and, in some peoples' minds, the ... {definition of 
ccready-to-eat food}}) ... could make washed veggies ready to eat as opposed to 
having undergone the basics of field dressing. That potentiaUy opens up a whole 
bunch of interpretive options (like the difference between field processing 
including washing and those greens {and other products, be they vegetable or. 
meat/raw animal foods} that are actuaUy sold as ready to eat ). 
{Clarification added). 

Response: The proposed rulemaking reflects that the term "ready-to-eat food" is 
proposed for deletion. The only use of that term in the final-form regulation is at § 
46.4144(c)(3)(H) (relating to Hcense requirement). In context, the provision references a 
retail food faciHty that includes "ready-to-eat foods from a cafe, salad bar or hot food 
bar." The Department beheves that the context in which the term is used adds sufficient 
clarity. 

In addition, the Model Food Code provides a more detaUed definition ofthe term (at § 
1-201.10). 

The Department is satisfied it can differentiate among raw agricultural commodities, 
ready-to-eat foods and other types of foods. In general, if a raw fruit or vegetable is 
washed so that no further washing is needed before it is eaten by the consumer, it is a 
ready-to-eat food. An example of such a food might be bagged lettuce or bagged greens. 

A raw fruit or vegetable is not a ready-to-eat food if it is field-washed'and the consumer 
must wash the firuit or vegetable before eating it. An example of such a food might be a 
head of iceberg lettuce. 



ff a raw fruit or vegetable is processed by chopping, cutting or some similar treatment it 
is no longer a raw agricultural commodity, ff such a processed food is not to be washed 
by the consumer before eating, it is a ready-to-eat food. 

Comment 11: PASA reviewed proposed § 46.3 and offered several questions and 
comments relating to the definition ofthe term "sanitization." The comment is as 
foUows: 

Please clarify the need for the different types of operations to actuaUy do this 
testing in said operation. Consider in the response the situation in which 
individuals actuaUy need to test surfaces before and after cleaning (as opposed to 
using "the recommended cleaning and sanitizing procedures provided by, for 
example, the product label or another professional). 

Is the five log reduction in bacterial load predicated on the type (genus, species 
or serotype, for example) of organism? Is there any leeway in the log reduction 
based on the relative risk ofthe particular/specific organism? 

Is the department prepared to be more specific with respect to identifying those 
organisms which are defined below as "representative disease microorganisms of 
pubhc health importance? 

Response: The proposed rulemaking reflects that the term "sanitization" is 
proposed for deletion. The final-form regulation deletes that definition and any use 
of the term throughout the final-form regulation. 

The Model Food Code (at § 1-201.10) defines "sanitization" as it was defined in § 
46.3. That definition has long been the standard in the food industry and is weU 
known and widely accepted. Manufacturers of commerciaUy-avaUable sanitizers 
are aware of this long-standing sanitization definition, and sanitizing agents that are 
formulated for food safety apphcations are, when used in accordance with 
manufacturer's instructions, capable of cleaning food contact surfaces to meet the 
standard of sanitization. Chemical sanitizers are evaluated and approved by the 
United States Environmental Protection Agency for efficacy and - when so approved 
- meet the referenced standard of sanitization. 

The Department declines to prescribe different sanitization standards for different 
types of food production operations. Sanitized food contact surfaces help lower the 
risk of foodborne illness.. 

The Department's answer to each ofthe questions posed in the last two paragraphs 
- ofthe comment quoted above is "no." 

Comment 12: PASA reviewed proposed § 46.3 and asked for clarification with respect 
to the definition ofthe term "sewage." SpecificaUy, the commentator asked whether 
substances that are not currently considered "sewage" - such as spray wash off, wash 
water from floors and milk houses - wUl be deemed "sewage." 

Response: The proposed rulemaking reflects that the term "sewage" is proposed 
for deletion. The final-form regulation references the term at §§ 46.1121(b)(5) 
(relating to faciHty and operating plans) and 46.1144(5) (relating to conditions of 



retention: responsibihties ofthe retail food facUity operator). In context, these 
provisions require that a facUity's operating plan describe how it will dispose of 
sewage and that a facUity report a sewage backup or other unsanitary condition. 

The Model Food Code (at § 1-201.10) defines "sewage" in rather broad terms, as 
consisting of "Hquid waste containing animal or vegetable matter in suspension or 
solution" and as including "Hquids containing chemicals in solution." The 
substances referenced by the commentator are, under this broad definition, 
"sewage." 

Comment 13: PASA noted that the proposed regulation would rescind §§ 46.101 
(relating to designation of person in charge) through 46.153 (relating to animals), and 
asked: 

What wiU be put in the place of this material, in the sections labeled reserved? 
Once those blanks have been fiUed, wiU there be a second comment period? 

Response: No material wiU be put in the place of this material. There wiU be no 
second comment period, as that is not required under the Regulatory Review Act. 

The rescinded provisions comprise Subchapter B ofthe regulation. That subchapter, 
which is titled Management and Personnel, addressed topics relating to supervision, 
employee health, personal cleanliness and hygienic practices. These same subjects are 
addressed in Chapter 2 ofthe Model Food Code, which is also titled Management and 
Personnel and which also addresses supervision, employee health, personal cleanliness 
and hygienic practices. Proposed § 46.4 (relating to adoption of Model Food Code) 
effectively makes these Model Food Code standards those ofthe Department. As related 
in more detaU in the Response to Comment No. 30, though, the Department has revised 
the final-form regulation by incorporating the substance of proposed § 76.21 (relating to 
certification programs) into anew section - § 46.1201 (relating to Food Employee 
Certification Act comphance). 

Comment 14: IRRC reviewed proposed Subsection 46.212(a) (relating to food 
prepared in a private home) and noted that it establishes general requirements for food 
prepared in private homes that is used or offered for human consumption in a retaU food 
facUity. IRRC also noted that Paragraph (a)(3) of that provision requires an organization 
that uses this home-prepared food to inform the consumer that the food was prepared in 
an unlicensed and uninspected private home. IRRC recommended the Department 
specify what kind of notice is necessary to properly inform consumers that the food was 
prepared in an unlicensed and uninspected private home. 

Response: The Department has implemented IRRC's recommendation in the final-
form regulation. 

The new language that was proposed for Subsection 46.212(a) essentiahy restated 
statutory language from the RetaU Food FaciHty Safety Act (at 3 Pa.CS.A. § 5712). The 
Department has added language to the final-form regulation to require that consumers be 
informed through written means at the point of sale. This can be accomphshed by a 
menu, a menu board, a separate sign or through labeling of individual products. In 



addition, the final-form regulation provides examples of language that is adequate to 
meet the referenced statutory requirement. 

Comment 15: Both IRRC and the PCC expressed concern that proposed subsection 
46.212(b) might cause confusion among those who prepare food in their homes and seek 
to donate it to the various charitable organizations identified in Subsection (a). Both 
commentators offered essentiaUy the same solution, recommending that the final-form 
regulation include language to clarify that Subsection (b) relates to foods prepared in 
private homes "except as otherwise permitted under Subsection (a)," or explain why such 
clarification is not necessary. 

Response: The Department agrees with the commentators, and has added the 
recommended clarifying language in the final-form regulation. 

Comment 16: PASA noted that -the proposed regulation would rescind § § 46.218 
(relating to fish) through 46.1041 (relating to storage and display: separation of 
poisonous or toxic materials from food), and asked: 

What wUl be put in the place of this material, in the sections labeled reserved? 
Once those blanks have been fiUed, wiU there be a second comment period? 

Response: No material wUl be put in the place of this material. There wUl be no 
second comment period, as that is not required under the Regulatory Review Act. In 
summary, the subject matter ofthe rescinded provisions is addressed in the Model Food 
Code. 

The rescinded provisions include portions of Subchapter C ofthe regulation. That 
subchapter, which is titled Food, addressed topics that are essentiaUy the same as are 
addressed in Chapter 3 ofthe Model Food Code (which is also titled Food). Proposed § 
46.4 effectively makes these Model Food Code standards those of tiie Department. . 

The rescinded provisions include Subchapter D ofthe regulation. That subchapter, 
which is titled Equipment Utensils and Linens, addressed topics that are essentiaUy the 
same as are addressed in Chapter 4 ofthe Model Food Code (which is also titled 
Equipment, Utensils and Linens). Proposed § 46.4 effectively makes these Model Food 
Code standards those ofthe Department. 

The rescinded provisions include Subchapter E ofthe regulation. That subchapter, 
which is titled Water, Plumbing and Waste Water, addressed topics that are essentiaUy 
the same as are addressed in Chapter 5 ofthe Model Food Code (which is titled Water, 
Plumbing and Waste). Proposed § 46.4 effectively makes these Model Food Code 
standards those ofthe Department. 

The rescinded provisions include Subchapter F ofthe regulation. That subchapter, 
which is titled Physical Facilities, addressed topics that are essentiaUy the same as are 
addressed in Chapter 6 ofthe Model Food Code (which is also titled Physical Facilities). 
Proposed § 46.4 effectively makes these Model Food Code standards those ofthe 
Department. 

The rescinded provisions include Subchapter G ofthe regulation. That subchapter, 
which is titled Poisonous or Toxic Materials, addressed topics that are essentiaUy the 
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same as are addressed in Chapter 7 ofthe Model Food Code (which is also titled 
Poisonous or Toxic Materials). Proposed § 46.4 effectively makes these Model Food 
Code standards those ofthe Department. 

Comment 17: PASA reviewed proposed § 46.1101 (relating to access to retaU food 
facUities) and asked what the rights of a farm owner, business owner or employee are in 
the event a Hcensor conducts an unannounced inspection of a retaU food faciHty. 

Response: ff a business entity apphes for and obtains a retaU food facUity Hcense under 
the R.etaU Food FacUity Safety Act it has consented to the provisions of that statute that 
require and aUow inspection, sampling and analysis by the Hcensor. The RetaU Food 
FaciHty Safety Act requires an inspection before a Hcense is issued (at 3 PaCSA, § 
5703(e)(1)) and an inspection as a condition of Hcense renewal (at 3 Pa.CS.A. § 
5703(g)(1)). It also requires that an inspector present credentials and inspect "at 
reasonable times, within reasonable limits and in a reasonable manner" (at 3 PaCSA. § 
5704(a)). 

Proposed § 46.1101 essentiaHy restates the inspection language of the statute, and 
suggests that a retaU food faciHty's normal hours of operation are generaUy a reasonable 
time for inspections to be conducted. 

Section 46.1101 has been in place for many years, and the proposed changes to that 
provision are not substantive. The Department has apphed this provision consistently 
with respect to those retaU food faciUties it Hcenses. The Department believes Hcensees 
understand then obhgation to aUow inspections, and that the Department's inspection 
staff makes an effort to inspect at reasonable times. 

Comment 18: PASA reviewed proposed § 46.1103 (relating to variances), noted that 
certain portions of that section were not included in the proposed regulation as pubHshed 
(at 42 Pennsylvania Bulletin 5218, August 11, 2012), and asked that the Department 
"clarify and enhance the continuity" of that provision. 

Response: The missing material was deleted after the Department submitted the 
proposed regulation for publication. The Department does not propose any changes to 
this material. The entire current regulation can be viewed on-line, at: 
http://www.pacode.com/secureM^ The material that 
was not included under Subsection 46.1103(b) reads as foUows: 

(1) A statement ofthe proposed variance ofthe chapter requirement citing 
relevant chapter section numbers. 

(2) An analysis ofthe rationale for how the potential pubhc health hazards 
addressed by the relevant chapter sections wiU be alternatively addressed by the 
proposal. 

(3) An HACCP plan-if required as specified in § 46.1122(a)(1) (relatmg to 
HACCP plans)—that includes the information specified in § 46.1122(b) as it is 
relevant to the variance requested. 

The material that was not included under Subsection 46.1103(c) reads as foUows: 
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(1) Comply with the HACCP plans and procedures that are submitted as 
specified in § 46.1122(b) and approved as a basis for the modification or waiver. 

Comment 19: PASA asked several questions with respect to proposed § 46.1121 
(relating to faciHty and operating plans): 

What are the hnpHcations and responsibiUties for review of plans if the ownership 
is changing, for example, within a famUy unit? What are the hnpHcations and 
responsibiUties if the type/structure of ownership changes, for example, from a 
private holding to an LLC or other business model? 

Response: RetaU food faciHty Hcenses are location-specific and proprietor-specific, ff 
either of these changes, a new Hcense is required. Licenses arenot transferrable. 

ff the location of a Hcensed retaU food faciHty changes, the Hcensee (or Hcense 
appUcant) may file a new retaU food faciHty Hcense appHcation with the Department. 

ff the ownership of a Hcensed retaU food faciHty changes and there are no substantial 
changes to the physical layout ofthe faciHty, itself, a Hcense appHcation is required but 
the application review process is generaUy faster, since the Department does not need to 
conduct the same plan review it would conduct with respect to Hcensing a new or 
remodeled retail food faciHty. 

In practice, it is not uncommon for a Hcensee who is a sole proprietor to incorporate his 
or her business, or to estabhsh a partnership and bring in business partners, to transfer 
ownership to a family member or to seU the faciHty to a third party. Each of these events 
would trigger the need for a new Hcense. 

Comment 20: PASA asked the Department to clarify what proposed Paragraphs 
46.1121 (b)(2) through (b)(6) say. 

Response: The missing material was deleted after the Department submitted the 
proposed regulation for publication. The Department does not propose any changes to 
this material. The enthe current regulation can be viewed on-line, at: 
ht1p://www.pacode.comysecure/data/007/chapter46/chap46toc.html. The referenced 
material reads as foUows: 

(2) Anticipated volume of food to be stored, prepared and sold or served. 
(3) Proposed layout, mechanical schematics, construction materials and finish 

schedules. 
(4) Proposed equipment types, manufacturers, model numbers, locations, 

dimensions, performance capacities and instaUation specifications. 
(5) Source of water supply, means of sewage disposal and refuse disposal. 
(6) An HACCP plan, if required under § 46.1122 (relating to HACCP plans). 

Comment 21: PASA offered several comments with respect to proposed § 46.1122 
(relating to HACCP plans). InitiaUy, it presented the foUowing: 
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There are large sections quoted below in which the material is proposed 
rescinded. What wUl be put in the place of this material, in the sections labeled 
reserved? Once those blanks have been fiUed, wUl there be a second comment 
period? 

Response: The Department beheves the commentator is referring to the proposed 
replacement of several references to sections ofthe proposed regulation (that the 
Department proposes to delete) with references to the Model Food Code. To that extent, 
the blanks in this provision are fiUed with references to the Model Food Code. 

The Department's response to Comment No. 16, above, sets forth some general 
references to the subject matter addressed in the Model Food Code. 

There wiU not be a second comment period with respect to the proposed regulation, as 
that is not reqiured under the Regulatory Review Act. 

Comment 22: With respect to proposed § 46.1122, PASA also asked whether "any and 
aU situations require HACCP plans." 

Response: HACCP plans are not required in any and aU situations. HACCP plans are 
required if they are also required under Federal or State law or in order to obtain a 
variance as described in § 3-502.11 of the Model Food Code (relating to Variance 
requirement). That provision ofthe Model Food Code requires a variance in order for a 
food estabhshment to conduct any of a number of specialized processing methods. These 
specialized processing methods include smoking food, curing food, using food additives 
for certain purposes, packaging food using reduced oxygen packaging, operating a life-
support tank to display moUuscan shellfish, certain custom processing practices, 
sprouting seeds or beans, and more. 

Comment 23: With respect to proposed § 46.1122, PASA also offered that: "... for 
some educators, consultants and providers, the language ofthe discipline has changed/is 
changing from HACCP to Hazard Analysis Preventive Controls" and asked: "What is 
the longer term (and short term) imphcation/s of this change in nomenclature?" 

Response: The term "HACCP" or "Hazard Analysis Critical Control Point" is defined 
in § 1-201.10 ofthe Model Food Code and is used throughout that document. If there is 
ever a movement to change that terminology in the Model Food Code the Department 
would have ample notice and a chance to participate in the amendment process, and can 
consider whether the change to the Model Food Code warrants a change to the 
Department's regulation, as weU. 

The phrase "Hazard Analysis Preventive Controls" used by the commentator suggests 
that the phrase may have originated from separate FDA rules or proposed rules on 
".. .Hazard Analysis and Risk-Based Preventive Controls for Human Food..." These 
rules would apply to food manufacturing plants and distributing estabhshments, and 
would not be applicable to retaU foo d facUities. 

Comment 24: PASA reviewed proposed § 46.1124 (relating to preoperational 
inspection of construction) and asked whether the preoperational inspections described in 
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that provision are "in addition to the buUding permit/local inspections." The 
commentator also asked whether there are fees associated with these inspections. 

. Response: The referenced preoperational inspections are separate and distinct from any 
inspection that a local government unit might require as a condition of the issuance of a 
buUding permit or conduct under some other local authority. 

Where the Hcensor is the Department, there will be no fee for this type of inspection 
because the RetaU Food FaciHty Safety Act does not authorize such a fee. The provision 
at 3 PaC.S.A. § 5703(j) addresses the Department's authority to impose fees. 

Where the Hcensor is an entity other than the Department, that type of Hcensor has the 
authority to estabhsh its own fee schedule, and might estabhsh a fee schedule that 
imposes a fee for the type of preoperational inspection of construction described above. 

Comment 25: IRRC raised several concerns regarding the clarity of proposed 
Subsection 46.1141(c) (relating to Hcense requkement). It noted that proposed § 46.1141 
estabhshes the Hcense requkements necessary to operate as a retail food faciHty and that 
Subsection (c) estabhshes the intervals for Hcense expkation for various types of retaU 
food facUities. 

With respect to Subsection (c), IRRC notes the 24 month, 18 month, 12 month and 6 
month license intervals and asked the Department to explain how it determined that each 
of these timeframes represent the appropriate Hcense expkation date for a retaU food 
faciHty that meets these criteria. 

With respect to Subsection (c), IRRC noted that subparagraph (l)(Hi) provides that the 
intervals between Ucense expkations can increase should a retaU food faciHty 
demonstrate that it has achieved "active managerial control of foodborne illness risk 
factors ..." IRRC asked that the final-form regulation clarify what the Department 
considers appropriate "historical documentation" to validate that a retaU food faciHty has 
achieved this level of control. IRRC noted that this same terminology is used in 
Subparagraphs (c)(2)(ih), (c)(3)(Ui), and (c)(4)(iii). 

Response: With respect to IRRC's inquiry as to the origin ofthe various Ucense 
intervals and categories described in Subsection 46.1141(c) ofthe proposed regulation, 
the Department notes that the RetaU Food FaciHty Safety Act (at 3 Pa.CS.A. § 
5703(g)(1)) aUows the Department to estabhsh retaU food faciHty Hcense intervals using 
risk-based factors identified in the Model Food Code. 

The Department consulted Annex 5 (titled Conducting Risk-Based Inspections) ofthe 
Model Food Code in developing the risk-based Hcense intervals presented in proposed § 
46.114L That Annex contains a table identified as Annex 5, Table 1 (titled Risk 
Categorization of Food Establishments). That table estabhshes four separate risk 
categories for retaU food facUities. The proposed regulation essentiaUy incorporates each 
of these four risk categories and estabhshes a different (and risk-based) Ucense interval 
for each. The referenced table also recommends inspection frequency intervals of from 
one to four inspections each year, based upon the risk category involved. Although the 
Department does not have the resources to inspect on this frequent an inspection 
schedule, the proposed regulation uses the same inspection interval ratios presented in 
that table: namely, that those retaU food facUities that present the highest risk of 
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spreading foodborne illness should be inspected four times as often as those retaU food 
faciUties that present the lowest risk of spreading foodborne illness. 

Annex 5 ofthe Model Food Code also recommends the Voluntary National RetaU Food 
Regulatory Program ("VNRFRP") Standards estabhshed by the United States Food and 
Drug Administration as a source of additional recommendations with respect to 
estabhshing risk-based inspection programs for retaU food facUities. The VNRFRP 
Standards are part of a national initiative to promote appHcation of effective food safety 
strategies that are based on risk factors and to promote uniformity among retaU food 
faciUty regulatory programs. These standards were developed with input from federal, 
State and local regulatory officials, the food industry, food-related trade associations, 
academia and consumers, and provide common standards by which participating retaU 
food faciHty regulatory programs can assess thek programs. The Department has been a 
participating jurisdiction with respect to the VNRFRP Standards since 2004 and, as part 
of that participation, has completed a self-assessment of its retaU food faciHty regulatory 
program. 

The VNRFRP Standards consist of nine separate standards. Of these, Standard No. 3, 
titled Inspection Based on HACCP Principles, recommends that inspection frequency be 
based on the relative risk posed by a retaU food faciHty and recommends the 
estabhshment of at least three categories of retaU food facUities based on potential and 
inherent food safety risks. This aUows inspection staff to spend more time in those 
higher-risk estabhshments that pose the greatest potential of causing foodborne illness. 
Standard No. 3 also aUows regulatory jurisdictions to consider avaUable resources (such 
as personnel and funding) in estabhshing inspection frequencies. 

The Department considered its existing staffing levels and its experience in aUocating 
manpower to meet the current annual inspection requkement for retaU food facUities. 
Under the proposed regulation most retaU food facUities will continue to be subject to this 
yearly inspection requkement, but the Department's inspection resources can be better-
focused on those retaU food facUities that present the greatest risk of spreading foodborne 
illness. 

In summary, the categories of retaU food facUities described in proposed paragraphs 
46.1141(c)(1) - (4) are essentiaUy as recommended in Annex 5 ofthe Model Food Code 
and are consistent with the VNRFRP Standards. The license intervals estabhsh an 
inspection timetable that can be met with current Department and/or local Hcensor 
inspection staff and that dkects inspection resources toward those retaU food facUities 
that present the greatest risk of causing foodborne illness. 

With respect to the second portion of IRRC's comment the Department has revised the 
referenced provisions to make clear that the "historical documentation" that is necessary 
to demonstrate the active managerial control of foodborne illness risk factors justifying a 
longer Hcense interval shaU consist of: (1) at least three regular inspections at the 
estabhshed risk-based interval that reflect the retail food faciHty is "in compUance" 
overaU; (2) an absence of consumer complaints that prove vahd; and (3) an absence of 
reported foodborne illnesses associated with the faciHty. 

Comment 26: With respect to proposed § 46.1141, PASA asked for clarification of 
whether a farmers' market and aU individual farmers selling from that market must be 
Hcensed. PASA also adds: 
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• Here = as weU as in other portions of this (and other documents) - it seems 
appropriate and clear to substitute the phrase "comphant at a scale and risk 
appropriate level" rather than using the word "exemption." Please comment. 

Response: Proposed Subsection"46.1141(b) repeats the fuU range of ckcumstances 
under which a retaU food faciHty might be exempt from Hcensure under the RetaU Food 
FacUity Safety Act (at 3 Pa.CS A. § 5703(b)). 

A typical farmers' market is not a single "retaU food faciHty" in that it does not have a 
single proprietor that owns and operates aU ofthe retaU food facUities located in the 
market. It is usuaUy a centralized gathering of multiple retaU food facUities - each with 
its own proprietor (similar to a gathering of food vendors at a fak or other event). In this 
case each farmers' market stand is a discrete retaU food faciHty. Depending on the type 
of food operation conducted in the faciHty, the faciHty may-or-may-not be exempt from 
the Hcensure requkement imposed by the RetaU Food FaciHty Safety Act. This type of 
determination wiU be fact-driven. 

With respect to the commentator's suggestion that the regulation should reference that a 
faciUty is compUant "at a scale and risk appropriate level," the Department maintains it is 
appropriate to continue to use the terms "exempt" and "exemptions" in proposed § 
46.1141. The RetaU Food FaciHty Safety Act describes the ckcumstances under which a 
retafi food faciHty is "exempt" from the Hcense requkements (but not the inspection 
requkements) of that statute. These are set forth at 3 Pa.CS.A. § 5703(b), which 
describes them as exemptions. Although the RetaU Food FaciHty Safety Act affords a 
Hcensor some leeway to determine appropriate maximum Hcense intervals based upon. 
certain risk-based factors (see 3 Pa.CS.A. § 5703(g)(1)), it does not aUowthe scale of a 
retafi food faciHty's operation or the risk level posed by that faciHty to determine whether 
a faciHty is exempt from Hcensure. 

Comment 27: PASA reviewed proposed § 46.1143 (relating to issuance) and noted that 
certain portions of that section were not included in the proposed regulation as pubHshed 
(at 42 Pennsylvania Bulletin 5218, August 11, 2012), and asked that the Department 
"clarify and enhance the continuity" of that provision. 

PASA also asked for clarification ofthe need for a new Hcense when there is a change 
in ownership ofthe Hcense retaU food facUity. PASA specificaUy asked that the response 
include consideration of such events as "changes within the family, changes in business 
structure and category." 

Response: The missing material was deleted after the Department submitted the 
proposed regulation for publication. The Department does not propose any changes to 
this material. The entke current regulation can be viewed on-line, at: 
http://www.pacode.com/secure/data/007/chapter46/chap46toc.htM The material that 
was not included under Subsection 46.1143(a) reads as foUows: 

(1) The requked plans, specifications and information are reviewed and 
approved. 
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(2) A preoperational inspection, as described in § 46.1124 (relating to 
preoperational inspection of construction) shows that the faciHty is buUt or 
remodeled in accordance with the approved plans and specifications and that the 
faciHty is in compUance with this chapter. 

(3) A properly completed appHcation is submitted. 
(4) The requked fee is submitted. 

With respect to the commentator's request for clarification ofthe ckcumstances 
under which a new Hcense would be requked, the Department's response to 
Comment No. 19, above, is responsive. 

Comment 28: IRRC noted that proposed § 46.1144(4) (relating to conditions of 
retention: responsibilities ofthe retail food faciHty operator) references a specific 
subpart ofthe Model Food Code, but that other provisions in the proposed 
regulation contain more general references to the Model Food Code. IRRC 
referenced proposed §§ 46.3, 46.1121(b)(1), 46.1122, 46.1122(a)(2), 46.1141(c) and 
46.1141(c)(Ui) as examples. IRRC recommends that the final-form regulation 
include specific cross-references to the Model Food Code, or that the Department 
explain why such references are not appropriate. 

Response: IRRC s recommendation has been implemented in the final-form regulation. 
Throughout the final-form regulation the Department has - where appropriate -

changed general references to the Model Food Code to specific references to the 
appUcable subpart ofthe Model Food Code. SpecificaUy, the sections ofthe final-form 
regulation that have been revised, and the references to the appropriate subparts ofthe 
Model Food Code, are as foUows: 

Section New Model Food Code Reference 

46.3 Subpart 1-201 (titled Applicability and Terms Defined) 
46.1121(b)(1) Subpart 3-603 (titled Consumer Advisory) 
46.1122(a)(1)(H) Subpart 8-201 (titled Facility and Operating Plans) 
46.1122(a)(2) Subpart 3-502 (titled Specialized Processing Methods) 
46.1141(c) Subpart 8-401 (titled Frequency) and Annex 5 (titled 

Conducting Risk-Based Inspections) 
46.1122(c)(l)(Ui) Subpart 8-401 (titled Frequency) 

Although the basic subject matter of a subpart ofthe Model Food Code does not 
change, individual sections or subsections are occasionaUy revised by.the United States 
Food and Drug Administration. For this reason the final-form regulation does not 
reference exact sections ofthe Model Food Code but, instead, the subpart in which that 
section is located. 

Comment 29: With respect to proposed § 76.20 (relating to definitions), IRRC 
recommended that: (1) the phrase "unless otherwise defined in Chapter 46 (relating to 
food code)" be deleted; and (2) the definition ofthe term "Department" in that section 
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"include the same language pertaining to the Model Food Code as that contained in 
Section 46.3." 

Response: The Department agrees with the commentator and has made the 
recommended changes in the final-form regulation, or has revised the final-form 
regulation to effectively accompHsh IRRC's recommendations. As explained in response 
to Comment No. 30, below, these changes appear in § 46.1201 (relating to Food 
Employee Certification Act compUance). 

Comment 30: PASA noted that the proposed regulation would rescind §§ 76,1 (relating 
to comphance) through 76.19 (relating to civU penalties), and asked: 

What wiU be put in the place of this material, in the sections labeled reserved? 
Once those blanks have been fiUed, wiU there be a second comment period? 
Please explain why the collection of these "odd definitions" are presented in this 
portion ofthe document rather than in the prodromal section with the remainder 
ofthe definitions. 

Response: No material wiU be put in the place ofthe rescinded material. There wiU be 
no second comment period, as that is not requked under the Regulatory Review Act. 

The Food Employee Certification Act is the underlying statutory authority for Chapter 
76 (relating to food employee certification). Act 106 of 2010 accomphshed a significant 
arid substantive revision of that statute, and had the effect of simplifying and streamlining 
the process by which a retaU food faciHty shaU have at least one employee who holds a 
current certificate evidencing successful completion of an accredited food safety training 
course. Much ofthe statute is self-executing, without the need for detaUed supporting 
regulations. The proposed regulation does nothing more than implement the changes to 
the Food Employee Certification Act wrought by Act 106 of 2010. 

"With respect to the comment regarding the placement of proposed § 76.20 (relating to 
definitions) as a separate section, the Department agrees that the requkements ofthe 
Food Employee Certification Act are so intertwined with the subject matter of Chapter 46 
relating to food code) that the regulation wiU be more user-friendly if the substance of 
proposed Chapter 76 is incorporated into Chapter 46. The Department has revised the 
final-form regulation by: (1) incorporating the relevant definitions that appeared in 
proposed § 76.20 into § 46.3; and (2) incorporating the substance of proposed § 76.21 
(relating to certification programs) into a new section - § 46.1201 (relating to Food 
Employee Certification Act comphance). 

Affected Individuals and Organizations 

The final-form regulation wiU impact upon the pubhc by reducing the number of 
foodborne illness outbreaks originating from retaU food facUities and food 
estabhshments. 

RetaU food facUities and food estabhshments would also be affected by the regulation. 
Fewer foodborne illness incidents wiU benefit owners/operators/employees of these 

18 



businesses, who wiU be spared some costs associated with lawsuits, compensation or 
business disruption relating to foodborne illness. Also, since the final-form regulation 
would bring Pennsylvania's food safety standards into greater ahgnment with the Model 
Food Code, and the Model Food Code is the basis for food safety standards in aU ofthe 
continental United States, there may be some savings associated with operating in a 
regulatory envkonment where there is a greater degree of consistency and uniformity in 
regulatory food safety standards. 

Fiscal Impact 

Commonwealth: Aside from an initial expected outlay of approximately $5,000 to 
revise Hterature, websites, forms and its electronic Hcensing system, the regulation wUl 
impose no costs and have no fiscal impact on the Commonwealth. The Department 
currently.registers and inspects food estabhshments under the Food Safety Act and 
Hcenses and inspects retaU food faciUties under the RetaU Food FaciHty Safety Act. The 
proposed regulation would not appreciable expand or alter the Department's role in 
administering and enforcing these underlying statutes. 

Political Subdivisions: The regulation wiU impose no costs and have no fiscal impact 
upon political subdivisions. Although a local government unit may act as the "Hcensor" 
of retaU food facUities within its borders, the regulation wiU not impose any requkement 
on a local government unit Hcensor that is not imposed by one or more ofthe underlying 
statutes. 

Private Sector: The regulation is not expected to impose costs on the private sector. 
Owners of restaurants, food processing operations, other retaU food facUities and other 
food estabhshments are akeady familiar with the food safety standards and procedures 
prescribed under the Model Food Code. The current regulation at 7 Pa. Code Chapter 46 
embodies many ofthe provisions ofthe Model Food Code; and the Model Food Code is 
the basis for much ofthe food-safety-related training that is avaUable to these persons and 
that has been obtained for purposes of comphance with the Food Employee Certification 
Act. 

General Public: The regulation will enhance pubhc health and safety. It is expected to 
reduce the number of cases of foodborne illness attributable to food originating from food 
faciUties in the Commonwealth. This should result in some indeterminate cost savings to 
the general pubhc. 

Paperwork Requirements 

The final-form regulation is not likely to appreciably impact upon the paperwork 
generated by the Department or other retaU food faciHty Hcensors, or upon retaU food 
faciUties or food estabhshments. 

Effective Date 
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The final-form regulation wUl be effective one month foUowing the date of pubhcation 
in the Pennsylvania Bulletin. 

Contact Person 

Individuals who need information about the final-form regulation should contact the 
Pennsylvania Department of Agriculture, Bureau of Food Safety and Laboratory 
Services, 2301 North Cameron Street, Harrisburg, PA 17110-9408, Attention: Sheri 
Morris. 

Regulatory Review 

Under section 5(a) ofthe Regulatory Review Act (71 P. S. § 745.5(a)), on August 1, 
2012, the Department submitted a copy ofthe notice of proposed rulemaking, pubHshed 
at 42 Pa.B. 5218, to the IRRC and the Chairpersons ofthe House and Senate Standing 
Committees on Agriculture and Rural Affaks for review and comment. 

Under section 5(c) ofthe Regulatory Review Act, the Department provided IRRC and 
the referenced Committees with copies of aU comments received during the pubhc 
comment period. 

Under section 5.1Q.2) ofthe Regulatory Review Act (71 P. S. § 745.5a(j.2))3 on 
, 2010, the final-form regulation was approved by the 

House Committee and on __, 2010, the final-form regulation was 
approved by the Senate Committee. Under section 5.1(g) ofthe 

Regulatory Review Act, the final-form regulation was approved by IRRC on November 
6, 2008. 

Findings 

The Department finds that: 
(1) Pubhc notice of intention to adopt this final-form regulation has been given under 

sections 201 and 202 ofthe act of July 31,1968 (P. L. 769, No. 240) (45 P. S. §§ 1201 
and 1202) and the regulations thereunder, 1 Pa. Code §§ 7.1 and 7.2. 

(2) A pubUc comment period was provided as requked by law; and aH comments that 
were received were considered. 

(3) The modifications that were made to this regulation in response to comments 
received do not enlarge the purpose ofthe proposed regulation pubHshed at 42 
Pennsylvania Bulletin 5218 (August 11, 2012). 

(4) The adoption ofthe final-form regulation in the manner provided in this order is 
necessary and appropriate for the administration ofthe authorizing statute. 

Order 

The Department, acting under the authorizing statute, orders the foUowing: 
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(1) The current regulations ofthe Department of Agriculture at 7 Pa. Code Chapter 46 
(relating to Food Code) and 7 Pa. Code Chapter 76 (relating to food employee 
certification) are hereby amended to read as set forth in Annex "A." 

(2) The Secretary of Agriculture shaU submit this order, 42 Pa.B. 5218 and Annex "A" 
to the Office of General Counsel and the Office of Attorney General for approval as 
requked by law. 

(3) The Secretary of Agriculture shaU certify and deposit this order, 42 Pa.B. 5218 and 
Annex "A" with the Legislative Reference Bureau as requked by law. 

(4) This order shaU take effect upon pubhcation in the Pennsylvania Bulletin. 

GEORGE D. GREIG, Secretary 
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Annex A 

TITLE 7. AGRICULTURE. 

PART HI. BUREAU OF FOOD SAFETY AND LABORATORY SERVICES 

Subpart A. SOLD) FOODS 

CHAPTER 46. FOOD CODE 

Subchapter A. PURPOSE fAND]; DEFINITIONS; ADOPTION OF MODEL 
FOOD CODE 

§46.2. Scope. 

This chapter estabhshes definitions; sets standards for management and personnel, food 

operations and equipment and facUities; and provides for retaU food faciHty plan review, 

Hcensing, [registration,] inspection and employee restriction. 

§ 46.3. Definitions. 

The foUowing words and terms, when used in this chapter, have the foUowing 

meanings, unless the context clearly indicates otherwise: 

[Additive—A food additive or a color additive. 

Adulterated—Food with respect to which one or more ofthe foUowing is accurate: 

(i) The food bears or contains any poisonous or deleterious substance, which 

may render it injurious to health. However, if the substance is not an added 

substance, the food wiU not be considered adulterated if the quantity ofthe 

substance in the food does not ordinarily render it injurious to health. 



(U) The food bears or contains any added poisonous or added deleterious 

substance, which is unsafe within the meaning of section 11 ofthe Food Act (31 

P. S. § 20.11). This subparagraph does not apply to a pesticide chemical in or on a 

raw agricultural commodity, a food additive or a color additive. 

(iii) The food is a raw agricultural commodity and bears or contains a pesticide 

chemical which is unsafe within the meaning of section 11 ofthe Food Act, 

except that, when a pesticide chemical has been used in or on a raw agricultural 

commodity with an exception granted or tolerance prescribed under section 11 of 

the Food Act or under any ofthe Federal acts and the raw agricultural commodity 

has been subjected to processing such as canning, cooking, freezing, dehydrating 

or millings the residue ofthe pesticide remaining in or on the processed food wiU, 

notwithstanding section 11 ofthe Food Act and this subparagraph, not be deemed 

unsafe if the residue in or on the raw agricultural commodity has been removed to 

the extent possible in good manufacturing practice and the concentration of the 

residue in the processed food when ready to eat is not greater than the tolerance 

prescribed for the raw agricultural commodity. 

(iv) The food bears or contains any food additive, which is unsafe within the 

meaning of section 11 ofthe Food Act or any ofthe Federal acts. 

(v) The food consists in whole or in part of any diseased, contaminated, filthy, 

putrid or decomposed substance or is otherwise unfit for food. 

(vi) The food has been produced, prepared, packed or held under unsanitary 

conditions so that it may have become contaminated with filth or may have been 

rendered diseased, unwholesome or injurious to health. 



(vii) The food is, in whole or part, the product of a diseased animal or of an 

animal which has died otherwise than by slaughter. 

(vni) The food is in a container composed, in whole or part, of any poisonous 

or deleterious substance which may render the contents injurious to health, unless 

the container is fabricated or manufactured with good manufacturing practices as 

that standard is defined and delineated by any ofthe Federal acts and thek 

regulations. 

(ix) The food has been intentionaUy subjected to radiation, unless the use of the 

radiation was in conformity with a regulation or exemption under section 11 of 

the Food Act or under one of the Federal acts. 

(x) The food has had any valuable constituent, in whole or part, omitted or 

abstracted therefrom. 

(xi) The food has had any substance substituted whoUy or in part. 

(xii) Damage or inferiority ofthe food is concealed in any manner. 

(xni) A substance has been added to the food and it is mixed or packed so as to 

increase its bulk or weight or reduce its quahty or strength or make it appear 

better or of greater value than it is. 

(xiv) The food bears or contains any color additive which is unsafe within the 

meaning of section 11 ofthe Food Act, or under one ofthe Federal acts. 

(xv) The food bears or contains eggs processed by or egg products derived from 

a manufacturing, processing or preparing method wherein whole eggs are broken 

using a centrifuge-type ejgg breaking machine that separates the egg's liquid 

interior from the sheU. 



Approved—Acceptable to the Department based on a determination of conformity with 

principles, practices and generaUy recognized standards proven to be scientificaUy sound 

that protect pubhc health.] 

Bed and breakfast homestead or inn—A private residence which contains ten or fewer 

bedrooms-used for providing overnight accommodations to the pubhc, and in which 

breakfast is the only meal served and is included in the charge for the room. 

[Beverage—A Hquid for drinking, including water. 

Bottled drinking water—Water that is sealed in bottles, packages or other containers 

and offered for sale for human consumption. The term includes bottled mineral water. 

CFR-The most-recently pubHshed edition or revision ofthe Code of Federal 

Regulations, a compUation ofthe general and permanent rules pubHshed in the Federal 

Register by the executive departments and agencies ofthe Federal government. 

CIP—Cleaned in place— 

(i) Cleaned in place by the ckculation or flowing by mechanical means 

through a piping system of a detergent solution, water rinse and sanitizing 

solution onto or over equipment surfaces that requke cleaning, such as the method 

used, in part, to clean and sanitize a frozen dessert machine. 

(U) The term does not include the cleaning of equipment such as band saws, 

sheers or mixers that are subjected to in-place manual cleaning without the use of 

a CEP system. 

Casing—A tubular container for sausage products made of either natural or artificial 

(synthetic) material. 



Certification number—A unique combination of letters and numbers assigned by the 

Department or other shellfish control authority having jurisdiction to a moUuscan 

shellfish dealer according to the provisions ofthe National Shellfish Sanitation Program. 

Color additive—A material which is a dye, pigment or other substance made by a 

process of synthesis or similar artifice or extracted, isolated or otherwise derived, with or 

without intermediate or final change of identity, from a vegetable, animal, mineral or 

other source and when added or applied to a food is capable, alone or through reaction 

with other substances, of imparting color thereto. 

(i) The term includes black, white and intermediate grays, 

(ii) The term does not include materials, which the Secretary, by regulation, 

determines are used, or are intended to be used, solely for a purpose other than 

coloring. 

(Ui) The term does not include any pesticide chemical, soU or plant nutrient or 

other agricultural chemical solely because of its effect in aiding, retarding or 

otherwise affecting, dkectly or indkectly, the growth or otherwise natural 

physiological process of produce ofthe soU and thereby affecting its color, 

whether before or after harvest. 

Commingle—To combine sheUstock harvested on different days or from different 

growing areas as identified on the tag or label or to combine shucked shellfish from 

containers with different container codes or different shucking dates. 

Comminuted—A food that is reduced in size by methods including chopping, flaking, 

grinding or mincing. The term includes fish or meat products that are reduced in size and 

restructured or reformulated such as gefilte fish, gyros, ground beef and sausage; and a 



mixture of two or more types of meat that have been reduced in size and combined, such 

as sausages made from two or more meats.] 

CONFERENCE FOR FOOD PROTECTION—AN INDEPENDENT, NATIONAL 

VOLUNTARY NONPROFIT ORGANIZATION TO PROMOTE FOOD SAFETY AND 

CONSUMER PROTECTION. PARTICIPANTS IN THIS ORGANIZATION INCLUDE-

FEDERAL, STATE AND LOCAL REGULATORY AGENCIES, UNIVERSITIES, TEST 

PROVIDERS, CERTIFYING ORGANIZATIONS, CONSUMER GROUPS, FOOD 

SERVICE AND RETAIL STORE TRADE ASSOCIATIONS, AND RETAIL FOOD 

FACILITY OPERATORS. THE OBJECTIVES OF THE ORGANIZATION INCLUDE 

IDENTIFYING AND ADDRESSING FOOD SAFETY PROBLEMS AND 

PROMOTING UNIFORMITY OF REGULATIONS IN FOOD PROTECTION. 

[Confirmed disease outbreak—A foodborne disease outbreak in which laboratory 

analysis of appropriate specimens identifies a causative agent and epidemiological 

analysis implicates the food as the source ofthe illness. 

Consumer—A person, who is a member ofthe pubUc, takes possession of food, is not 

functioning in the capacity of an operator of a food faciUty or food processing plant, and 

does not offer the food for resale. 

Controlled atmosphere packaging—A type of reduced oxygen packaging in which the 

atmosphere of a package of food is modified so that until the package is opened, its 

composition is different from ak, and continuous control is maintained, such as by using 

oxygen scavengers or a combination of total replacement of oxygen, nonrespiring food 

and impermeable packaging material. 



Corrosion-resistant material—A material that maintains acceptable surface cleanabihty 

characteristics under prolonged influence ofthe food to be contacted, the normal use of 

cleaning compounds and sanitizing solutions and other conditions ofthe use 

envkonment. 

Critical control point—A point or procedure in a specific food system where loss of 

control may result in an unacceptable health risk. 

Critical limit—The maximum or minimum value to which a physical, biological or 

chemical parameter must be controUed at a critical control point to minimize the risk that 

the identified food safety hazard may occur.] 

Department--The Department of Agriculture ofthe Commonwealth. The term is 

synonymous with the term "regulatory authority" in SUBPART 1-201 OF the Model 

Food Code (RELATING TO APPLICABILITY AND TERMS DEFINED), 

Drinking water, potable water or water—Safe drinking water as defined in the 

Pennsylvania Safe Drinking Water Act (35 P. S. §§ 721.1-721.17). The term does not 

include water such as boUer water, mop water, rainwater, wastewater and "nondrinking" 

water. 

[Dry storage area—-A room or area designated for the storage of packaged or 

containerized bulk food that is not potentiaUy hazardous and dry goods such as single 

service items. 

EPA—The United States Envkonmental Protection Agency. 

Easily cleanable— 

(i) A characteristic of a surface that: 

(A) AUows effective removal of soU by normal cleaning methods. 



(B) Is dependent on the material, design, construction and instaUation of 

the surface. 

(C) Varies with the likelihood ofthe surface's role in introducing • 

pathogenic or toxigenic agents or other contaminants into food based on 

the surface's approved placement purpose and use. 

(U) The term includes a tiered appHcation ofthe criteria that qualify the surface 

as easUy cleanable as specified in subparagraph (i) to different situations in which 

varying degrees of cleanabUity are requked, such as one ofthe foUowing: 

(A) The appropriateness of stainless steel for a food preparation surface 

as opposed to the lack of need for stainless steel to be used for floors or for 

tables used for consumer dining. 

(B) The need for a different degree of cleanabUity for a utiHtarian 

attachment or accessory in the kitchen as opposed to a decorative 

attachment or accessory in the consumer dining area. 

Easily movable A unit of equipment that is both ofthe foUowing: 

(i) Portable; mounted on casters, ghders or roUers; or provided with a 

mechanical means to safely tilt the unit of equipment for cleaning. 

(U) Has no utihty connection, a utiUty connection that disconnects quickly or a 

flexible utihty connection line of sufficient length to aUow the equipment to be 

moved for cleaning ofthe equipment and adjacent area. 

Egg—The sheU egg ofthe domesticated chicken, turkey, duck, goose or guinea.] 

Employee--The Hcense [or registration] holder, person in charge, person having 

supervisory or management duties, person on the payroU, famUy member, volunteer, 



person performing work under contractual agreement or other person working in a retaU 

food faciHty. 

[Equipment— 

(i) An article that is used in the operation of a food faciHty such as a freezer, 

grinder, hood, ice maker, meat block, mixer, oven, reach-in refrigerator, scale, 

sink, sheer, stove, table, temperature measuring device for ambient ak, vending 

machine or warewashing machine. 

(U) The term does not include items used for handling or storing large quantities 

of packaged foods that are received from a suppher in a cased or overwrapped lot, 

such as hand trucks, forklifts, doUies, paUets, racks and skids. 

Exclude—To prevent a person from working as a food employee or entering a food 

faciUty except for those areas open to the general pubhc] 

FDA—The United States Food and Drug Administration. 

[Federal acts-Tho Wholesome Meat Act (21 U.S.C.A. §§ 601-641), the Federal Food, 

Drug and Cosmetic Act (21 U.S.C. §§ 301-399), the Poultry Products Inspection Act (21 

U.S.CA. §§ 451-471), the Fak Packaging and Labeling Act (15 U.S.C.A.- §§ 1451-

1461), the Federal Insecticide, Fungicide, and Rodenticide Act (7 U.S.CA. § 136~136y) 

and the Nutrition Labeling and Education Act of 1990 (21 U.S.CA. § 343-1). 

Fish—The term includes: 

(i) Fresh or saltwater finfish, crustaceans, aU moUusks and other forms of 

aquatic life (including alUgator, frog, aquatic turtle, jeUyfish, sea cucumber, and 

sea urchin and the roe of those animals), other than bkds or mammals, if the 

animal life is intended for human consumption. 



(U) The term includes an edible human food product derived in whole or in part 

from fish, including fish that have been processed in any manner.] 

Food—An article used for food or drink by humans, including chewing gum and articles 

used for components of any article. The term does not include medicines and drags. 

[FoodAct-The Food Act (31 P. S. §§ 20.1-20.18). 

Food additive— 

(i) A substance, the intended use of which results or may reasonably be 

expected to result, dkectly or indkectly, in its becoming a component or 

otherwise affecting the characteristics of any food, with respect to which one or 

more ofthe foUowing is correct:. 

(A) The substance is not generaUy recognized, among experts qualified 

by scientific training and experience to evaluate its safety, as having been 

adequately shown through scientific procedures to be safe under the 

conditions of its intended use. 

(B) The substance has been used in food prior to January 1,1958, and is 

not generaUy recognized, among experts qualified by scientific training 

and experience to evaluate its safety, as having been adequately shown 

through scientific procedures or experience based on common use in food, 

to be safe under the conditions of its intended use. 

(U) The term does not include the foUowing: 

(A) A pesticide chemical in or on a raw agricultural commodity. 
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(B) A. pesticide chemical to the extent that it is intended for use or is 

used in the production, storage or transportation of any raw agricultural 

commodity. 

(C) A color additive. 

(D) A substance used in accordance with a sanction or approval granted 

prior to the enactment of this subparagraph under a statute repealed by the 

Food Act, under the Poultry Products Inspection Act or under the 

Wholesome Meat Act. 

(E) A new animal drug. 

Foodborne disease outbreak—The occurrence of two or more cases of a similar illness 

after ingestion of a common food. 

Food-contact surface—One of the foUowing: 

(i) A surface of equipment or a utensU with which food normaUy comes into 

contact. 

(U) A surface of equipment or a utensU from which food may drain, drip or 

splash into a food, or onto a surface normaUy in contact with food. 

Food employee—An individual working with unpackaged food, food equipment or 

utensUs, or food-contact surfaces.] 

FOOD EMPLOYEE CERTIFICATION ACT - THE FOOD EMPLOYEE 

CERTIFICATION ACT (3 PA.C.S. §§ 6501 - 6510). 

Food establishment— 

. (i) A [retaU food store and a] room, buUding or place or portion thereof or 

vehicle maintained, used or operated for the purpose of commerciaUy storing, 
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packaging, making, cooking, mixing, processing, bottling, baking, canning, 

freezing, packing or otherwise.preparing or transporting or handling food. 

(U) The term [includes those portions of pubhc eating and drinking Hcensees 

which offer food for sale for off-premises consumption, except] excludes retaU 

food facUities, retaU food estabhshments, pubUc eating and drinking places and 

those portions of estabhshments operating exclusively under milk or milk 

products permits. 

(Hi) The term is synonymous with the term "food processing plant" in 

SUBPART 1-201 OF the Model Food Code. 

[Foodfacility—A pubhc eating or drinking place or a retaU food estabhshment. The 

term does not include the foUowing: 

(i) A food service faciHty provided by or at an organized camp or campground. 

(U) A food service faciHty provided by or at a school. 

(Hi) A food service faciHty at an institution such as a nursing home or hospital. 

(iv) Any other food service faciHty that is not a pubhc eating or drinking place. 

(v) Food processing plants, warehousing estabhshments and other food 

estabhshments that comply with the foUowing: 

(A) Are not retaU food estabhshments. 

(B) Do not provide food to the consumer either dkectly or indkectly 

(such as through the home dehvery of groceries). 

(C) Apphcable Federal regulations. 

Foodfacility operator-The entity that is legaUy responsible for the operation ofthe 

food faciHty, such as the owner, owner's agent or other person. 



Food facility premises--The food facUity, its contents and the contiguous land or 

property under the control ofthe food faciHty operator, ff a food faciHty is a component 

of a larger operation, such as a hotel, motel, shopping maU or pubhc campground, and 

that larger operation is also under the control ofthe food faciHty operator, that larger 

operation is part of die food faciUty premises to the extent it may impact the food facUity, 

its personnel or its operations. 

Food processing plant—A commercial operation that manufactures, packages, labels or 

stores food for human consumption and does not provide food dkectly to a consumer. 

The term does not include a food faciHty.] 

Food Safety Act—The Food Safety Act (3 Pa.CS. §§ 5721 - 5737). 

[Game animal— 

(i) An animal, the products of which are food, that is not classified as any ofthe 

foUowing: 

(A) Fish, as that term is defined in this chapter. 

(B) Cattle, sheep, swine, goat, horse, mule or other equine, as those 

terms are used in 9 CFR Chapter IU, Subchapter A (relating to agency 

organization and terminology; mandatory meat and poultry products 

inspection and voluntary inspection and certification). 

(C) Poultry, as that term is used in 9 CFR Chapter IU, Subchapter A. 

(D) Ratites, such as ostriches, emus or rheas. 

(U) The term includes mammals such as reindeer, elk, deer, antelope, water 

buffalo, bison, rabbit, squirrel, opossum, raccoon, nutria or muskrat, and 

nonaquatic reptiles such as land snakes. 



General use pesticide-—A pesticide that is not classified by the EPA for restricted use 

as specified in 40 CFR 152.175 (relating to pesticides classified for restricted use).] 

HACCP—Hazard Analysis Critical Control Point—A system developed by the National 

Advisory Conimittee on Microbiological Criteria for Foods that identifies and monitors 

specific foodborne hazards that can adversely affect the safety ofthe food products. 

[HACCPplan—A written document that delineates the formal procedures for following 

the HAACP principles developed by the National Advisory Committee on 

Microbiological Criteria for Foods. 

Hazard—A biological, chemical or physical property (such as the presence of 

pathogens, pesticides, natural toxins, rodent contamination or foreign materials) that may 

cause an unacceptable consumer health risk. 

Hermetically sealed container—A container that is designed and intended to be secure 

against the entry of microorganisms and, in the case of low acid canned foods, to 

maintain the commercial sterility of its contents after processing. 

High humidity cooking-Cooking in an oven that attains relative humidity of greater 

than 90% for at least 1 hour as measured in the cooking chamber or exit ofthe oven, or 

cooking in a moisture-impermeable bag that provides 100% humidity. 

Highly susceptible population—A group of persons who are more likely than other 

people in the general population to experience foodborne disease because both ofthe 

foUowing conditions exist: 

(i) The group is comprised of immunocompromised persons, preschool-age 

children or older adults. 



(ii) The group obtains food at a faciHty that provides services such as custodial 

care, health care, assisted living services, nutritional services or socialization 

services. Examples of facUities providing these services include chfld or adult day 

care centers, health care centers, assisted Hving faciUties, hospitals, nursing 

homes, kidney dialysis centers and senior centers. 

Honestly presented—Food offered for human consumption in a way that does not 

mislead or nnsinform the consumer, and without misrepresenting the true appearance, 

color or quahty ofthe food through the use of food or color additives, colored overwraps, 

lighting or other means. 

Imminent health hazard—A_significant threat or danger to health that is considered to 

exist when there is evidence sufficient to show that a product, practice, ckcumstance or 

event creates a situation that requkes immediate correction or cessation of operation to 

prevent injury based on one or more ofthe foUowing: 

(i) The number of potential injuries. 

(U) The nature, severity and duration ofthe anticipated injury. 

Injected—Manipulating a meat so that infectious or toxigenic microorganisms may be 

introduced from its surface to its interior through tenderizing with deep penetration or 

injecting the meat such as with juices v/hich may be referred to as "injecting," "pinning" 

or "stitch pumping." 

Juice—When used in the context of food safety, the term refers to the aqueous Hquid 

expressed or extracted from one or more fruits or vegetables, purees ofthe edible 

portions of one or more fruits or vegetables, or any concentrate ofthe Hquid or puree. The 

term includes juice as a whole beverage, an ingredient of a beverage, and a puree as an 
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ingredient of a beverage. This definition does not apply to standards of identity 

estabhshed by the FDA or USDA. 

Kitchenware—Food preparation and storage utensUs.] 

License—A grant to a [Hcensee to operate a pubhc eating or drinking place, as defined 

in the PubUc Eating and Drinking Places Law] proprietor to operate a retaU food faciHty. 

The term is synonymous with the term "pennit" in SUBPART 1-201 OF the Model Food 

Code. 

Licensee—The person (such as a retail food faciHty operator) that is dkectly 

responsible for the operation of a retaU food facUity and that holds a current Hcense. The 

term is synonymous with the term "permit holder" in SUBPART 1-201 OF the Model 

Food Code. 

Licensor—Includes the foUowing: 

(i) The county department of health or joint-county department of health, 

whenever the [pubhc eating or drinking place] retaU food faciHty is located in a 

poHtical subdivision which is under the jurisdiction of a county department of 

health or joint-county department of health. 

(U) The health authorities of cities, boroughs, incorporated towns and first-class 

townships, whenever the [pubhc eating or drinking place] retaU food faciHty is 

located in a city, borough, incorporated town or first-class township not under the 

jurisdiction of a county department of health or joint=county department of health. 

(Hi) The health authorities of second class townships and second class 

townships which have adopted a home rule charter which elect to issue Hcenses 

under the [PubUc Eating and Drinking Places Law] RetaU Food FaciHty Safety 
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Act whenever [the pubhc eating and drinking place] a retaU food faciHty is 

located in [the] a second class township or second class township which has 

adopted a home rule charter not under the jurisdiction of a county department of 

health or j oint-county department of health. 

(iv) The Department, whenever the [pubhc eating and drinking place] retaU 

food facUity is located in any other area of this Commonwealth. 

[Linens—Fabric items such as cloth hampers, cloth napkins, tablecloths, wiping cloths 

and work garments, including cloth gloves. 

mg/L—Milligrams per Hter, which is the metric equivalent of parts per million. 

Meat—The flesh of animals used as food including the dressed flesh of cattle, swine, 

sheep or goats and other edible animals. The term does not include fish, poultry and wUd 

game animals as specified under § 46.221(b) and (c) (relating to game animals).] 

Milk Sanitation Law-Tho act of July 2,1935 (P. L. 589, No. 210) (31 P. S. §§ 645— 

[660e] 660g). 

[Mobile food facility—Any stationary, movable or temporary food faciHty—such as a 

stand, vehicle, cart, basket, box or simUar structure from which food is stored, prepared, 

processed, distributed or sold—which physicaUy locates at one site or location for no 

more than 14 consecutive days, whether operating continuously or not during this time. 

The term does not include a food faciHty that is physicaUy located at one site for more 

than 14 consecutive days.] 

Model Food Code—The most current edition ofthe Food Code pubHshed by the 

Department of Health and Human Services, Food and Drug Administration. 

[Modified atmosphere packaging— 
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(i) A type of reduced oxygen packaging in which the atmosphere of a package 

of food is modified so that its composition is different from ak but the atmosphere 

may change over time due to the permeabUity ofthe packaging material or the 

respkation ofthe food. 

(U) The term includes: reduction in the proportion of oxygen, total replacement 

of oxygen or an increase in the proportion of other gases such as carbon dioxide 

or nitrogen. 

Molluscan shellfish—An edible species of fresh or frozen oysters, clams, mussels and 

scaUops or edible portions thereof, except when the scaUop product consists only ofthe 

shucked adductor muscle. 

Nonpublic water supply—A system for the provision of piped water for human 

consumption that is not a pubhc water system. 

. Other food regulatory agency-Local bodies, State bodies other than the 

Commonwealth or Federal enforcement bodies having jurisdiction over a food 

estabhshment or food processing plant. Examples include the USDA with respect to most 

meat processing plants within this Commonwealth and the FDA having jurisdiction over 

food products imported from other countries.] 

Organized camp— A combination of programs and facUities estabUshed for the primary 

purpose of providing an outdoor gjoup Hving experience for children, youth and adults, 

with social, recreational and educational objectives that is operated and used for five or 

more consecutive days during one or more seasons ofthe year. • 

[pH—ThQ symbol for the negative logarithm ofthe hydrogen ion concentration, which 

is a measure ofthe degree of acidity or alkalinity of a solution. Values between 0 and 7 
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indicate acidity and values between 7 and 14 indicate alkalinity. The value for pure 

distiUed water is 7, which is considered neutral. 

Packaged— 

(i) Bottled, canned, cartoned, securely bagged or securely wrapped in a food 

faciHty or a food processing plant. 

(U) The term does not include a wrapper, carryout box or other nondurable 

container used to containerize food with the purpose of faciUtating food 

protection during service and receipt ofthe food by the consumer. 

Pennsylvania Construction Code Act-35 P. S. §§ 7210.101-7210.1103. 

Pennsylvania Sewage Facilities Act—35 P. S. §§ 750.l-750.20a. 

Permanent food facility—A food faciHty—whether stationary or mobUe—that is not a 

temporary food faciHty operating more than 14 days in a single calendar year—whether 

these days are consecutive or not. 

Person—A corporation, partnership, limited Habihty company, business trust, other 

association, government entity (other than the Commonwealth), estate, trust, foundation 

or natural person. 

Personal care items— 

(i) Items or substances that may be poisonous, toxic or a source of 

contamination and are used to maintain or enhance a person's health, hygiene or 

appearance. 

(U) The term includes items such as medicines, first aid supphes, cosmetics, 

toUetries (such as toothpaste and mouthwash) and similar items.] 
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Person in charge—[The individual present at a food faciHty responsible for the 

operation at the time of inspection] A person designated by a retaU food faciHty operator 

to be present at a retaU food faciHty and responsible for the operation ofthe retaU food 

facUity at the time of inspection. 

[Physical facilities—The structure and interior surfaces of a food faciHty, including 

accessories such as soap and tov/el dispensers and attachments such as Hght fixtures and 

heating or ak conditioning system vents. 

Plumbing fixture—A receptacle or device that is one or more ofthe foUowing: 

(i) Permanently or temporarily connected to the water distribution system ofthe 

premises and demands a supply of water from the system. 

(U) Discharges used water, waste materials or sewage dkectly or indkectly to 

the drainage system ofthe premises. 

Plumbing system—The water supply and distribution pipes; plumbing fixtures and 

traps; soU, waste and vent pipes; sanitary and storm sewers and buUding drains, including 

thek respective connections, devices and appurtenances within the premises; and water-

treating equipment. 

Poisonous or toxic material—A substance that is not intended for ingestion and that fits 

within one or more ofthe foUowing categories: 

(i) Cleaners and sanitizers, including cleaning and sanitizing agents and agents 

such as caustics, acids, drying agents, pohshes and other chemicals. 

(U) Pesticides. 
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(iii) Substances necessary for the operation and maintenance ofthe 

estabhshment, such as nonfood grade lubricants, solvents and personal care items 

that may be deleterious to health. 

(iv) Substances that are not necessary for the operation and maintenance ofthe 

estabhshment and are on the premises for retaU sale, such as petroleum products 

and paints. 

Potentially hazardous food— 

(i) A food which consists, in whole or part, of milk or milk products, eggs, 

meat, poultry, fish, shellfish, edible Crustacea or other ingredients, including 

synthetic ingredients, which is in a form capable of supporting rapid and 

progressive growth of infectious or toxigenic microorganisms. 

(U) The term does not include foods that have a pH level of 4.6 or below or a 

water activity of 0.85 or less under standard conditions or food products in 

hermeticaUy sealed containers processed to maintain commercial sterility. 

Poultry—One or more ofthe foUowing: 

(i) A domesticated bkd (chickens, turkeys, ducks, geese or guineas), whether 

Hve or dead, as defined in 9 CFR Chapter HI, Subchapter A, Part 381 (relating to 

poultry products inspection regulations). 

(U) A migratory waterfowl or game bkd, such as pheasant, partridge, quaU, 

grouse, guineas, pigeon or squab, whether Hve or dead, as defined in the USDA. 

regulations in 9 CFR Part 362 (relating to voluntary poultry inspection 

regulations). 

(Hi) The term does not include ratites. 
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Primal cut—A basic major cut into which carcasses and sides of meat are separated, 

such as a beef round, pork loin, lamb flank or veal breast.] 

Proprietor— A person, partnership, association or corporation conducting or operating a 

retaU food faciHty in this Commonwealth. The term is synonymous with the term 

"person" in SUBPART 1-201 OF the Model Food Code. 

Public eating or drinking place—A place within this Commonwealth where food or 

cirink is served to or proyided for the pubhc, with or without charge. The term does not 

include dining cars operated by a railroad company in interstate commerce or a bed and 

breakfast homestead or inn. 

[Public Eating and Drinking Places Zow-The act of May 23,1945 (P. L. 926, No. 369) 

(35P. S. §§ 655.1-655.13). 

Public water system—A system which provides water to the pubhc for human 

consumption, and which has at least 15 service connections or regularly serves an 

average of at least 25 individuals daUy at least 60 days out ofthe year, or as otherwise 

specified in 25 Pa. Code Chapter 109 (relating to safe drinking water). 

(i) The term includes coUection, treatment, storage and distribution facUities 

under control ofthe operator ofthe system and used in connection with the 

system. 

(U) The term also includes a system which provides water for bottling or bulk 

hauling for human consumption. 

Ratite—An animal belonging to the same family as ostriches, emus and rheas.] 

Raw agricultural commodity—A food in its raw or natural state, including fruits which 

are washed, colored or otherwise treated in thek unpeeled, natural form prior to 
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marketing, or as otherwise defined in section 5722 ofthe Food Safety Act (relating to 

definitions^. 

[Ready-to-eat food—Any ofthe foUowing types of food: 

(i) Food in a form that is edible without additional preparation to achieve food 

safety, such as raw animal-derived foods that have been cooked in accordance 

with § 46.361 or § 46.362 (relating to cooking raw animal-derived foods; and 

microwave cooking), or fish that have been frozen in accordance with § 46.364 

(relating to parasite destruction in fish other than moUuscan shellfish by freezing), 

although additional preparation may occur for palatabiUty or aesthetic, epicurean, 

gastronomic or culinary purposes. 

(U) Food that is raw or partiaUy-undercooked animal-derived food, where the 

food faciHty offering the food has compHed with § 46.361(d)(1) and the consumer 

notification requkements of § 46.423 (relating to consumer advisory requked 

with respect to animal-derived foods that are raw, undercooked or not otherwise 

processed to eliminate pathogens), although additional preparation may occur for 

palatability or aesthetic, epicurean, gastronomic or culinary purposes. 

(Hi) Food that is prepared in accordance with a variance issued by the 

Department under § 46.361(d)(2) and § 46.1103 (relating to variances), although 

additional preparation may occur for palatabiUty or aesthetic,'epicurean, 

gastronomic or culinary purposes. 

(iv) Raw fruits and vegetables that are washed in accordance with § 46.285 

(relating to washing raw fruits and vegetables). 
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(v) Fruits and vegetables that are cooked for hot holding in accordance with 

§ 46.363 (relating to plant food cooking for hot holding). 

(vi) PotentiaUy hazardous food that is cooked in accordance with the time and 

temperature requkements for that specific food in §§ 46.361—46.363, and that is 

cooled as specified in § 46.384 (relating to potentiaUy hazardous food: cooling). 

(vh) Plant food with respect to which further washing, cooking or other 

processing is not requked for food safety, and from which rinds, peels, husks or 

sheUs (if naturaUy present) are removed. 

Reduced oxygen packaging— 

(i) The reduction ofthe amount of oxygen in a package by removing oxygen; 

displacing oxygen and replacing it with another gas or combination of gases; or 

otherwise controlling the oxygen content to a level below that normaUy found in 

the surrounding 21% oxygen atmosphere. 

(U) A process as specified in subparagraph (i) that involves a food for which 

Clostridium botulinum is identified as a microbiological hazard in the final 

packaged form. 

(Hi) The term includes vacuum packaging, modified atmosphere packaging and 

controUed atmosphere packaging. 

Refuse—Solid waste not carried by water through the sewage system. 

Registration—A grant to a person to operate a food estabUshment within this 

Commonwealth as requked by section 14 ofthe Food Act (31 P. S. § 20.14). 

Reg. Penna. Dept Agr—An abbreviation connoting that a food bearing that 

abbreviation on its package label has been processed by a food estabhshment that is 
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"registered with the Pennsylvania Department of Agriculture" in accordance with section 

14(a) ofthe Food Act. 

Restrict—To limit the activities of a food employee so that there is no risk of 

ttansmitting a disease that is transmissible through food and the food employee does not 

work with exposed food, clean equipment, utensUs, linens and unwrapped single-service 

or single-use articles. 

Restricted egg—Any check, dirty egg, incubator reject, inedible, leaker or loss as 

defined in Chapter 87 (relating to standards for grading and marketing eggs). 

Restricted use pesticide—A pesticide classified for restricted use under section 3(d) of 

the Federal Insecticide, Fungicide and Rodenticide Act of 1947 (7 U.S.CA. § 136(d)), or 

a pesticide designated by the Secretary for restricted use under section 7(b)(6) ofthe 

Pennsylvania Pesticide Control Act of 1973 (3 P. S. § 111.27(b)(6)).] 

Retail food establishment—[A food] 

fi)An estabhshment which stores, prepares, packages, vends, offers for sale or 

otherwise provides food for human consumption and which relinquishes possession of 

food to a consumer dkectly, or indkectly, through a dehvery service such as home 

deHvery of grocery orders or deHvery service provided by common carriers. 

(ii) The term does not include dining cars operated by a railroad company in interstate 

commerce or a bed and breakfast homestead or inn. 

Retail food facility— ApubHc eating or drinking place or a retaU food estabhshment. 

The term is synonymous with the term "food estabhshment" in SUBPART 1-201 OF the 

Model Food Code. 
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Retail foodfacility operator--The entity that is legaUy responsible for the operation of 

the retaU food facUity, such as the owner, owner's agent or other person. 

Retail Food Facility Safety Act—-The RetaU Food FaciHty Safety Act (3 PaC.S.A. §§ 

5701-5714). 

[Risk—The likelihood that an adverse health effect wiU occur within a population as a 

result of a hazard in a food. 

Safe material—One or more ofthe foUowing: 

(i) An article manufactured from or composed of materials that may not 

reasonably be expected to result, dkectly or indkectly, in thek becoming a 

component or otherwise affecting the characteristics of any food. 

(U) An additive that is used as specified in section 409 or section 706 ofthe 

Federal Food, Dmg, and Cosmetic Act (21 U.S.CA. §§ 301 and 316): 

(Hi) A material that is not an additive and that is used in conformity with 

appUcable regulations ofthe FDA. 

Sanitization—The appHcation of cumulative heat or chemicals on cleaned food-contact 

surfaces that, when evaluated for efficacy, is sufficient to yield a reduction of five logs, 

which is equal to a 99.999% reduction, of representative disease microorganisms of 

pubUc health importance. 

. Sealed—Free of cracks or other openings that aUow the entry or passage of moisture.] 

Secretary—The Secretary ofthe Department or an authorized representative, employee 

or agent ofthe Department. 

[Service animal—An animal such as a guide dog, signal dog or other animal 

individuaUy trained to provide assistance to an individual with a disabUity. 
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Servicing area—J^n operating base location to which a mobUe food faciHty or 

transportation vehicle returns regularly for things such as discharging Hquid or sohd 

wastes, refilling water tanks and ice bins and boarding food. 

Sewage—A substance, which contains waste products or excrements or other 

discharges from the bodies of human beings or animals and any noxious or deleterious 

substance being harmful or inimical to the pubhc health, or to animal or aquatic life, or to 

the use of water for domestic water supply or for recreation. 

Shellfish control authority—A State, Federal, foreign, tribal or other government entity 

legally responsible for administering a program that includes certification of moUuscan 

shellfish harvesters and dealers for interstate commerce. 

Shellfish permit—A. permit issued by the Department in accordance with Chapter 49 

(relating to shellfish) and the National Shellfish Sanitation Program, that authorizes a 

person to operate a food estabhshment for shellfish. 

Shellfish permit holder—The entity that meets the foUowing conditions: 

(i) Is legaUy responsible for the operation ofthe food estabhshment such as the 

owner, owner's agent or other person! 

(U) Possesses a vahd shellfish permit to operate a shellfish food estabhshment. 

Shellstock-Raw, in-sheU moUuscan shellfish. 

Shiga toxin-producing Escherichia coli—Any E. coh capable of producing Shiga 

toxins, also caUed Verocytotoxins or Shiga-like toxins. This includes, but is not limited 

to, E. coh serotypes 0157:H7, 0157:NM and 0157:H. 

Shucked shellfish—MoUuscan shellfish that have one or both sheUs removed. 
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Single-service articles—Tableware, carry-out utensUs and other items such as bags, 

containers, place mats, stirrers, straws, toothpicks and wrappers that are designed and 

constructed for one time, one person consumer use after which they are intended for 

discard. 

Single-use articles— 

(i) UtensUs and bulk food containers designed and constructed to be used once 

and discarded. 

(U) The term includes items such as wax paper, butcher paper, plastic wrap, 

formed aluminum food containers, jars, plastic tubs or buckets, bread wrappers, 

pickle barrels, ketchup bottles and number 10 cans which do not meet the 

materials, durability, strength and cleanabihty specifications in §§ 46.521(a), 

46.541(a) and 46.542(a) and (b) (relating to materials in multiuse utensUs and 

food-contact surfaces; durabUity and strength; and cleanabihty of multiuse food-

contact surfaces and CIP equipment) for multiuse utensUs. 

(in) The term does not include formed aluminum containers used in 

conjunction with pan liners that may be reused to cook nonpotentiaUy hazardous 

baked goods. 

Slacking—The process of moderating the temperature of a food such as aUowing a food 

to graduaUy increase from a temperature of-23°C (-10°F) to -4° C (25°F) in preparation 

for deep-fat frying or to faciUtate even heat penetration during tiie cooking of previously 

block-frozen food such as spinach. 

Smooth—One or more ofthe foUowing: 
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(i) A food-contact surface having a surface free of pits and inclusions with 

cleanabUity equal to or exceeding that of (100 grit) number-3 stainless steel. 

(U) A nonfood-contact surface of equipment having a surface equal to that of 

commercial grade hot-roUed steel free of visible scale. 

(Hi) A floor, waU or ceUing having an even or level surface with no roughness 

or projections that renders it difficult to clean. 

Substance—A material intended for use in producing, manufacturing, packaging, 

processing, preparing, treating, transporting or holding food and any source of radiation 

intended for any use. 

Sulfitingagent—A substance which imparts a residual of sulfur dioxide. 

Table-mounted equipment--Equipment that is not portable and is designed to be 

mounted off the floor on a table, counter or shelf. 

Tableware—Eating, drinking and serving utensUs for table use such as plates, flatware 

(including forks, knives and spoons) and hoUowware (including bowls, cups, serving 

dishes and tumblers). 

Temperature measuring device—A thermometer, thermocouple, thermistor or other 

device that indicates the temperature of food, ak or water. 

Temporary food facility—A food faciHty that operates for a period of no more than 14 

consecutive days in a fixed location and in conjunction with a single event or celebration 

(such as a fak, festival, carnival or other transitory gathering). 

Temporary license—Either ofthe following: 

(i) A Hcense that is the foUowing: 

(A) Issued to the operator of a temporary food faciHty. 
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(B) Vahd for the duration of a particular event or celebration (such as a 

fak or-carnival) of no more than 14 days duration (whether these days are 

consecutive or nonconsecutive). 

(C) Issued to the operator with respect to no more than three events or 

celebrations in a particular calendar year. 

(U) A Ucense that is the following: 

(A) Issued to a food faciUty operator operating a food faciUty, whether 

stationary or mobUe. 

(B) In operation for a total of no more than 14 days within a particular 

calendar year. 

(C) Not in conjunction with an event or celebration. 

USDA—The United States Department of Agriculture. 

Utensil—A food-contact implement or container used in the storage, preparation, 

transportation, dispensing, sale or service of food. The term includes the foUowing: 

(i) Kitchenware or tableware that is multiuse, single-service or single-use. 

(U) Gloves used in contact with food. 

(Ui) The temperature sensing probes of food temperature measuring devices, 

(iv) Probe-type price or identification tags used in contact with food. 

Utility sink—A sink used for the disposal of mop water or other similar Hquid waste. 

Vacuum packaging—A type of reduced oxygen packaging in which ak is removed from 

a package of food and the package is hermeticaUy sealed so that a vacuum remains inside 

the package, such as sous vide. 
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Variance—A written document issued by the Department that authorizes a 

modification or waiver of one or more requkements of this chapter if, in the opinion of 

the Department, a health hazard or nuisance wUl not result from the modification or 

waiver. 

Vending machine—A self-service device that, upon insertion of a coin, paper currency, 

token, card or key, dispenses unit servings of food in bulk or in packages without the 

necessity of replenishing the device between each vending operation. 

Vending machine location—The room, enclosure, space or area where one or more 

vending machines are instaUed and operated. The term includes the storage areas and 

areas on the premises that are used to service and maintain the vending machines. 

Warewashing—The cleaning and sanitizing of food-contact surfaces of equipment and 

utensUs. 

Water activity or aw—A measure ofthe free moisture in a food, obtained by dividing the 

water vapor pressure ofthe substance by the vapor pressure of pure water at the same 

temperature. Water activity is typicaUy indicated by the symbol aw. 

Water for human consumption--The term includes water that is used for drinking, 

bathing and showering, cooking, dishwashing or maintaining oral hygiene. 

Whole-muscle, intact beef—-Whole muscle beef that is not injected, mechanicaUy 

tenderized, reconstructed, or scored and marinated, from which beef steaks may be cut.] 

§ 46,4. Adoption of Model Food Code. 
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The provisions, terms, procedures, appendices and standards in the current edition of 

the Model Food Code are adopted to the extent they do not conflict with one or more of 

the foUowing: 

(1) The RetaU Food FaciHty Safety Act. 

(2) The Food Safety Act. 

(3) This chapter. 

Subchapter B. [MANAGEMENT AND PERSONNEL] (Reserved) 

Subchapter C FOOD 

[CHARACTERISTICS] 

§ 46.201. [Food shall be safe, unadulterated and honestly presented.] (Reserved). 

[Food shaU be safe, unadulterated and - in accordance with § 46.421(b) (relating to 

accurate representation) -honestly presented.] 

FOOD SOURCES 

§ 46.211. [Food sources.] (Reserved). 

[Food shaU be obtained from sources that comply with the Food Act, the Pubhc Eating 

and Drinking Places Law and this chapter. Records of food sources shaU be maintained 

and made avaUable for review upon request by the Department] 

§ 46.212. Food prepared in a private home. 
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(a) General. Food prepared in a private home[, not approved by the Department, may 

not] may be used or offered for human consumption in a retaU food facihty[.] if the 

foUowing apply: 

(1) The food is not potentiaUy hazardous foodr 

(2) The food is used or offered for human consumption by any ofthe foUowing 

organizations: 

ffl A tax exempt organization under section 501(c)(3) ofthe Internal Revenue 

Code of 1986 (26 U.S.C.A. g 501(c)(3)). 

(ii) A volunteer fire company or ambulance, reUgious, charitable, fraternal, 

veterans, civic, sportsmen, agricultural fair or agricultural association or a 

separately chartered auxUiary of an association on a nonprofit basis? 

(Hi) An organization that is estabhshed to promote and encourage participation 

and support for extracurricular recreational activities for youth of primary7 and 

secondary pubhc, private and parochial school systems on a nonprofit basis.-

(3) The organization that uses or offers the food for human consumption informs 

consumers that the organization uses or offers food that has been prepared in private 

homes that are not Hcensed or inspected? 

(1) The food is donated to an organization described under paragraph (2). 

(b) Private homes that arc registered food establishments under the Food Safety Act. 

Food prepared in a private home may be offered for human consumption in a retaU food 

facUity if the private home is registered with the Department as a food estabhshment 

under the Food Safety Act FOOD PREPARED IN APRIVATE- HOME- MAYNOT BE 

USED OR OFFERED FOR HUMAN CONSUMPTION IN A RETAIL FOOD 
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FACILITY UNLESS THAT PRIVATE HOME MEETS THE REQUIREMENTS OF 

SUBSECTION (B) OR (C). 

(B) PRIVATE HOME THAT IS A REGISTERED FOOD ESTABLISHMENT. FOOD 

PREPARED TN A PRIVATE HOME MAY BE USED OR OFFERED FOR HUMAN 

CONSUMPTION TN A RETAIL FOOD FACILITY IF THE PRIVATE HOME FROM 

WHICH THE FOOD ORIGINATES IS REGISTERED WITH THE DEPARTMENT AS 

AFOOD ESTABLISHMENT UNDER THE FOOD SAFETY ACT. 

(C) PRIVATE HOME THAT IS EXEMPT FROM LICENSURE OR INSPECTION 

UNDER THE RETAIL FOOD FACILITY SAFETY ACT. FOOD PREPARED TN A 

PRIVATE HOME MAY BE USED OR OFFERED FOR HUMAN CONSUMPTION IN 

A RETAIL FOOD FACILITY IF THE FOLLOWING APPLY: 

(1) THE FOOD IS NOT POTENTIALLY HAZARDOUS FOOD. 

(2) THE FOOD IS USED OR OFFERED FOR HUMAN CONSUMPTION BY ANY 

OF THE FOLLOWING ORGANIZATIONS: 

(I) A TAX-EXEMPT ORGANIZATION UNDER SECTION 501(C)(3) OF 

THE INTERNAL REVENUE CODE OF 1986 (26 U.S.CA. § 501(C)(3)). 

(H) A VOLUNTEER FIRE COMPANY OR AMBULANCE, RELIGIOUS, 

CHARITABLE, FRATERNAL, VETERANS, CIVIC, SPORTSMEN, 

AGRICULTURAL FATR OR AGRICULTURAL ASSOCIATION OR A 

SEPARATELY CHARTERED AUXILIARY OF AN ASSOCIATION ON A 

NONPROFIT BASIS. 

(TH) AN ORGANIZATION THAT IS ESTABLISHED TO PROMOTE AND 

ENCOURAGE PARTICIPATION AND SUPPORT FOR EXTRACURRICULAR 
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RECREATIONAL ACTIVITIES FOR YOUTH OF PRIMARY AND 

SECONDARY PUBLIC, PRIVATE AND PAROCHIAL SCHOOL SYSTEMS 

ON ANONPROFIT BASIS. 

(3) THE ORGANIZATION THAT USES OR OFFERS THE FOOD FOR HUMAN 

CONSUMPTION INFORMS CONSUMERS THAT THE ORGANIZATION USES OR 

OFFERS FOOD THAT HAS BEEN PREPARED TN PRIVATE HOMES THAT ARE 

NOT LICENSED OR INSPECTED. 

(I) ACCEPTABLE MEANS OF PROVIDING WRITTEN NOTICE INCLUDE 

PROVIDING THAT NOTICE ON A MENU, AMENU BOARD, SEPARATE 

SIGNAGE POSTED FN A LOCATION THAT IS CONSPICUOUS FOR 

CONSUMERS TO VIEW, OR ON INDIVIDUAL FOOD PRODUCT LABELS. 

(D) THE WRITTEN NOTICE SHALL CLEARLY COMMUNICATE THAT . 

THE FOOD HAS BEEN PREPARED TN A PRIVATE HOME THAT IS NOT 

LICENSED OR INSPECTED. PHRASES SUCH AS "THESE BAKED GOODS 

ORIGINATE FROM PRIVATE HOMES THAT ARE NOT GOVERNMENT-

LICENSED OR GOVERNMENT-INSPECTED," OR "THE FOOD OFFERED 

ON THIS TABLE COMES FROM PRIVATE HOMES THAT ARE NOT 

LICENSED OR INSPECTED," OR "FOOD OFFERED IN THIS BAKE SALE 

HAS BEEN PREPARED IN PRIVATE HOMES THAT ARE NOT LICENSED 

OR INSPECTED" MEET THIS REQUIREMENT. PERSONS MAY SUBMIT 

PROPOSED WRITTEN NOTICE LANGUAGE TO THE DEPARTMENT OR 

OTHER LICENSOR (AS APPLICABLE) FOR REVIEW. 

(4) THE FOOD IS DONATED TO AN ORGANIZATION DESCRIBED UNDER 
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PARAGRAPH (2). 

§ 46.213.-§ 46.216. (Reserved). 

§ 46.217. Milk and milk products. 

Milk and millc products [shall be obtained from sources that comply] may be offered 

for human consumption in a retail food facility if the facility complies with section 2 of 

the Milk Sanitation Law (31 P. S. § 646). 

§ 46.218 - § 46.461. (Reserved). 

Subchapter D. [EQUIPMENT, UTENSILS AND LINENS] (Reserved). 

§ 46.501-§ 46.775. (Reserved). 

Subchapter E. [WATER, PLUMBING AND WASTE WATER] (Reserved). 

§ 46.801 - § 46.886. (Reserved). 

Subchapter F. [PHYSICAL FACILITIES] (Reserved). 

§ 46.901-§ 46.982. (Reserved). 

Subchapter G. POISONOUS OR TOXIC MATERIALS (Reserved) 

§ 46.1001-§ 46.1041. (Reserved). 

Subchapter H. ADMINISTRATIVE PROCEDURES 
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ACCESS, APPROVALS AND VARIANCES 

§46.1101. Access to retail food facUities. 

After the Department or Hcensor presents identification, the person in charge shaU 

aUow the Department or Hcensor to determine if the retaU food faciHty is in compUance 

with this chapter by aUowing access to the faciHty, allowing inspection and providing 

information and records specified in this chapter and to which the Department or Hcensor 

is entitled under the [Pubhc Eating and Drinking Places Law, the Food Act] RetaU Food 

FacUity Safety Act and any other relevant statutory or food regulatory authority during 

the retaU food facUity's hours of operation and other reasonable times if the faciHty is not 

open during normal business hours. 

§ 46.1102. Obtaining Department or Ucensor approval. 

(b) Written request. A person seeking an approval from the Department or a Hcensor 

under this chapter shaU submit a written request for approval to the entity from which 

approval is sought, ff approval is sought from the Department, the written request shaU be 

maUed or deUvered to the foUowing address: 

Pennsylvania Department of Agriculture 

Bureau of Food Safety and Laboratory Senices 

[Attn: Chief, Division of Food Safety] 

2301 North Cameron Street 

Harrisburg, Pennsylvania 17110-9408 
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(e) Standard for approval The Department or Hcensor shaU grant approval if it 

determines the approval would not constitute or cause a violation ofthe [Food Act, the 

PubUc Eating and Drinking Places Law] RetaU Food FaciHty Safety Act or this chapter, 

and that no health hazard would result from the approval. 

§ 46.1103. Variances. 

(a) Modifications and waivers. The Department may grant a variance by modifying or 

waiving the requkements of this chapter if—in the opinion ofthe Department—a health 

hazard wiU not result from the variance., ff a variance is granted, the Department wiU 

retain the information specified in subsection (b) in its records for the retaU food faciHty 

and provide a copy ofthe approved variance to the Hcensor if the Hcensor is an entity 

other than the Department. 

(b) Documentation of proposed variance and justification. Before a variance from a 

requkement of this chapter is approved, the information that shaU be provided by the 

person requesting the variance and retained in the Department's file on the retaU food 

faciUty includes the foUowing: 

(c) Conformance with approved procedures, ff the Department grants a variance as 

specified in subsection (a), or an HACCP plan is otherwise requked as specified in 

§46.1122(a), the retail food faciUty operator shaU do the foUowing: 

(2) Maintain and provide to the Department or Hcensor, upon request, records specified 

in § 46.1122(b)(4) and (5) that demonstrate that the foUowing are routinely employed: 
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PLAN SUBMISSION AND APPROVAL 

§ 46.1121. Facility and operating plans. 

(a) When plans are required. A retaU food faciHty Hcensing appUcant or retaU food 

faciUty'operator shaU have plans and specifications reviewed by the Department or 

Hcensor and wiU submit these properly prepared plans and specifications (as described in 

subsection (b)) to the Department or hcensor for review and approval (using the 

procedure described in § 46.1142 (relating to appHcation procedure for appropriate 

Hcense [or registration])) before any ofthe foUowing: 

(1) The construction of a retaU food faciHty. 

(2) The conversion of an existing structure for use as a retaU food faciHty. 

(3) The remodeling of a retaU food faciHty (including instaUation and use of any new 

major food equipment for heating, cooling and hot and cold holding food) or a change of 

type ofretaU food faciHty or food operation if the Department or Hcensor determines that 

plans and specifications are necessary to ensure comphance with this chapter. 

(4) A change of ownership of a retail food faciHty. 

(b) Contents of the plans and specifications. The plans and specifications for a retaU 

food faciHty shaU include (as requked by the Department or Hcensor based on the type of 

operation, type of food preparation and foods prepared) the foUowing information to 

demonstrate conformance with this chapter: 

(1) Intended menu and consumer advisory intentions, if a consumer advisory is 

requked under [§ 46.423 (relating to consumer advisory requked with respect to animal-
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derived] SUBPART 3-603 OF the Model Food Code (RELATING TO CONSUMER 

ADVISORY) for animal foods that are raw, undercooked or not otherwise processed to 

ehmihate pathogensQ]. 

(7) Other information that may be requked by the Department or Hcensor for the 

proper review ofthe proposed construction, conversion or modification of a retaU food 

faciHty, and requested by the Department or Hcensor in writing. 

§ 46.1122. HACCP plans. 

(a) When [a] an HACCP plan is required. 

(1) Before engaging in an activity that requkes [a] an HACCP plan, a retaU food 

faciHty appUcant or retaU food faciHty operator shaU submit to the Department or Hcensor 

for approval a properly prepared HACCP plan as specified in subsection (b) and the 

relevant provisions of this chapter if any ofthe following occurs: 

(i) Submission of [a] an HACCP plan is requked according to appUcable 

Federal or State laws. 

(U) A variance is requked as specified in [§ 46.250(b)(2)(H), § 46.361(d)(2), 

§ 46.401 or § 46.589(b)] SUBPART 8-201 OF the Model Food Code 

(RELATING TO FACILITY AND OPERATING PLANS). 

(2) A retaU food faciUty appUcant or retaU food faciHty operator shaU have a properly 

prepared HACCP plan as specified in [§ 46.402 (relatkig to reduced oxygen packaging)] 
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SUBPART 3-502 OF the Model Food Code (RELATING TO SPECIALIZED 

PROCESSING METHODS) for reduced oxygen packaging. 

(b) Contents of [a] an HACCP plan. For a retaU food faciHty that is requked in 

subsection (a) to have [a] an HACCP plan, the plan and specifications shaU indicate the 

foUowing: 

§46.1123. Confidentiality of trade secrets. 

The Department or Hcensor wiU treat as confidential information that meets the criteria 

specified in law for a trade secret and is contained on inspection report forms and in the 

plans and specifications submitted as specified in §§ 46.1121(b) and 46.1122(b) (relating 

to faciHty and operating plans; and HACCP plans). 

§ 46.1124. Preoperational inspection of construction. 

The Department or Hcensor wiU conduct one or more preoperational inspections to 

verify that the retaU food faciHty is constructed and equipped in accordance with the 

approved plans and approved modifications of those plans, and variances granted under 

§ 46.1103 (relating to variances). The Department or Hcensor wiU also verify the retaU 

food faciHty is otherwise in comphance with this chapter[, the Food Act and the Pubhc 

Eating and Drinking Places Law] and the RetaU Food FacUity Safety Act. 

REQUIREMENTS FOR OPERATION 

§ 46.1141. [Requirement: license or registration] License requirement. 
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(a) General requirement A person may not operate a retaU food faciHty without a 

vahd [registration issued by the Department, or] Hcense issued by the Department or 

Hcensor, unless otherwise provided in subsection (b). 

(b) [Exceptions, 

(1) A buUding, structure or place owned, leased or otherwise in possession of a person 

or municipal corporation or pubhc or private organization, used or intended to be used by 

two or more farmers or an association of farmers for the purpose of selling food dkectly 

to consumers—otherwise known as a farmer's market-shaU be considered to be a single 

retaU food estabhshment for purposes of registration under section 14 ofthe Food Act (31 

P.S. §20.14). 

(2)] Exemptions. The foUowing [food estabhshments] retaU food faciUties are exempt 

from [registration] Hcensure requkements under [section 14 ofthe Food Act] the RetaU 

Food FaciHty Safety Act but remain subiect to the inspection provisions and aU other 

provisions ofthe RetaU Food FaciHty Safety xAct: 

[(i) Vehicles used primarily for the transportation of a consumer commodity in 

bulk or quantity to manufacturers, packers, processors or wholesale or retaU 

distributors. 

(U) A food estabhshment in which at least 50% ofthe commodities sold were 

produced on the farm on which the food estabhshment is located. 

(iii) A food estabhshment in which food or beverages are sold only through a 

vending machine. 

(iv) A food estabhshment in which only prepackaged, nonpotentiaUy hazardous 

food or beverages are sold] 
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(1) AretaU food faciUty in which only prepackaged, nonpotentiaUy hazardous food or 

beverages are sold. 

(2) AretaU food faciUty that seUs only raw agricultural commodities. 

(3) AretaU food faciHty that is exempt from Hcensure by an order ofthe Secretary that 

has been pubHshed in the Pennsylvania Bulletin in accordance with section 5703(b)(1) of 

the RetaU Food FaciHty Safety Act (relating to Hcense requked) if the Hcensor is the 

Department. 

(4) AretaU food faciHty that is exempt from Hcensure by an order ofthe local 

government unit or units having licensing authority in accordance with section 

5703(b)(1) of the RetaU Food FacUity Safety Act ff the Hcensor is an entity other than the 

Department. 

(c) License interval. A Hcense certificate issued by the Department under this chapter 

sets forth the Hcense expkation date. The Hcense interval varies, in accordance with the 

risk-based factors identified in SUBPART 8-401 OF the Model Food Code (RELATING 

TO FREQUENCY) AND ANNEX 5 OF THE MODEL FOOD CODE (RELATING TO 

CONDUCTING RISK-BASED INSPECTIONS, as foUows: 

(1) 24-month license interval. 

(i) The Ucense interval is 24 months with a respect to a retaU food faciHty that: 

(A) Serves or seUs only pre-packaged, nonpotentiaUy hazardous foods 

(non time/temperature control for safetyr foods). 

(B) Prepares only nonpotentiaUy hazardous foods (non time/temperature 

control for safety foods). 
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(C) Heats only commerciaUy processed, potentiaUy hazardous foods 

(time/temperature Control for Safety Foods (TCS foods)) for hot holding. 

(D) does not cool potentiaUy hazardous foods (TCS foods) for hot 

holding. 

(ii) Examples ofthe type ofretaU food faciHty that would typicaUy be subiect to 

the 24-month hcense interval in subparagraph (i) are convenience store 

operations, hot dog carts, and coffee shops. 

(Hi) The Ucense interval for a retaU food faciHty is 24 months ff the retaU food 

faciHty would otherwise be subject to the 18-month Hcense interval in paragraph 

(2) but demonstrates to the Department, through historical documentation, that it 

has achieved and documented active managerial control of foodborne illness risk 

factors identified in SUBPART 8-401 OF the Model Food Code. These risk 

factors include: 

(A) A history of non-comphance with provisions related to foodborne 

illness risk factors or critical items. 

(B) Specialized processes conducted. 

(C) Food preparation a day in advance of service. 

(D) Large numbers of people served. 

(E) A history of foodborne illnesses or complaints, or both. 

(F) Highly susceptible population served. 

ACTIVE MANAGERIAL CONTROL IS ACHIEVED AND DOCUMENTED 

WHEN THE CONDITIONS DESCRIBED IN SUBSECTION (D) ARE 

ACHIEVED BY THE LICENSEE. 
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(2) 18-month license interval. 

(i) The Hcense interval is 18 months with respect to a retaU food faciHty that: 

(A) Has a limited menu. 

(B) Prepares/cooks and serves most products immediately, 

(C) May involve hot and cold holding of potentiaUy hazardous foods 

(TCS foods) after preparation or cooking. 

(D) Limits complex preparation of potentiaUy hazardous foods (TCS 

foods) requiring cooking, cooling, and reheating for hot holding to onlv a 

few potentiaUy hazardous foods (TCS foods). 

(U) Examples ofthe type ofretaU food faciHty that would typicaUy be subiect to 

the 18-month hcense interval in subparagraph (i) are retaU food store operations 

that have only a limited number of separate departments (such as deli, bakery, 

produce, seafood or meat area AREAS), institutional facUities that do not serve a 

highly susceptible population and quick food service operations. 

(iii) The Hcense interval for a retaU food faciHty is 18 months if the retaU food 

faciHty would otherwise be subiect to the 12-month Hcense interval described in 

paragraph (3) but demonstrates to the Department, through historical 

documentation, that it has achieved and documented active managerial control of 

THE foodborne illness risk factors PRESENTED in paragraph (1). 

(iv) The Hcense interval for a retaU food faciHty shaU be 18 months if the retaU 

food faciHty would otherwise be subiect to the 24-month Hcense interval in 

paragraph (1), but the retail food facUity is newly-Hcensed or has not yet 

demonstrated to the Department, through historical documentation, that it has 
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achieved and documented active managerial control of THE foodborne illness risk 

factors PRESENTED in paragraph (1). ACTIVE MANAGERIAL CONTROL IS 

ACHIEVED AND DOCUMENTED WHEN THE CONDITIONS DESCRIBED 

IN SUBSECTION (D) APJB ACHIEVED BY THE LICENSEE, 

(3) 12-month license interval. 

(i) The hcense interval is 12 months with respect to a retaU food facUity that: 

(A) Has an extensive menu and THAT entaUs handling of raw 

ingredients. 

(B) Has complex preparation including cooking, cooling, and reheating 

for hot holding THAT involves many potentiaUy hazardous foods (TCS 

foods). 

(C) Uses a variety of processes that requke hot and cold holding of 

potentiaUy hazardous food (TCS food). 

(ii) Examples ofthe type ofretaU food faciHty that would typicaUy be subiect to 

the 12-month hcense interval in subparagraph (i) are fuU service restaurants or 

retaU food stores with a fuU range of separate departments (such as deli, bakery, 

produce, seafood or meat area AREAS) that includes INCLUDE ready-to-eat 

foods from a cafe, salad bar or hot food bar. 

. (Ui) The hcense interval for a retaU food faciHty is 12 months if the retaU food 

faciHty would otherwise be subiect to the 6-month Hcense interval in paragraph 

(4) but demonstrates to the Department, through historical documentation, that it 

has achieved and documented active managerial control of THE foodborne illness 

risk factors PRESENTED in paragraph (1). 
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(iv) The Hcense interval for a retaU food faciHty is 12 months if the retaU food 

faciHty would otherwise be subiect to the 18-month Hcense interval in paragraph 

(2), but the retaU food facihty is newly-Hcensed or has not yet demonstrated to the 

Department, through historical documentation, that it has achieved and 

documented active managerial control of THE foodborne illness risk factors 

PRESENTED in paragraph (1). ACTIVE MANAGERIAL CONTROL IS 

ACHIEVED AND DOCUMENTED WHEN THE CONDITIONS DESCRIBED 

IN SUBSECTION (D) ARE ACHIEVED BY THE LICENSEE. 

(4) 6-month license interval. 

(i) The Hcense interval is 6 months with respect to a retaU food faciHty that 

serves a highly susceptible population or that conducts specialized processes such 

as smoking, curing, or reduced oxygen packaging to extend shelf life. 

(ii) Examples ofthe type of retail-food faciHty that would typicaUy be subject 

to the 6-month hcense interval in subparagraph (i) are preschools, hospitals, 

nursing homes and estabUshments conducting processing at retaU. 

(Hi) The Ucense interval for a retaU food faciHty is 6 months if the retaU food 

faciHty would otherwise be subiect to the 12-month Hcense interval in paragraph 

(3), but the retaU food facihty is newly-Hcensed or has not yet demonstrated to the 

Department, through historical documentation, that it has achieved and 

documented active managerial control of THE foodborne illness risk factors 

PRESENTED in paragraph (1). ACTIVE MANAGERIAL CONTROL IS 

ACHIEVED AND DOCUMENTED WHEN THE CONDITIONS DESCRIBED 

IN SUBSECTION (D) ARE ACHIEVED BY THE LICENSEE. 
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(D) ACHIEVING AND DOCUMENTING ACTIVE MANAGERIAL CONTROL. 

ACTIVE MANAGERIAL CONTROL IS ACHIEVED AND DOCUMENTED WHEN 

ALL OF THE FOLLOWING CONDITIONS ARE MET: 

(1) THE PREVIOUS THREE INSPECTIONS OF THE RETAIL FOOD FACILITY, 

CONDUCTED AT THE APPROPRIATE RISK-BASED LICENSING INSPECTION 

INTERVAL AS DESCRIBED TN SUBSECTION (C), DOCUMENT THROUGH THE 

LICENSEE'S INSPECTION REPORTS THAT: 

(I) THE RETAIL FOOD FACILITY WAS TN OVERALL COMPLIANCE. 

(IT) AMONG THOSE THREE INSPECTION REPORTS THERE HAVE 

BEEN NO REPEATS OF PREVIOUSLY-IDENTIFIED RISK-FACTOR 

VIOLATIONS. 

(ffl) IF A HACCP PLAN IS REQUIRED UNDER § 46.1122 (RELATING TO 

HACCP PLANS), THERE HAVE BEEN NO VIOLATIONS OF THAT HACCP 

PLAN. 

(2) WITHIN THE PREVIOUS THREE INSPECTIONS OF THE RETAIL FOOD 

FACILITY, CONDUCTED AT THE APPROPRIATE RISK-BASED LICENSING 

INSPECTION INTERVAL AS DESCRIBED TN SUBSECTION (C), THERE HAVE 

BEEN NO FOUNDED CONSUMER COMPLAINTS RELATING TO FOOD SAFETY. 

(3) WITHIN THE PREVIOUS THREE INSPECTIONS OF THE RETAIL FOOD 

FACILITY, CONDUCTED AT THE APPROPRIATE RISK-BASED LICENSING 

INSPECTION INTERVAL AS DESCRIBEDTN SUBSECTION (C), THERE HAVE 

BEEN NO REPORTED AND CONFIRMED INCIDENTS OF FOODBORNE ILLNESS 

ASSOCIATED WITH THE FACILITY. 
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(4) THE RETAIL FOOD FACILITY IS IN COMPLIANCE WITH THE FOOD 

EMPLOYEE CERTIFICATION ACT. 

(5) THE RETAIL FOOD FACILITY HAS WRITTEN PROCEDURES THAT - AT A 

MINIMUM- ADDRESS ALL RISK FACTORS, TF THE FACILITY DOES ONE OR 

MORE OF THE FOLLOWING: 

(I) SERVES LARGE NUMBERS OF PEOPLE AND/OR PREPARES FOOD 

A DAY IN ADVANCE, SUCH AS A RETAIL FOOD FACILITY AT A 

SPORTS STADIUM, ENTERTAINMENT COMPLEX, CONFERENCE 

CENTER, BANQUET HALL OR OFF-SITE CATERING FACILITY. 

(E) SERVES TRANSIENT GROUPS OF PEOPLE, SUCH AS A MOBILE 

RETAIL FOOD FACILITY OR TEMPORARY FOOD FACILITY AT A FAIR 

OR EVENT. 

(IE) SERVES CONSUMERS WHICH ARE A HIGHLY SUSCEPTIBLE 

POPULATION, SUCH AS A PRESCHOOL, NURSING HOME OR 

HOSPITAL. 

§ 46.1142. Application procedure for appropriate License [or registration]. 

Prior to the opening of a retail food facility, the operator shall contact the Department 

or hcensor to obtain the appropriate application form for the required hcense [or 

registration]. The Department or hcensor will supply the applicant with the appropriate 

form, based upon the type of retail food facihty involved. [If the food facihty is a public 

eating and drinking place, the applicant shall obtain a hcense. If the food facihty is a 

retail food estabhshment, the applicant must obtain a registration. A single location (such 
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as a grocery store that also serves hot ready-to-eat foods) might requke both a Hcense and 

a registration.] 

§ 46.1143. Issuance. 

(a) New, converted or remodeled retail food facilities. For retaU food facUities that are 

requked to submit plans as specified in § 46.1121(a) (relating to faciHty and operating 

plans), the Department [will issue a registration, or the Department] or Hcensor wiU issue 

a Hcense to the appUcant after the following occur: 

(b) License [or registration] renewal The retaU food faciHty operator of an existing 

retaU food faciHty shaU submit an appUcation, the requked fee and be in comphance with 

this chapter prior to issuance [by the Department of a renewed registration or Hcense, or 

the issuance] of a renewed Hcense by the Department or a Hcensor. 

(c) Change of ownership. Licenses [and registrations] are nontransferable. New owners 

shaU apply to the Department or Hcensor in accordance with § 46.1142 (relating to 

appHcation procedure for appropriate Hcense [or registration]). 

§ 46.1144. Conditions of retention: responsibiUties ofthe retail food facility 

operator. 

To retain a Hcense [or registration] issued by the Department or Hcensor under this 

chapter, a retaU food faciHty operator shaU do the foUowing: 

(1) Post the Hcense [or registration] in a location in the retaU food faciHty that is 

conspicuous to consumers and the Department or Hcensor. 
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(3) If a retaU food faciHty is requked in § 46.1122(a) (relating to HACCP plans) to 

operate under [a] an HACCP plan, comply with the plan as specified in § 46.1103(c). 

(4) Immediately contact the Department or Hcensor to report an illness of a food 

employee as specified in [§ 46.111(b) (relating to duty to report disease or medical 

condition)] Subpart 2-201 ofthe Model Food Code. 

(5) Immediately discontinue operations and notify the Department or Hcensor if an 

imminent health hazard may exist because of an emergency such as a fire, flood, 

extended interruption of electrical or water service, sewage backup, misuse of poisonous 

or toxic materials, onset of an apparent foodborne illness outbreak, gross unsanitary . 

occurrence or condition or other ckcumstance that may endanger pubUc health. A retaU 

food faciHty operator need not discontinue operations in an area of a faciHty that is 

unaffected by the imminent health hazard. 

(6) Not resume operations discontinued in accordance with paragraph (5) or otherwise 

according to the [Pubhc Eating and Drinking Places Law or the Food Act] RetaU Food 

FaciUty Safety Act until approval is obtained from the Department or Hcensor. 

(7) AUow representatives ofthe Department or Hcensor access to the retaU food faciHty 

as specified in § 46.1101 (relating to access to retaU food faciUties). 

(9) [Upgrade or replace refrigeration equipment as specified in § 46.385(a)(3) 

(relating to potentiaUy hazardous food: hot and cold holding), by December 13,2008, if 

the ckcumstances specified in paragraph (8)(i) and (U) do not occur first, and unless a 

variance has been approved as specified in § 46.1103. 
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(10)] Comply with dkectives ofthe Department or Hcensor including time frames for 

corrective actions specified in inspection reports, notices, orders, warnings and other 

dkectives issued by the Department or Hcensor in regard to the operator's retaU food 

faciUty or in response to community emergencies. 

[(11)] (10) Accept notices issued and served by the Department or Hcensor according to 

the [Pubhc Eating and Drinking Places Law or the Food Act] RetaU Food FaciHty Safety-

Act. 

(11) Remit a fee owed the Department under section 5703(j) ofthe RetaU Food FaciUty 

Safety Act (relating to Ucense requked) within the time prescribed by the Department. 

(12^ Remit a civU penalty assessed against the retaU food faciHty operator under the 

RetaU Food FaciHty Safety Act or this chapter within 30 days ofthe later of either ofthe 

foUowing: 

(i) The effective date ofthe final adjudication assessing the civU penalty. 

(U) The expkation ofthe apphcable deadline by which the final adjudication 

could be appealed to an appeUate court ofthe Commonwealth. 

SUBCHAPTER I. FOOD EMPLOYEE CERTIFICATION ACT COMPLIANCE 

§ 46.1201. FOOD EMPLOYEE CERTIFICATION ACT COMPLIANCE. 

(A) STATUTORY REQUIREMENT. THE FOOD EMPLOYEE CERTIFICATION 

ACT REQUIRES THAT A RETAIL FOOD FACILITY HAVE AT LEAST ONE 

EMPLOYEE WHO HOLDS A VALID CERTIFICATE PRESENT AT THE RETAIL 

FOOD FACILITY OR IMMEDIATELY ACCESSIBLE AT ALL HOURS OF 
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OPERATION AND WHO IS THE PERSON IN CHARGE OF THE RETAIL FOOD 

FACILITY WHEN PHYSICALLY PRESENT AND ON DUTY. 

(B) GENERAL RECOGNITION OF CERTIFICATION PROGRAMS. FOR 

PURPOSES OF COMPLIANCE WITH THE FOOD EMPLOYEE CERTIFICATION 

ACT, THE DEPARTMENT RECOGNIZES CERTIFICATION PROGRAMS, 

INCLUDING EXAMINATIONS DEVELOPED UNDER THOSE PROGRAMS, THAT 

ARE EVALUATED AND LISTED BY AN ACCREDITING AGENCY THAT HAS 

BEEN RECOGNIZED BY THE CONFERENCE FOR FOOD PROTECTION AS 

CONFORMING TO THE CONFERENCE FOR FOOD PROTECTION STANDARDS 

FOR ACCREDITATION OF FOOD PROTECTION MANAGER CERTIFICATION 

PROGRAM. A CERTIFICATE OF COMPLETION OF SUCH A PROGRAM IS 

"CERTIFICATE" FOR PURPOSES OF THE REQUIREMENT REFERENCED TN 

SUBSECTION (A) AND IS ADEQUATE PROOF OF COMPLIANCE. 

(C) POSTING OF CERTIFICATE. A RETAIL FOOD FACILITY SHALL POST 

THE ORIGINAL CERTIFICATE OF ITS CERTIFIED EMPLOYEE IN PUBLIC VTEW 

AT ITS BUSINESS LOCATION. 

(D) LIST OF ACCEPTABLE CERTIFICATION PROGRAMS. THE DEPARTMENT 

WTLL MAINTAIN A CURRENT LIST OF DEPARTMENT-RECOGNIZED 

CERTIFICATION PROGRAMS. THE DEPARTMENT WTLL: 

(1) PUBLISH THE CURRENT LIST TN THE PENNSYLVANIA BULLETIN 

ANNUALLY AND WHEN THE LIST IS REVISED. 

. (2) POST THE CURRENT LIST ON ITS AGENCY WEBSITE: 

WWW.AGRICULTURE.STATE.PA.US. 

53 



(3) PROVIDE A COPY OF THE CURRENT LIST UPON REQUEST 

DIRECTED TO THE DEPARTMENT'S BUREAU OF FOOD SAFETY AND 

LABORATORY SERVICES AT (717) 787-4315 OR THE FOLLOWING 

MAILING ADDRESS: 

PENNSYLVANIA DEPARTMENT OF AGRICULTURE 

BUREAU OF FOOD SAFETY AND LABORATORY SERVICES 

ATTN: FOOD EMPLOYEE CERTIFICATION 

2301 NORTH CAMERON STREET 

HARRISBURG, PENNSYLVANIA 17110-9408 . 

Subpart C. MISCELLANEOUS PROVISIONS 

CBLAPTER76. FOOD EMPLOYEE CERTIFICATION (RESERVED). 

§ 76.1 - § 76.19. (Reserved). 

S 76.20. Definitions. 
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The-foUowing words and terms, when used in this chapter, have the foUowing 

meanings, unless otherwise defined in Chapter 16 (relating to food code^ 

Act The Food Employee Certification Act (3 Pa.CS. §§6501 65Wh 

Certificate—A certificate of completion issued by a certification program that has 

been evaluated and Usted by an accrediting agency that has been recognized bythe 

Conference for Food Protection Standards for Accreditation of Food Protection Manager 

Certification Program. 

Conference for Food Protection An independent National voluntary nonprofit 

organization to promote food safety and consumer protection. Participants in this 

organization include Federal, State and local regulatory agencies, universitiesTtest 

providers, certifying organizations, consumer groups, food service and retaU store trade 

assoekitions, and retaU food faciHty operators. The objectives ofthe orgcinization include 

identifying and addressing food safety problems and promoting unfformity of regulations 

in food protection. 

Department The Department of Agriculture ofthe Commonwealth.— 

Employee As defined in 3 Pa.C.S. § 5702 (relating to definitions). 

§-7&.21. Certification programs. 

fa) General recognition of certification programs. For purposes of comphance with the 

aetrthe Department recognizes certification programs, including examinations developed 

under those programs, that are evaluated and Usted by an accrediting agency that-has 

been recognized by the Conference for Food Protection as coifforming to the Conference 
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for Food Protection Standards for Accreditation of Food Protection Manager Certification 

Program. 

(b) List of acceptable certification programs. The Department wiU maintain a current 

Hst of Department recognized certification programs. The Department wiU: 

(1) PubHsh the current Hst in the Pennsylvania Bulletin annuaUy and when the 

Hst is revisedr 

(2) Post the current Hst on its agency website: \\VvVv^agriculture.state.pa.us. 

(3) Provide a copy ofthe current Hst upon request dkected to the Departments 

Bureau of Food Safety and Laboratory Services at (717) 787 1315 or the 

-foUowing mailing address: 

Pennsylvania Department of Agriculture 

-Bureau of Food Safety and Laboratory Services 

ATTN: Food Employee Certification 

2301 North Cameron Street 

Harrisburg, Pennsylvania 17110 9408 
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Department of Agriculture 

Notice of Final Rulemaking 
7 Pa. Code Chapters 46 and 76 

Food Code; Food Employee Certification 
LD. No. 2-174 

List of Commentators who Requested Additional Information 
and a Copy ofthe Final-Form Regulation 

The following persons offered comments with respect to the proposed rulemaking in the above 
matter, and requested additional information and a copy ofthe final-form regulation: 

1. Commentator: Pennsylvania Association for Sustainable Agriculture 

Contact Name and Address: 

Susan Beal,DVM 
Agricultural Science Advisor 
Pennsylvania Association for Sustainable Agriculture 
PO Box 419, Millheim, PA 16854 

2. Commentator: Pennsylvania Catholic Conference 

Contact Name and Address: 

Ball, Murren & O'Connell 
Thomas A Capper, Esq. 
2303 Market Street 
Camp Hill, PA 17011 
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PROPOSED RULEMAKING 
DEPARTMENT OF 

AGRICULTURE 
[7 PA. CODE CHS. 46 AND 76 ] 

Food Code; Food Employee Certification 

The Department of Agriculture (Department) proposes 
to amend Chapters 46 and 76 (relating to food code; and 
food employee certification) to read as set forth in Arm ex 
A. ' :' t -
Statutory Authority . . ." "' 

Sections 5701^-5714 of 3 Pa.C.S. (relating to Retail 
Food FaciHty Safety Act), 3 Pa.C.S. §§ 5721—5737 (relat
ing to Food Safety Act), the act of July 2, 1935 (P. L. 589, 
No. 210) (31 P.S. §§ 645—660g), known as the Milk 
Sanitation Law, section 1705(d) of The Adniinistrative 
Code of 1929 (71 P.S. § 445(d)) and 3 Pa.C.S. §§ 6501— 
6510 (relating to Food Employee Certification Act) provide 
the legal authority for this proposed rulemaking. 

The Retail Food FaciHty Safety Act charges the Depart
ment with responsibihties regarding the Hcensure, inspec
tion, cleanliness and sanitation of "retail food faciHties" 
(such as restaurants) in this Commonwealth. This in
cludes the responsibiHty to promulgate regulations neces
sary to implement the Retail Food FaciHty Safety Act and 
requires that, in promulgating these regulations, the 
Department "be guided by the most current edition of the 
Food Code, pubHshed by the United States Department of 
Health, Food and Drug Administration" (see 3 Pa.C.S. 
§ 5707(a) (relating to powers of department)) (Model Food 
Code). The Retail Food FaciHty Safety Act also affords the 
Department the discretion to estabhsh retail food faciHty 
Hcense intervals of greater than 1 year, but requires that 
these Hcense intervals be estabhshed by regulation and 
that the regulations use risk-based factors identified in 
the Model Food Code as a basis for determining the 
appropriate Hcense interval. 

The Food Safety Act charges the Department with the 
responsibiHty to: (1) regulate, register and inspect "food 
estabHshments" in the Commonwealth (see 3 Pa.C.S. 
§ 5734(a) (relating to registration of food establish
ments)); (2) promulgate regulations and food safety stan
dards necessary to the proper enforcement of the food 
safety requirements in the Food Safety Act (see 3 Pa.C.S. 
§ 5733(a) (relating to rules and regulations)); and (3) 
construe the Food Safety Act and its attendant regula
tions in a manner that is as consistent with Federal 
statutory and regulatory authority as practicable (see 3 
Pa.C.S. § 5736 (relating to construction of subchapter)). 

The Milk Sanitation Law requires that a person selling 
milk, milk products or manufactured dairy products have 
a Department-issued permit. It also charges the Depart
ment with responsibiHty to promulgate regulations neces
sary for the proper enforcement of the Milk Sanitation 
Law. (See section 19 ofthe Milk Sanitation Law (31 P. S. 
§ 660c).) ; 

Section; 1705(d) of The Administrative Code of 1929 
requires the Department to estabhsh regulatory stan
dards necessary to enforce food safety laws. 

The Food Employee Certification Act requires that a 
retail food faciHty have at least one employee who holds a 
valid certificate evidencing successful completion of a 

Department-approved food safety training course (see 3 
Pa.C.S. § 6504(a) (relating to certification of employees)) 
and authorizes the Department to promulgate regulations 
necessary for the proper enforcement of the Food Em
ployee Certification Act (see 3 Pa.C.S. § 6505 (relating to 
rules and regulations)). 

Purpose 

The act of November 23, 2010 (P. L. 1039, No. 106) (Act 
106) accompHshed a significant overhaul of the food-
related statutes administered and enforced by the Depart
ment. It repealed the PubHc Eating and Drinking Places 
Law and the Food Act and supplanted these statutes with 
the Retail Food FaciHty Safety Act and the Food Safety 
Act, respectively. It also made substantive changes to the 
Food Employee Certification Act. Although many of the 
provisions of these new oi; revised food-related statutes 
are similar to the statutes they replaced, there are also a 
number of changes that necessitate this proposed rule
making. 

The proposed rulemaking seeks to: (1) adopt the termi
nology and implement the changes necessitated or autho
rized by Act 106; (2) incorporate, to the extent practicable, 
the standards and requirements of the Model Food Code 
as the food safety standards and requirements for this 
Commonwealth; (3) estabhsh retail food facility Hcense 
intervals of greater than 1 year using risk-based factors 
identified in the Model Food Code as a basis for determin
ing the appropriate Hcense interval; and (4) streamline 
the food employee certification regulations in Chapter 76 
to reflect changes produced by Act 106. 

Background' 

The Model Food Code is the product of a collaborative 
effort among the Department, the United States Food and 
Drug Administration, the United States Department of 
Agriculture Food Safety Inspection Service, the Centers 
for Disease Control, various State and local pubhc health 
and food control agencies, food industry representatives, 
academia and consumers. It represents the state-of-the-
science with respect to food handling and food safety. It is 
adopted by reference in portions of the current regula
tions in Chapter 46. It is also a basis for food safety 
training courses Nationwide. In addition, the Retail Food 
FaciHty Safety Act specificaUy requires that the Depart
ment be guided by the Model Food Code in promulgating 
regulations (see 3 Pa.C.S. § 5707(a)). Against this back
drop, the Department is satisfied that the regulatec 
community is familiar with the Model Food Code and thai 
the expansive adoption of Model Food Code standards 
and requirements in the proposed rulemaking wiU noi 
have an adverse impact on that regulated community 

The other provisions ofthe proposed rulemaking imple 
ment new or revised statutory requirements establishe( 
by Act 106, which revised or replaced a number of th< 
food-related statutes as previously described. 

Need for the Proposed Rulemaking ~ 

The proposed rulemaking is driven by the substantia 
changes to underlying food safety related statutes accom 
pHshedbyAct 106. 

The proposed rulemaking is also needed to reduc 
foodborne illness to the fullest extent possible. This pubH 
health and safety objective is the primary reason for th 
proposed rulemaking. 
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The food safety standards in this proposed rulemaking 
should also serve the regulated community by helping to 
lower the number of claims and lawsuits related to 
foodborne illness^ 

The provisions of the proposed rulemaking that pre
scribe the appropriate Hcense intervals for various types 
of retail food faciHties (based on risk-based factors identi
fied in the Model Food Code) are needed for the Depart
ment and other Hcensors of these faciHties to make better 
use of limited manpower resources involved in accom-
pHshing inspections and processing Hcense paperwork. 

Act 106 also made significant revisions. to the Food 
Employee Certification Act. The proposed rulemaking is 
needed to implement these changes. 

The Department is satisfied there are no reasonable 
alternatives to proceeding with the proposed rulemaking. 

- . ' « * ' . . • • ' • • • • - . 

Overview of the Major Provisions of the Proposed Rule
making 

Proposed amendments to § 46.3 (relating to definitions) 
delete a number of terms1 that are defined in the Model 
Food Code to maintain a common vocabulary of food 
safety terminology. When an underlying statute uses a 
term that is not used in the Model Food Code, but that is 
synonymous with another term in the Model Food Code, 
the proposed rulemaking identifies that synonymous 
Model Food Code. term. This occurs in the definitions of 
'licensee," "proprietor" and "retail food faciHty." 

• '. • v ' ' • ''" ' • 
Proposed § 46.4 (relating to adoption of Model Food 

Code) would adopt the standards ofthe Model Food Code 
as the regulatory standards of the Department to the 
extent they do not conflict with an underlying statute or a 
specific provision of Chapter 46. 

The proposed rulemaking would rescind current regula
tory provisions when the subject matter of those provi
sions is adequately addressed in the underlying statutes 
or the Model Food Code, or when the provisions are no 
longer necessary. These deletions . are throughout the 
proposed rulemaking and address a wide range of food 
safety related subjects. 

Proposed amendments to § 46.212 (relating to food 
prepared in a private home) add language to track with 3 
Pa.C.S § 5712 (relating to appHcabiHty) that generaUy 
exempts food that is prepared in.private homes and then 
sold at events such as church suppers and fundraisers for 
charitable organizations from the requirements of the 
RetaU Food FaciHty Safety Act. 

The Hst of the types of retaU food facUities that are 
exempt from Hcensure under the RetaU Food FacUity 
Safety Act are proposed to be amended hi § 46.1141 
(relating to Hcense requirement) to reflect that 3 Pa.C.S. 
§ 5703(b) (relating to Hcense required) affords a Hcensor 
(whether the Department or a local government unit) the 
discretion to issue an order estabhshing which types of 
retaU food facUities wUl be exempt. The Department has 
exercised this discretion and pubHshed ;an order at 41 
Pa.B. 524 (January 22, 2011) designating the types of 
retaU food facUities that are exempt. A reference to this 
order or its date or place of pubhcation is not included in 
the proposed rulemaking because the order might change 
and it might cause confusion in those jurisdictions where 
the Hcensor is an entity other than the Department. 

Proposed amendments to § 46.1141(c) estabhsh retaU 
food facUity Hcense intervals based on risk-based factors 
identified in the Model Food Code as authorized under 
section 5703(g) ofthe RetaU Food FacUity Safety Act. 

Proposed § 76.20 (relating to definitions) would estab
hsh definitions either included or authorized in the Food 
Employee Certification Act. 

Proposed § 76.21 (relating to certification programs) 
would implement 3 Pa.C.S. § 6503(c) (relating to certifi
cation programs) that the Department recognize certain 
certification programs as adequate for purposes of meet
ing the requirements of the Food Employee Certification 
Act. It would also require the Department to maintain, 
post on the Department's web site and readUy provide, 
copies of that. Hst of acceptable certification programs. 

Affected Individuals and Organizations 

The proposed rulemaking would impact the pubhc by 
reducing the number of foodborne illness outbreaks origi
nating from retaU food facUities and food estabhshments. 

RetaU food facUities and food estabhshments would also 
be affected by the proposed rulemaking. Fewer foodborne 
illness incidents wUl benefit owners, operators and em
ployees of these businesses who wUl be spared some costs 
associated with lawsuits, compensation or business dis
ruption relating to foodborne illness. Also, since the 
proposed rulemaking would bring the Commonwealth's 
food safety standards into greater aHgnment with the 

. Model Food Code, and the Model Food Code is the basis 
for food safety standards in aU of the,continental United 
States, there may be some savmgs associated with operat
ing in a regulatory environment where there.is a greater 
degree of consistency and uniformity in regulatory food , 
safety standards. .',';' 

Fiscal Impact 

Commonwealth. Aside from an initial expected outlay of 
approximately $5,000 to revise Hterature, web sites, forms 
and the electronic Heensing system, the proposed rule= 
making would not impose costs or have1 fiscal impact on 
the Commonwealth. The Department currently registers 
and inspects food estabhshments under the Food Safety 
Act and Hcenses and inspects retaU food faciHties under 
the RetaU Food FacUity Safety Act. The proposed rule
making would not appreciably expand or alter the De
partment's role in administering and enforcing these 
underlying statutes. • • • ' > ' " ' . • ' 

Political subdivisions. The proposed rulemaking would 
not impose costs or have fiscal impact-'upon poHtical 
subdivisions. Although a local government unit may act 
as. the "Hcensor" of retaU food facUities within its borders, 
the proposed rulemaking would not impose requirements 
on a local government unit Hcensor that is not imposed by 
one or more of the underlying statutes., 

Private sector. The proposed rulemaking is not expected 
to impose costs on the private sector. Owners of restau
rants, food processing operations, other retail food facU
ities and other food establishments are already familiar 
with.the food safety standards and procedures prescribed 
under the Model Food Code. Chapter 46 embodies many 
ofthe provisions of the Model Food Code. The Model Food 
Code is the basis for much of the food safety related 
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training that is avaUable to these persons and that has 
been obtained for purposes of comphance with the Food 
Employee Certification Act. 

General public: The proposed rulemaking would en
hance public health and safety. It is expected to reduce 
the number of cases of foodborne illness attributable to 
food originating from food facUities in this Common
wealth. This should result in,some indeterminate cost 
savings to the general pubhc. 

Paperwork Requirements 

The proposed rulemaking is not likely to appreciably 
impact upon the paperwork generated by the Department 
or other retaU food facUity Hcensors or retaU food facU
ities or food establishments. *7 

Effective Date 

', The proposed rulemaking wUl be effective 1 month 
foUowing final-form pubhcation in the Pennsylvania Bul
letin. •'._. ""•':. 

Sunset Date" ; 

There is hot a sunset date for the proposed rulemaking. 
The Department wUl review the efficacy of these regula
tions on an ongoing basis. 

Public Comment Period/Contact Person 

Interested persons are invited to submit written com
ments regarding the proposed rulemaking within 3.0 days 
foUowing publication in the Pennsylvania Bulletin. Com
ments should be submitted to the Department of Agricul
ture, Bureau of Food Safety and Laboratory Services, 
2301 North Cameron Street, Harrisburg, PA 17110-9408, 
Attention: Sheri Morris. 

Regulatory Review 

Under section 5(a) of the Regulatory Review Act (71 
P.S. § 745.5(a)), on August 1, 2012, the Department 
submitted a copy of this proposed rulemaking and a copy 
of a Regulatory Analysis Form to the Independent Regu
latory Review Commission (IRRC) and to the Chairper
sons ofthe House and Senate Standing Committees on 
Agriculture and Rural Affairs. A copy of this material is 
avaUable to the pubhc upon request. 

Under section 5(g) ofthe Regulatory Review Act, IRRC 
may convey any comments, recommendations or objec
tions to the proposed rulemaking within 30 days ofthe 
close ofthe pubhc comment period. The comments, recom
mendations or objections must specify the regulatory 
review criteria which have not been met. The Regulatory 
Review Act specifies detaUed procedures for review, prior 
to final pubhcation of the rulemaking, by the Depart
ment, the General Assembly and the Governor of com
ments, recommendations or objections raised. 

GEORGE D. GREIG, 
Secretary 

Fiscal Note: 2-174. (1) General Fund; (2) Implement
ing Year 2011-12 is $5,000; (3) 1st Succeeding Year 
2012-13 is $0; 2nd Succeeding Year 2013-14 is $0; 3rd 
Succeeding Year 2014-15 is $0; 4th Succeeding Year 
2015-16 is $0; 5th Succeeding Year 2016-17 is $0; (4) 
2010-11 Program—$1,835,780; 2009-10 Program— 
$1,341,812; 2008-09 Program—$1,088,400; (7) General. 
Government Operations—Bureau of Food Safety; (8) rec
ommends adoption. -̂  

Annex A 
TITLE 7. AGRICULTURE 

PART m . BUREAU OF FOOD SAFETY AND 
LABORATORY SERVICES 
Subpart A. SOLID FOODS 

CHAPTER 46. FOOD CODE 
Subchapter A. PURPOSE [ AND ]; DEFINITIONS; 

ADOPTION OF MODEL FOOD CODE 
§ 46.2. Scope. 

This chapter estabhshes definitions; sets standards foi 
management and personnel, food operations and equip
ment and facUities; and provides for retail food facihty 
plan review, Hcensing, [registration,] inspection and 
employee restriction. 
§ 46.3. Definitions. 

The foUowing words and terms, when used in this 
chapter, have the foUowing meanings, unless the context 
clearly indicates otherwise: 

[Additive—A food additive or a color additive. 
Adulterated—-Food with respect to which one oi 

more of the following is accurate: 
(i) The food bears or contains any poisonous oi 

deleterious substance, which may render it injuri
ous to health. However, if the substance is not an 
added substance, the food will not be considered 
adulterated if the quantity of the substance in the 
food does not ordinarily render it injurious to 
health. 

(ii) The food bears or contains any added poison
ous or added deleterious substance, which is unsafe 
within the meaning of section 11 of the Food Act (31 
P. S. § 20.11). This subparagraph does not apply to a 
pesticide chemical in or on a raw agricultural 
commodity, a food additive or a color additive. 

(iii) The food is a raw agricultural commodity 
and bears or contains a pesticide chemical which is 
unsafe within the meaning of section 11 of the Food 
Act, except that, when a pesticide chemical has 
been used in or on a raw agricultural commodity 
with an exception granted or tolerance prescribed 
under section 11 of the Food Act or under any ol 
the Federal acts and the raw agricultural commod
ity has been subjected to processing such as can
ning, cooking, freezing, dehydrating or milling, the 
residue of the pesticide remaining in or on the 
processed food will, notwithstanding section 11 oi 
the Food Act and this subparagraph, not be deemed 
unsafe if the residue in or on the raw agricultural 
commodity has been removed to the extent possible 
in good manufacturing practice and the concentra
tion of the residue in the processed food when 
ready to eat is not greater than the tolerance 
prescribed for the raw agricultural commodity. 

(iv) The food bears or contains any food additive, 
which is unsafe within the meaning of section 11 oi 
the Food Act or any of the Federal acts. 

(v) The food consists in whole or in part of any 
diseased, contaminated, filthy, putrid or decom
posed substance or is otherwise unfit for food. 

(vi) The food has been produced, prepared; 
packed or held under unsanitary conditions so that 
it may have become contaminated with filth or may 
have been rendered diseased, unwholesome or inju
rious to health. 
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(vii) The food is, in whole or part, the product of 
a diseased animal or of an animal which has died 
otherwise than by slaughter. 

(viii) The food is in a container composed, in 
whole or part, of any poisonous or deleterious 
substance which may render the contents injurious 
to health, unless the container is fabricated or 
manufactured with good manufacturing practices 
as that standard is defined and delineated by any 
of the Federal acts and their regulations. 

(ix) The food has been intentionally subjected to 
radiation, unless the use of the radiation was in 
conformity with a, regulation or exemption under 
section 11 of the Food Act or under one of the 
Federal acts. : 

(x) The food has had any valuable constituent, in 
whole or part, omitted or abstracted therefrom. 

(xi) The food has had any substance substituted 
. wholly or in part. 

(xii) Damage or inferiority of the food is con: 
cealed in any manner. 

(xiii) A substance has been added to the'food and 
it is mixed or packed so as to increase its bulk or 
weight or reduce its quality or strength or make it 
appear better or of greater value than it is. 

(xiv) The food bears or contains any color addi
tive which is unsafe within the meaning of section 
11 of the Food Act or under one of the Federal acts, 

(xv) The food bears or contains eggs processed by 
or egg products derived from a manufacturing, 
processing dr preparing method wherein whole 
eggs are broken using a centrifuge-type egg break
ing machine that separates the egg's liquid interior 
from the shell. ' 

Approved—Acceptable to the Department based1 

on a determination of conformity with principles, 
practices and generally recognized standards 
proven to be scientifically sound that protect public 
health.] 

Bed and breakfast homestead or inn—A private resi
dence which "contains ten or fewer bedrooms used for 
providing overnight accommodations to the pubhc, and in 
which breakfast is the only meal served and is included 
in the charge for the room. 

[Beverage—A liquid for drinking, including wa-
• ter. ••'-,. 

Bottled drinking water—Water that is sealed in 
bottles, packages or other containers and offered 
for sale for human consumption. The term includes; 
bottled mineral water. 

CFR—The most-recently published edition or re
vision ofthe Codeof-FederalRegulations, a compi
lation of the general and permanent rules pub
lished in the Federal Register by the executive 
departments and agencies of the Federal govern
ment.,'. 

CLP—Cleanedinplace— 
(i) Cleaned in place by the circulation or flowing 

by mechanical means through a piping system of a : 
detergent solution, water rinse and sanitizing solu
tion onto or over equipment surfaces that require 
cleaning, such as the method used, in part, to clean 
and sanitize a frozen dessert machine. > 

or 
or 

x.'.v r«, 4. include the cleaning of 
(u) The t e i ^ does not m d t i a g i i c e r s ^ ^ ^ 

equipment such as bandI saw^ ^ c l e a n i n 
that are subjected to in-P"w'c 

without the use of a CIP system. 
Casing-A tubular container forsausage products 

m ^ o f either natural or artificial (synthetic) ma-

^frtifUation - ^ ^ ^ ^ J a r ^ t letters ^ d numbere assiffaed by ^ c 

other s h e m s h c o n ^ l a u t h o ^ ^ J J ^ ^ ^ 
to a moUuscan ^eUfish de« S a nj tation Pro-
provisions of the National &nen":B" «~v 
gram. 

Color ^ ^ ^ ^ ^ t ^ p r J S ^ 
ment or other ^ ^ J ^ extracted, isolated 
synthesis or similar ^ ^ . ^ t h o u t intermediate 

otherwise derived, w i t i v o r ^ & v e g e t a b l e ani. 
final change o f . ' d ^ * * f a n d w h e n added or 

mal nuueral or other *»g*^ Q n e o r t h r o u h 
applied to a food is capame, arti_g c o l o r 

reaction with other substances, 01 ™ P « " B 

thereto.' '-
(i) The term includes black, white and intermedi-

ate grays. 
/..;' r—_ ^ J «^f include materials, which 

t h e ^ r e t a T b f r e ^ a t i S V ^ T « * " " ^ 
o r ^ ^ a S r S S e d ^ o bT used, solely for a purpose 
other than coloring. 

^ I h e term d - n o * ^ S J ^ 
chemical, soil, or plant^nutne & ^ 

tural chemical solely because^ ^h 

J 2 S X i S J S f S ^ l S S ? n a t u r a l feiologi-

affecting its color, whether oeiu* 
^ . T m ^«.KSU^' shellstock harvested on 

^Commingle-To ^ ^ f - ^ e n t growing areas as 
Querent^days^or^ from ^ f 0 ^ t o t o m b i n e shucked 

identified on the tag;or l a P g . ^ : a i f f a r e i i t container 
shellfish from containers w 1 " ™* 
codes or different shucking dates. 

n • -1J A lumi fhat is educed in size by 
Comminuted—A food that i flnking grinding or 

or meat products 
bructured or refor

mat are reaucea ^ f ^ ^ ^ V r o s , ground beef and 
mulated such as gefilteJfisb, g3£ ^ m o r e types of 

meiflous.muiuiuug • i * 5 ^ fish or meat products 
mincing. The term ^ ^ r e s t r u c t u r e d o r refor-
that »rA reduced in size ana f̂  _ ___ j i * ___ J 

m ^ o d s "including chopping, • * * * * grinding or 
mincing. The term includes nsn 
that are reduced in size a » d J ~ ^ 
nmlated such as geffltefish, gyr 
sausage; and ^ n u x t m - e ^ t ^ ^ ^ ^ 
meat that have been r e d u c e d ^ Q_ ^ ^ ^ ^ 
such as sausages made rrw« 

„'' P . .• . . ' *t ,̂/rfe—A foodborne disease 
C o r n e d to « » * £ iaiyrfs of appropri-

outbreak in w h i c h ^ a b o r a t o r y ^ ^ ^ &gFF F ^ 
S d S S a ^ s W l i c a t e s the food as the 
source of the illness. 

-•• * A 7*rVin is a member of the 
Consumer-A person, * * « ^ ^ ^ ^ ^ 

pubhc, takes Possession offo * food f o r 
in the capacity of an ope«» o £ f e r ^ food 

food processing plant, ana o"c 

for resale. 
Controlled atnU>spher*Jg^n^^^ 

duced oxygen packaging in d g o t h a t ^ ^ ^ 
of a package of food i s " " ^ ^ i s different from 
package is opened, its ?°*P 0 f" m a i n ta ihed, such as 
air, and continuous control* ^ combination of 
by using oxygen scavengers 
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Ipp'h 
7' ::i 

i''ir.i-

t tal replacement of oxygen, nonrespiring food and 
impermeable packaging material. 

Corrosion-resistant material—A material that 
* aintains acceptable surface cleanabUity charac
teristics under prolonged influence of the food to 
vf contacted, the normal use of cleaning com-

unds and sanitizing solutions and other condi
tions of the use environment. 

Critical control point—A point or procedure in a 
cific food, system where loss of control inay 

S^<mlt in an unacceptable health risk. 

Critical limit—The maximum or minimum value 
t which a physical, biological or chemical param-
> r must be controlled at a critical control point to 
" f-mize. the risk that the identified food safety 
hazardi i n a 5 r o c c U K l 

Devart77ient--rthe Department of Agriculture of the 
r mmohwealth. The term is synonymous with the 
t°rm Regulatory authority" in the Model Food 
"Code. . ' 

Drinking water, potable water or water-^Safe drinking 
. as defined in the Pennsylvania Safe Drinking 

Water Act (35 P. S. §§ 721.1—721,17). The term does not 
hide water such as boUer water, mop water, rainwater, 

wastewater, and ^ondrinMng" water. 

r y w storage area—A room or area designated for 
the storage of packaged or containerized bulk food 
that is not potentially hazardous and dry goods 
such as single service items. 

vpA-JThe United States Environmental Protec
tion Agency; 

Easily cleanable— 
(i) A characteristic of a surface that: 

(A) Allows"^ effective removal of soil by normal 
cleaning methods. 

fg) Is dependent on the material, design, con
traction and installation of the surface. 
(C) Varies with the likelihood of the surface's role 

. introducing pathogenic or toxigenic agents or 
^her contaminants into food based on the surface's 
approved placement, purpose and use. 

(ii) The term includes a tiered application of the 
riteria that qualify the surface as easily cleanable 

c
 gpecified in subparagraph (i) to different situa

tions in which varying degrees of cleanabihty are 
required, such as one of the foUowing: 

(A) The appropriateness of stainless steel for a 
f od preparation surface as( opposed to the lack of 

eed for stainless steel to be used for floors or for 
tables used for consumer dining. 

(B) The need for a different degree of cleanabUity 
f r a utilitarian attachment or accessory in the 
kitchen as opposed to a decorative attachment or 
ccessory in the consumer dining area. 
Easily movable—A unit of equipment that is both 

of the foUowing: 
; >y portable; mounted on casters, gHders or roU-

g. 0r prbyidecl with a mechanical means to safely 
tilt'the unit of equipment for cleaning. 

(ii) Has no utility connection, a utUity connection 
that disconnects quickly or a flexible utUity con

nection line of sufficient length to aUow the equip
ment to be moved for cleaning of the equipment 
and adjacent area. 

Egg—The shell egg of the domesticated chicken, 
turkey, duck, goose or guinea. ] 

Employee—The Hcense [ or registration ] holder, per
son in charge, person having supervisory or management 
duties, person oh the payroU, family member, volunteer, 
person performing work under contractual agreement or 
other person working in a retaU food facUity. 

[Equipment— 

(i) An article that is used in *the operation of a 
food facUity such as a freezer, grinder, hood, ice 
maker, meat block, mixer, oven, reach-in refrigera
tor, scale, sink, sheer, stove, table, temperature 
measuring device for ambient air, vending machine 
or warewashing machine. 

(ii) The term does not include items used for 
handling or storing large quantities of packaged 
foods that are received from a suppUer in a cased 
or overwrapped lot, such as hand trucks, forklifts, 
dollies, paUets, racks and skids. , 

Exclude—To prevent a person from working as a 
food employee or entering a food facUity except for 
those areas open to the general public. ] 

FDA—The United States Food and Drug Administra-

[Federal acts—The Wholesome Meat Act (21 
U.S.CA. §§ 601—641), the Federal Food, Drug and 
Cosmetic Act (21 U.S.G. §§ 301—399), the Poultry 
Products Inspection Act (21 U.S.C .A. §§451—471), 
the Fair Packaging and Labeling Act (15 U.S.CA. 
§§ 1451—1461), the Federal Insecticide, Fungicide, 
and Rodenticide Act (7 U.S.CA. § 136—136y) and 
the Nutrition Labeling and Education Act of 1990 
(21 U.S.CA. § 343-1). 

Fish—-The term includes: 
(i) Fresh or saltwater^ finfish, crustaceans, aU 

moUusks and other forms of aquatic life (including 
alligator, frog, aquatic turtle, jeUyfish, sea cucum
ber, and sea urchin and the roe of those animals), 
other than birds or mammals, if the animal life is 
intended for human consumption. 

(ii) The term includes an edible human food 
product ; derived in whole or in part from fish, 
including fish that have been processed in any 
manner. ] 

Food—An article used for food or drink by humans, 
including chewing giim and articles used for components 
of any article. The term does not include medicines and 
drugs. 

[Food Act—The Food Act (31 P. S. §§ 20.1—20.18). 

Food additive— 
(i) A substance, the intended use of which results 

or may reasonably be expected to result, directly or 
indirectly, in its becoming a component or other
wise affecting the characteristics of any food, with 
respect to which one or more of the foUowing is 
correct: 

(A) The substance is not generaUy recognized, 
among experts qualified by scientific training and 
experience to evaluate its safety, as having been 
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adequately shown through scientific procedures to 
be safe under the conditions of its intended use. 

(B) The substance has been used in food prior to 
January 1, 1958, and is not generaUy recognized, 
among experts qualified by scientific training and 
experience to evaluate its safety, as having been 
adequately shown through scientific procedures or 
experience based on common use in food, to be safe 
under the conditions of its intended use. 

(ii) The term does not include the foUowing: 
(A) A pesticide chemical in or on a raw agricul

tural commodity. •"•••". 
(B) A pesticide chemical to the extent that it is 

intended for use or is used in the production, 
storage or transportation of any raw agricultural 
commodity. 

(C) A color additive. 
(D) A substance used in accordance with a sanc

tion or approval granted prior to the enactment of 
this subparagraph under a statute repealed by the 
Food Act, under the Poultry Products Inspection 

, Act or under the Wholesome Meat Act. 

(E) Anew animal drug. ; 

Foodborne disease outbreak—The occurrence of 
two or more cases of a similar illness after inges
tion of a common food. 

Food-contact surface—One of the foUowing: 
(i) A surface of equipment or a utensU with which 

food normally comes into contact/ ^ 
(u) A surface of equipment or a utensU from 

which food may drain, drip or splash into a food, or 
onto a surface normaUy in contact with food. 

Food employee—An individual working with 
unpackaged food, food equipment or utensUs, or 
food-contact surfaces. ] 

Food establishment-^ ,••'•.-, 

(i) A [retaU food store and a ] room, building or 
place or portion thereof or vehicle maintained, used< or 
operated for the purpose of commerciaUy storing, packag
ing, making, cooking, mixing, processing, bottling, baking, 
canning, freezing, packing or otherwise preparing or 
transporting or handling food. 

(U) The term [ includes those portions of pubUc 
eating and drinking Ucensees which offer food for 
sale for off-premises consumption, except ] excludes 
retaU food facUities, retaU food estabhshments, 
public eating and drinking places and those portions 
of estabhshments operating exclusively under milk or 
milk products permits. 

(in) The term is synonymous with the term "food 
processing plant" in the Model Food Code. 

[ Food facility—A pubUc eating or drinking place 
or a retaU food estabUshment. The term does not 
include the foUowing: 

(i) A food service facUity provided by or at an 
organized camp or campground. 

(U) A food service facUity provided by or at a 
school. 

(in) A food service facUity at an institution such 
as a nursing home or hospital. 

(iv) Any other food service faciUty that is not a 
p u t t i n g or drinking place. . 

; x •-«. PI ^^npssintf plants, warehousing estab-
, * _ £ S ? . f f 3 C W establishments that com-
ply with the foUowing: 

(A) Are not retaU food estabUshments. 
™x ^ 4- «i.nvide food tb the consumer either 

d S * o ^ n S ^ ( - c b as through the home 
delivery of groceries). 

(C) AppUcable Federal regulations. 

„ j * i;*« nnerator—The entity that is legaUy 
Food ^ ' ' « r TlToperation of tne food faciUty, 

l u T a s ^ • £ £ " * * • > agent or other person, 
r, J finite nntmises—The food faciUty, its con-
Food ftKiW P*™ ous l__A o r p roperty under 

tents and the g j * ^ faculty operator. If a food 
the control of -UMV» larger operation, such 
facmty is a c o m p o n e n ^ j ^ o r

P
p u b U c camp-

as a ^ o t e 1 ' , ^ larger operation is also under the 
ground, and that ^ B erSLto]C, that larger 
control of. theioo ^ fecmty p r e m i g e s t o t h 

e K J T m a y Spact the food faciUty, its personnel 
or its operations. . •• . . 

„ P. - „«eintf olant—A. commercial operation Food Processmg^ ^ ^ ^ ^ fo(>d 

that m a n u f a c t a ^ P a ^ ' d o e s n o t p r o v i d e food 
S e S S a C c o S e r . The term does not include a 

food facUity. ] ;'. ^ o 

Food Safety Act-The Food Safety Act (3 Pa.C.S. 
§§5721—5737). , 

[ Game animal— . _ 
/x A o^mal the products of which are food, 

t h 2 & - H S * * £ - y of the foUowing: 
(A) Fish, as that term is defined in this chapter. 
~v T, xxi choPDi swine, goat, horse, mule or 

' • • P ^ S n e S tnoseTerVn! are used in 9 CFR 
nw w m Subchapter A (relating to agency or-
C h a ? « o ^ a n d ternunology; mandatory meat and 
P o u C S o d u c * : inspection and voluntary inspec 
tion and certification). P ™ P . 

(G) Poultry, as that term is used in 9 CFR Chap-
t e r m , Subchapter A. 

(D) Ratites, sucb as ostriches, emus or rheas. 
nn ThP term includes mammals such as reindeer, 

, , ( ) S S l o p e , water buffalo, bison, rabbit, 
elk, deer, a n t e w p ^ c ^ n u t r . a o r m u s k r a t > ^ 

n ^ n ^ ^ e p S s such as land snakes. 

n \™l use pesticide—A pesticide that is not 
^IZ JrZketPA for restricted use as specified 

u f l o ^ F R 152-175 (relating to pesticides classified 
for restricted use). ] 

tfArrrmHazard Analysis Critical Control Point—A 
. IT^laTed by the National Advisory Committee on 

system developed oy identifies and 

Micrdnolopcd[ Cntena ^ ^ a d v e r s e l y 

S ^ ^ ^ e i b o d products. 

r TTA nrr> nlan—A written document that delin-
\ rtf formal procedures for foUowing the 

eates^ the torm * N a t i o n a l Advi-

^ C C P „ S " onWrobiofogica l Criteria for 

Foods. 
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Hazard—A biological, chemical or physical prop-, 
erty (such as the presence of pathogens, pesticides, 
natural toxins, rodent contamination or foreign 
materials) that may cause an unacceptable con
sumer health risk. 

Hermetically sealed cpntainer—A container that is 
designed and intended to be secure against the 
entry of microorganisms and, in the case of low 
acid canned foods, to maintain the commercial 
sterility of its contents after processing. 

High humidity cooking-r^ookhig in an oven that 
attains relative humidity of greater than 90% for at 
least 1 hour as measured in the cooking chamber or 
exit of the oven*, or cooking . in a moisture-
impermeable bag that provides 100% humidity. 

Highly susceptible population—A group of persons 
who are more likely than other people in the 
general population to experience foodborne disease 
because both of the foUowing conditions exist: 

(i) The group /is comprised of immunocompro
mised persons, preschool-age chUdren or older 
adults. 

(U) The group obtains food at a facUity that 
provides services such as custodial care, health 
care, assisted Uving services, nutritional services or 
sociaUzation services. Examples of facUities provid
ing these services include child or adult day care 
centers, health care centers, assisted hving facU
ities, hospitals, nursing homes, kidney dialysis cen
ters and senior centers. 

Honestly presented—Food offered for human con
sumption in a way that does not mislead or misin
form the consumer, and without misrepresenting 
the true appearance, color or quality of the food 
through the use of food or color additives, colored 
overwraps, Ughting or other means. 

Imminent health hazard—A significant threat or 
danger to health that is considered to exist when 
there is evidence sufficient to show that a product, 
practice, circumstance or event creates a situation 
that requires immediate correction or cessation of 
operation to prevent injury based on one or more 
of the foUowing: 

(i) The numberof potential injuries. 

(U) The nature, severity and duration of the an
ticipated injury. 

Ir^jected—Manipulating a meat so that infectious 
or toxigenic microorganisms may be introduced 
from its surface to its interior through tenderizing 
with deep penetration or injecting t h e meat such as 
with juices which may be referred to as "injecting," 
ginning" or "stitch pumping." 

Juice—When used in the context of food safety, 
the term refers to the aqueous Hquid expressed or 
extracted from one or more fruits or vegetables, 
purees of the edible portions of one or more fruits 
or vegetables, or any concentrate of the Hquid or 
puree. The term includes juice as a whole beverage, 
an ingredient of a beverage, and a puree as an 
ingredient of a beverage. This definition does not 
apply to standards of identity estabUshed by the 
FDAorUSDA. 

Kitchenware—Food preparation and storage uten
sUs. ] 

License-A grant to a [ Ucensee to operate a public 
eating or drinking place, as defined in the Pubhc 
Eating and Drinking Places Law] proprietor to 
operate a retaU food ^^^J^^^^T^S^ 
mous with the term "permit" in the Model Food 
Code. :,.-/.. * 

Licensee-srhe person, such as a retail food facil
ity operator, that is directly responsible fcnv the 
operation of a retaU food facUity and ^holds_ a 
current Ucense. The term is s^onymous with the 
term "permit holder" in the Model Food Code. 

Licensor—Includes the following: 
(i) The county department of health or joint-county 

department of health, whenever the [pubhc eating or 
drinking place] retaU food facmty is lpcated in a 
political subdivision which is under the jurisdiction of a 
county department of health or joint-county department % 

of health. 
(H) The health authorities of cities, boroughs, incorpo

rated towns and first-class townships, whenever the 
[ pubUc eating or drinking place ] retail food facU
ity is located in a city, borough, mcorporated town or 
first-class township not under the jurisdiction ofa county 
department of health or joint-county department of 
health. 

(ui) The health authorities of second class townships 
and second class townships which have adopted a home 
rule charter which elect to issue hcenses under the 
[PubUc Eating and Drinking Places Law J Retail 
Food Facility Safety Act whenever [ the pubUc eat
ing and drinking place] a retaU food facUity is 
located in [ t h e ] a second class township or second class . 
township which has adopted a home Tide charier .not 
under the jurisdiction of a county department of health or 
joint-county department of health. 

(iv) The Department, whenever the [pubUc eating 
and drinking place ] retaU food facility is located in 
any other area of this Commonwealth. 

[Linens-Fabric items such as cloth hampers, 
cloth napkins, tablecloths, wiping cloths and work 
garments, including cloth gloves. 

m^/Z^MUUgrams per Uter, which is the metric 
equivalent of parts per milUon. 

Meat-The flesh of animals used as food including 
the dressed flesh of cattle, swine, sheep or goats 
and other edible animals. The term does not in
clude fish, poultry and wUd game animals as speci
fied under § 46.221(b) and (c) (relating to game 
animals).] 

Milk Sanitation Law-lhe act of July 2 1935 (P.L 
589, No. 210) (31 P. S. §§ 645-1660e ] 660g). 

[Mobile food faeility-Ans stationary, movable or 
temporary food faciUty-such as a stand, vehicle, 
cart; basket, box or simUar structin-e from which 
food is stored, prepared, processed, distributed or 
sold-wbich physicaUy locates at one siteor^loca
tion for no more than 14 consecutive days, whether 
operating continuously or not dunng this time. The 
tenn does not include a food facihty that is physi
caUy located at one site for more than 14 consecu
tive days.] 
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Model Food Code—The most current edition of the 
Food Code pubHshed by the Department of Health 
and Human Services; Food and Drug Administra
tion. . ' . " . - . 

•'•[ Modified atmosphere packaging—. 

(i) A type of reduced oxygen packaging in which 
the atmosphere of a package of food is modified so 
that its composition is different from air but the 
atmosphere may change oyer time due to the per-. 
meability of the packaging material or the respira
tion of the food/ 

(U) The term includes: reduction in the propor
tion of oxygen, total replacement of oxygen or an 
increase in the proportion of other gases such as 
carbon dioxide or nitrogen. 

MoUuscan shellfish—An edible species of fresh or 
frozen'oysters, clams, mussels and scaUops or ed
ible portions thereof, except when the scallop prod
uct consists only of the shucked adductor muscle. 

Nonpublic water supply—A system for the provi
sion of piped water for human consumption that is 
not a pubUc water system. 

Other food regulatory agency—Local bodies, State 
bodies other than the Commonwealth or Federal 
enforcement bodies having jurisdiction over a food 
estabUshment or food processing plant. Examples 
include the USDA with respect to most meat pro
cessing plants within/this Commonwealth and the 
FDA having jurisdiction over food products im
ported from other countries. ] 

Organized camp—A combination of programs and 
facUities estabUshed for the primary purpose of 
providing an outdoor group Hving experience for 
chUdren, youth and adults with social, recreational 
and educational objectives that is operated and 
used for 5 consecutive days or more during one or 
more seasons of the year* 

[pfl—The symbol for the negative logarithm of 
the hydrogen ion concentration, which is a measure 
of the degree of acidity or alkalinity of a solution. 
Values between 0 and 7 indicate acidity and values 
between 7 and 14 indicate alkalinity. The value for 
pure distilled water is 7, which is considered neu
tral. 

Packaged— 

(i) Bottled, canned, cartoned, securely bagged or 
securely wrapped in a food facUity or a food pro
cessing plant. 

(U) TJhe term does not include a wrapper, car-
ryout box or other nondurable container used to 
containerize food with the purpose of facUitating 
food protection during service and receipt of the 
food by the consumer. 

Pennsylvania Construction Code Act—35 P. S. 
'§§ 7210.101—7210.1103. 

Pennsylvania Sewage Facilities Act—35 P. S. 
§§ 750.1—750.20a. 

Permanent food facility—A food faciHty-—whether 
stationary or mobUe—that is not a temporary food 
faciUty operating more than 14 days in a single 
calendar year—whether these days are consecutive 
or not. p 

Person—A corporation, partnership, limited UabU
ity company, business trust, other association, gov
ernment entity (other than the Commonwealth), 
estate, trust, foundation or natural person. 

Personal care items— 
(i) Items or substances that may be poisonous, 

toxic or a source of contamination and are used to 
maintain or enhance a person's health, hygiene or 
appearance. 

(U) The term includes i tems such as medicines, 
first aid supplies, cosmetics, toiletries (such as 
toothpaste and mouthwash) and simUar items. ] 

Person in charge—[ The individual present at a 
food faciUty responsible for the operation at the 
time of inspection. ] A person designated by a retaU 
food facUity operator to be present at a retaU food 
facUity and responsible for the operation of the 
retaU food facUity at the time of inspection. 

[Physical facilities—The structure and interior 
surfaces of a food faciUty, including accessories 
such as soap and towel dispensers and attachments 
such as tight fixtures and heating or air condition
ing system vents. 

Plumbing fixture—A receptacle or device that is 
one or more of the foUowing: 

(i) Permanently or temporarily connected to the 
water distribution system of the premises and de
mands a supply of water from the system. 

(ti) Discharges used water, waste materials or 
sewage directly or indirectly to the drainage sys
tem of the premises. 

; Plumbing system—The water supply and distribu
tion pipes; plumbing fixtures and traps; soU, waste 
and vent pipes; sanitary and storm sewers and 
buUding drains, including their respective connec
tions, devices and appurtenances within the pre
mises; and water-treating equipment. 

Poisonous or toxic material—A substance'that is 
hot intended for ingestion and that fits within one 
or more of the foUowing categories: 

(i) Cleaners and sanitizers, including cleaning 
and sanitizing agents and agents such as caustics, 
acids, drying agents, poUshes and other chemicals. 

(ii) Pesticides. 
(Hi) Substances necessary for the operation and 

maintenance of the estabUshment, such as nonfood 
grade lubricants, solvents and personal care items 
that may be deleterious to health. 

(iv) Substances'that are not necessary for the 
operation and maintenance of the estabUshment 
and are on the premises for retail sale, such as 
petroleum products and paints. 

Potentially hazardous food— 
(i) A food which consists, in whole or part, of 

milk or milk products, eggs, meat, poultry, fish, 
sheUfish, edible Crustacea or other ingredients, in
cluding synthetic ingredients, which is in a form 
capable of supporting rapid and progressive 
growth of infectious or toxigenic microorganisms. 

(U) The term does not include foods that have a 
pH level of 4.6 or below or a water activity of 0.85 
or less under standard conditions or food products 
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in hermeticaUy sealed containers processed to 
maintain commercial steriUty. 

Poultry-One or more of the foUowing: 
(i) A domesticated bird (chickens, turkeys ducks, 

geese or guineas), whether live or dead, as defined 
in 9 CFR Chapter HI, Subchapter A, Part 381 
(relating to poultry products inspection regula
tions), 

(n) A migratory waterfowl or game bird, such as 
pheasant, partridge, quaU, f * ^ * ™ » * ' W " 
or squab whether Uve or^dead, as defined in the 
USDA regulations in 9 CFR Part 362 (relating to 
voluntary poultry inspection regulations). 

(iii) The term does not include ratites. 
Primal cut-A basic major cut into which car

casses and sides of meat are separated, such as a 
beef round, pork loin, lamb flank or veal breast. ] 

Proprietor-A person, partnership, association or 
corporation conducting or operating a retail food 
faculty in this Commonwealth, ^ e term is synony
mous with the term "person" m the Model Food 
Code. 

PubUc eating or drinking place-A place within this 
Commonwealth where food or drink. i? served, to, or 
provided for the public, with or without charge. The term 
does not include dining cars operated^ by a raikoad 
company in interstate commerce or a bed and breakfast 
homestead or inn. . . 

[Public Eatiiig and ^ n ^ P^sJaw-The 
act of May 23, 1945 (P.L. 926, No. 369) (35 P.S. 
§§ 655.1^655.13). 

Public water system-A system which provides 
water to the pubtic for human consumption, and 
which has at least 15 service^ connectionsor regu
larly serves an average of at least 25 individuals 
daUv at least 60 days out of the year, or as other
wise specified in 25 Pa. Code Chapter 109 (relating 
to safe drinking water).' 

(i) The term includes coUection, treatment, stor
age and distribution facUities under control of the 
operator of the system and used in connection with 
the system. 

(n) The term also includes a ^s tem which pro
vides water for bottling or bulk hauling for human 
consumption. ( 

Ratite-An animal belonging to the same fanuly 
• as ostriches, emus and rheas. J 

Raw agricuimrtdcommoM^tooa in its raw^or 
natural state, including fruits which are washed, 
colored: or otherwise treated in their unpeeled, 
natural form prior to marketing, or as otherwise 
denned in section 5722 of, the Food Safety Act 
(relating to definitions). 

[ Ready-to-eat jbod-Any of the foUowing types of 
food: 

(i) Food in a form that is edible mthout addi
tionalpreparation to achieve food safety, such as 
raw anLsd-derived foods that have been cooked in 
accordance with §46.361 or § 46.362 (relating to 
cooking raw animal-derived foods; and microwave 
cooMn|), or fish that have been frozen in accord
ance with § 46.364 (relating to parasite destruction 
in fish other than moUuscan shellfish by freezing), 

although additional preparation may occur for pa] 
aitabUity or aesthetic, epicurean, gastronomic o 
culinary purposes. P 

(U) Food that is raw or partiaUy-undercookei 
animal-derived food, where the food facUity offei 
ing the food has compUed with § 46.361(d)(1) ant 
the consumer notification requirements of § 46.42 
(relating to consumer advisory required with re 
spect to animal-derived foods that are ra^ 
undercooked or not otherwise processed to elimj 
nate pathogens), although additional preparatioi 
may occur for palatabiUty or aesthetic, epicurean 
gastronomic or culinary purposes. 

(Ui) Food that is prepared in accordance with i 
variance issued by the Department unde 
§ 46.361(d)(2) and § 46.1103 (relating to variances) 
although additional preparation may occur for pal 
atahUity or aesthetic, epicurean, gastronomic o: 
cuUnary purposes. 

(iv) Raw fruits and vegetables that are washed h 
accordance with § 46.285 (relating to washing ra^ 
fruits and vegetables). 

(v) Fruits and vegetables that are cooked for ho 
holding in accordance with § 46.363 (relating U 
plant food cooking for hot holding). 

(vi) PotentiaUy hazardous food that is cooked ii 
accordance with the time and temperature require 
ments for that specific food in §§ 46.361—46.363 
and that is cooled as specified in § 46.384 (relating 
to potentially hazardous food: cooling). 

(vU) Plant food with respect to which furthe] 
washing, cooking or other processing is not re 
quired for food safety, and from which rinds, peels 
husks or sheUs (if naturaUy present) are removed 

Reduced oxygen packaging— 
(i) The reduction of the amount of oxygen in i 

package by removing oxygen; displacing oxygei 
and replacing it with another gas or combination o: 
gases; or otherwise controlling the oxygen conten 
to a level below that normaUy found in the sur 
rounding 21% oxygen atmosphere. 

(U) A process as specified in subparagraph (t 
that involves a food for which Clostridium 
botulinum is identified as a microbiological hazarc 
in the final packaged form. C 

(Ui) The term includes vacuum packaging, modi 
fled atmosphere packaging and controUed. atmo 
sphere packaging. 

Refuse—SpUd waste not carried by water througl 
the sewage system. 

Registration—A grant to a person to operate £ 
food estabUshment within this Commonwealth as 
required by section 14 of the Food Act (31 P.S 
§ 20.14). 

Reg. Penna. Dept. Agr.—An abbreviation connot 
ing that a food bearing that abbreviation on its 
package, label has been processed by a food estab 
lishment that is "registered with the Pennsylvania 
Department of Agriculture" in accordance with sec
tion 14(a) of the Food Act. 

Restrict—To limit the activities of a food em
ployee so that there is no risk of transmitting a 
disease that is transmissible through food and the 
food employee does not work with exposed food. 
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clean equipment, utensUs, linens and unwrapped 
single-service or single-use articles. 

Restricted egg—Any check, dirty egg, incubator 
reject, inedible, leaker or loss as defined in Chapter 
87 (relating to standards for grading and marketing 
eggs)-

Restricted use pesticide—A pesticide classified for 
restricted use under section 3(d) of the Federal 
Insecticide, Fungicide and Rodenticide Act of 1947 
(7 U.S.CA. § 136(d)), or a pesticide designated by 
the Secretary for- restricted use under section 
7(b)(6) of the Pennsylvania Pesticide Control Act of 
1973 (3 P. S. § 111.27(b)(6)). ] 

Retail food establishment—[ A food ] 
(i) An estabhshment which stores, prepares, packages, 

vends, offers for sale or otherwise provides food for 
human consumption and which relinquishes possession of 
food to a consumer directly, or indirectly, through a 
dehvery servicer such as home delivery of grocery orders 
or dehvery service provided by common carriers. 

(U) The term does hot include dining cars oper
ated by a railroad company in interstate commerce 
or a bed; and breakfast homestead or inn. 

Retail food facility—A public eating or drinking 
place or a retail food estabUshment. The term is 
synonymous with the term "food estabUshment'' in 
the Model Food Code. 

Retail food facility operator—The entity that is 
legaUy responsible for the operation of the retaU 
food facUity, such as the owner, owner's agent or 
other person.' 

Retail Food Facility Safety Act—The RetaU Food 
FacUity Safety Act (3 Pa.C.S. §§ 5701—5714). 

[ Risk—The likelihood that an adverse health ef
fect wiU occur within a population as a result of a 
hazard in a food. 

Safe material—-One or more ofthe foUowing: 
(i) An 'article manufactured from or composed of 

materials that may hot reasonably be expected to 
result, directly or indirectly, in their becoming a 
component or otherwise affecting the characteris
tics of any food. 

(U) An additive that is used as specified in sec
tion 409 or section 706 of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C JL §§301 and 376). 

(Ui) A material that is not an additive and that is 
used in conformity with appUcable regulations of 
the FDA. 

Sanitization-—The appUcation of cumulative heat 
or chemicals on cleaned food-contact surfaces that, 
when evaluated for efficacy, is sufficient to yield a 
reduction of five logs, which is equal to a 99.999% 
reduction, of representative disease microorgan
isms of pubUc health importance. 

Sealed—Free of cracks or other openings that 
aUow the entry or passage of moisture. ] 

Secretary—The Secretary of the Department or an 
authorized representative, employee or agent of the De
partment. * ' 

[Service animal—An animal such as a guide dog, 
signal dog or other animal individuaUy trained to 
provide assistance to an individual with a disabil
ity. 

Servicing area—An. operating base location to 
which a mobUe food facUity or transportation ve
hicle returns regularly for things such as discharg
ing Uquid or solid wastes, refilling water tanks and 
ice bins and boarding food; 

Sewage—A substance, which contains waste prod
ucts or excrements or other discharges from the 
bodies of human beings or animals and any noxious 
or deleterious substance being harmful or inimical 
to the pubUc health, or to animal or aquatic life, or 
to the use'of water for domestic water supply or for 
recreation. 

Shellfish control authority—A State,, Federal, for
eign, tribal or other government entity legaUy re
sponsible for administering a program that in
cludes certification of moUuscan shellfish 
harvesters and dealers for interstate commerce. 

Shellfish permit—A permit issued by the Depart
ment in accordance with Chapter 49 (relating to 
shellfish) and the National Shellfish Sanitation Pro
gram, that authorizes a person to operate a food 
estabUshment for shellfish. . 

Shellfish permit holder—The entity that meets the 
foUowing conditions: 

(i) Is legaUy responsible for the operation of the 
stabUshment such as the owner, owner's 

(l) Is legaUy responsible 
food estabUshment such 
agent or other person. 

(n) Possesses a valid shellfish permit to operate a 
shellfish food estabUshment. 

Shellstqck—-Raw, in-sheU moUuscan shellfish. 
Shiga toxin-producing Escherichia coli—Any E. 

coU capable of producing Shiga toxins, also caUed 
Verocytotoxins or Shiga-like toxins. This includes, 
but is not limited to, E. coU serotypes 0157-.H7, 
0157:NM and Q157:H. 

Shucked shellfish—Molbiscan shellfish that have 
one or both shells removed. 

Single-service articles—Tableware, carry-out uten
sUs and other items such as bags, containers, place 
mats, stirrers, straws, toothpicks and wrappers that 
are designed and constructed for one time, one 
person consumer use after which they are intended 
for discard. 

Single-use articles— 
(i) UtensUs and bulk food containers designed , 

and constructed to be used once and discarded. 
(U) The terin includes items such as wax paper, 

butcher paper, plastic wrap, formed aluminum food 
containers, jars, plastic tubs or buckets, bread 
wrappers, pickle'barrels, ketchup bottles and num
ber 10 cans which do not meet the materials, 
durabUity, strength and cleanabihty specifications 
in §§ 46.521(a), 46.541(a) and 46.542(a) and (b) (relat
ing to materials in multiuse utensUs and food-
contact surfaces; durabUity and strength; and 
cleanabUity of multiuse food-contact surfaces and 
CIP equipment) for multiuse utensUs. 

(Ui) The term does not include formed aluminum 
containers used in conjunction with pan liners that 
may be reused to cook nonpotentiaUy hazardous 
baked goods. 

Slacking—The process of moderating the tem
perature of a food such as aUowing a food to 
graduaUy increase from a temperature of -23°C 

I I I 
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(-10°F) to -4°C (25°F) in preparation for deep-fat 
frying or to faciUtate even heat penetration during 
the cooking of previously block-frozen food sucn as 
spinach. 

Smooth^—One or more of, the foUowing: 

(i) A food-contact surface having a surface free of 
pits and inclusions with cleanabihty equal to or 
exceeding that of (100 grit) number-3 stainless steel. 

(U) A nonfood-contact surface of equipment hay
ing a surface equal to that of commercial grade 
hot-roUed steel free of visible scale. 

(Ui) A floor, waU or ceilinghaving an , e v e l \ °* 
level surface with no roughness or projections tnat 
renders it difficult to clean. 

Substance—A material intended for use in pro
ducing, manufacturing, packaging, processing pre
paring, treating, transporting or holding food ana 
any source of radiation intended for any use. 

Sulfiting agent—A substance which imparts a 
residual of sulfur dioxide. 

•• • • • . • • / • ' • ' . • ' " ' ' ' ' * . -• • . 

Table—mounted equipment—Equipment. ***** ^ 
not portable and is designed to be mounted ott tne 
floor on a table, counter or shelf. v 

Tableware-rEating, banking and serving utensUs 
for table use such as plates, flatware (including 
forks, knives and spoons) and hoUowware (includ
ing bowls, cups, serving dishes and tumblers). • 

Temperature measuring device—A thermometer, 
thermocouple, thermistor or Other device that indi
cates the teniperature of food, air or water. 

Temporary food facility—A food facUity that oper
ates for a period of no more than 14 consecutive 
days in a fixed location and in conjunction witn a 
single event or celebration (such as a fair, festival, 
cariiival or other transitory gathering). 

Temporary license—Either of the foUowing: 

(i) A license that is the foUowing. 

(A) Issued to the operator of a temporary food 
facility. 

(B) Valid for the duration of a particular event or 
celebration (such as a fair or carnival) of no more 
than 14 days duration (whether these days are 
consecutive or nonconsecutive). 

(C) Issued to the operator with respect to no 
more than three events or celebrations in a particu
lar calendar year. 

(ii) A Ucense that is the foUowing. •;.;. 

(A) Issued to a food facUity operator operating a 
food facUity, whether stationary or mohue. 

(B) In operation for a total of no more than 14 
days within a particular calendar year. 

(C) Not in conjunction with an event or celebra
tion. ' .* ' -

USDA—The United States Department of Agricul
ture. .: 

Utensil—A food-contact implement or container 
used in the storage, preparation, transportation, 
dispensing, sale or service of food. The term in
cludes the foUowing: f 

(i) Kitchenware or tableware that is multiuse, 
single-service or single-use. 

(U) Gloves used in contact with food. 

(Ui) The temperature sensing probes of food tem
perature measuring devices. 

(iv) Probe-type price or identification tags used 
in contact wi th food. V . 

Utility sink—A sink used for the disposal of mop 
water or other similar Uquid waste. 

Vacuum packaging—A type of reduced oxygen 
packaging in which air is rembyed from a package 
of food and the package is hermeticaUy sealed so 
that a Vacuum remains inside the package, such as 
sous vide. 

Variance—Awritten document issued by the De
partment that authorizes a modification or waiver 
of one or more requirements of this chapter if, in 
the opinion of the Department, a health hazard or 
nuisance wiU not result from the modification or 
waiver. 

Vending machine—A.self-service device that, upon 
insertion of a coin, paper currency, token, card or 
key, dispenses unit servings of food in, bulk or in 
packages without the necessity of replenishing the 
device between each vending operation. 

Vending machine location—The room, enclosure, 
space or area where one or more vending machines 
are instaUed and operated. The term includes the 
storage areas and areas on the premises that are 
used to service and maintain the vending machines. 

Warewashing—The cleaning and sanitizing of 
food-contact surfaces of equipment and utensUs. 

Water activity or aw—A measure of the free mois
ture in a food, obtainedbyoUvidhig the water 
vapor pressure of the substance by the vapor pres
sure of pure water at the same temperature. Water 
activity is typicaUy indicated by the symbol a ^ 

Water for human consumption—The term includes 
water that is used for drinking, bathing and show
ering, cooking, dishwashing or maintaining oral 
hygiene. ' 

Whole-muscle, intact beef—Whole muscle beef that 
is not injected, mechanicaUy tenderized, recon
structed, or scored and marinated, from which beef 
steaks may be cut. ] 

(Editor's Note: The foUowing section is new and prrated 
in regular type to enhance readability.) 

§ 4(6.4. Adoption of Model Food Code. 

The provisions, terms, procedures, appendices and stan
dards in the current edition of the Model Food Code are 
adopted to the extent they do not conflict with one or 
more of the following: 

(1) Theiletail Food Facihty Safety Act. 

(2) The Food Safety Act. 

(3) This chapter. 
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Subchapter B. [ MANAGEMENT AND PERSONNEL ] 
(Reserved) 

(Editor's Note: As part of this proposed rulemaking, the 
Department is proposing to rescind Subchapter B which 
appears in 7 Pa. Code pages 46-17—46-28, serial pages 
(356767), (356768) and (301595)—(301604).) 
Sec. 
46.101. 
46.102. 
46.111-46.115. 
46.131—46.137. 
46.151—46.153. 

(Reserved). 
(Reserved). 
(Reserved). 
(Reserved). 
(Reserved). 

Subchapter C. FOOD 

[CHARACTERISTICS] 

§ 46.201. [Food shall be safe, unadulterated and 
honestly presented ] (Reserved). 

[Food shaU be safe, unadulterated and—in ac
cordance with § 46.421(b) (relating to accurate rep
resentation)—honestly presented. ] 

FOOD SOURCES 

§ 46.211. [ Food sources ] (Reserved). 

[ Food shaU be obtained from sources that com
ply with the Food Act, the PubUc Eating and 
Drinking Places Law and this chapter. Records of 
food sources shaU be maintained and made avaU
able for review upon request by the Department. ] 

§ 46.212. Food prepared in a private home. 

(a) General 'Food prepared in a private home[, not 
approved by the Department, may not ] may be used 
or offered for human consumption in a retaU food 
facihty[ . ] if the foUowing apply: 

(1) The food is not potentiaUy hazardous food. 
(2) The food is used or offered for human con-

, sumption by any of the foUowing organizations: 
(i) A tax-exempt organization under section 

501(c)(3) of the Internal Revenue Code of 1986 (26 
U.S.CA. § 501(c)(3)). .... 

(U) A volunteer fire company or ambulance, reU-
gious, charitable, fraternal, veterans, civic, sports
men, agricultural fair or agricultural association or 
a separately chartered auxUiaryof an association 
on a nonprofit basis.. 

(Ui) An organization that is estabUshed to pro
mote and encourage participation and support for 
extracurricular recreational activities for youth of 
primary and secondary pubUc, private andUparo-
chial school systems on a nonprofit basis. 'pL-Qj;.-

(3) The organization that uses or offers the food 
for human consumption informs consumers that 
the organization uses or offers food that has been 
prepared in private homes that are not Ucensed or 
inspected.N 

(4)' The food is donated tp an organization de
scribed under paragraph (2). 

(b) Private homes that are registered food estab
lishments under the Food Safety Act. Food prepared 
in a private home may be offered for human con
sumption in a retaU food facUity if the private 
home is registered with the Department as a food 
estabUshment under the Food Safety Act. 

(Editor's Note: As part of this proposed rulemaking, the . 
Denartment is proposing to rescind §§ 46.213—46.216 
which appear in 7 Pa. Code pages 46-31—46-32, serial 
Jages (301607) and (301608).) 

Sec 
46.213-46.216. (Reserved). 
§ 46.217. Milk and milk products. 

]yftlk and milk products [ shaU be obtained from 
sources that comply] may be offered for human 
consumption in a retaU food facUity if the facUity 
complies with section 2 of the Milk Sanitation Law (31 
P.S. §646). ( 

(Editor's Note: As part of this proposed rulemaking, the 
npnartment is proposing to rescind §§ 46.218—46.222, 
46 241-46.251, 46.261, 46.262, 46.281—46.286, 46.301— 
Ifi1o7 46.321—46.323, 46.341—46.344, 46.361—46.366, 
46 381^-46.385, 46.401, 46.402, 46.421—46.423, 46.441 
and 46 461 which appear in 58 Pa. Code pages 46-32— 
46-63, serial pages (301608)—(301639).) 

Sec 
46 218-46.222. (Reserved). 
46.241-46.251. (Reserved). 
46 261. (Reserved). , \ 
46 262. (Reserved). 
46 281-46.286. (Reserved). 
46 301-46.307.. (Reserved). , 
46 321—46.323; (Reserved).. '.-• .'-•., p • . 
46 341-46.344. (Reserved). 
46 361-46.366. (Reserved). 
^46 381-46.385. (Reserved). 
46 401. (Reserved). 
46 402. (Reserved). , 
46 421-46.423. (Reserved). 
46 441. (Reserved). 
46!461. (Reserved).-' 

"^^Subchapter D. [ EQUIPMENT, UTENSILS AND 
LINENS ] (Reserved) 

(Editor's Note: As part of this proposed rulemaking, the 
Denartment is proposing to rescind Subchapter D which 
flMears in 58 Pa. Code pages 46-63—46-97, serial pages 
(301639), (301640), (351231), (351232) and (301643)— 
(301673).) 
Sec ' •' 

46.501. • (Reserved), 
46 521—46.523. (Reserved). 
46 541-46-544. (Reserved). 
46 561-46.563. (Reserved). - ' 
46 581—46.595. (Reserved). 
46 611—46.615. (Reserved). 

' 46 631—46.634. (Reserved). . ' 
46*651. (Reserved). 
46.652. (Reserved). " 
46 671—46.676. (Reserved). 
46 691—46.693. (Reserved). 
46 711—46.719.' (Reserved). ,'h . • ' .\ 
46/731. * (Reserved). -. 
46 751—46.753. (Reserved). 
46.771—46-775. (Reserved). 

Subchapter E. [ WATER, PLUMBING AND WASTE 
WATER ] (Reserved) 

(Editor's Note: As part of this proposed rulemaking, the 
Denartment is proposing to rescind Subchapter E which 
aoDears.in 58 Pa. Code pages 46-97-46-110, serial pages 
(301673M301686).) 
Sec. 46^801—46.806. (Reserved). 
46*821—46.825. (Reserved); 
46 841—46.844. . (Reserved). 
46*861—46.863. (Reserved). 
46*881—46.886. (Reserved). 
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Subchapter F. [ PHYSICAL FACILITIES ] (Reserved) 

(Editor's Note: As part of this proposed rulemaking, the 
n nartment is proposing to rescind Subchapter F which 

^ r s in 58 Pa. Code pages 46-110—46-120, serial 
Jgf(301686MS01696).) 

!fiC90l (Reserved). .., 
talo2 (Reserved). 
„ S " (^served).. , 
Is 922 (Reserved). 
!fi 941-46.946. (Reserved). 
A£ 961-46.965. (Reserved). 
^Q81 (Reserved). 
S f i Reserved). 

Subchapter G. [POISONOUS OR TOXIC ^ 
MATERIALS ] (Reserved) 

(Editor's Note: As part of this proposed rulemaking, the 
nprjartment is proposing to rescind Subchapter, G which 

Lars in 58 Pa. Code pages 46-121—46-125, • serial 
ges(301697)-(301701).) . 

Sec 
46.1001. 
46.1002. ' 
46.1021-46.1029. 
46.1041. 

(Reserved). 
(Reserved). 
(Reserved). 
(Reserved). 

Subchapter H. ADMINISTRATIVE PROCEDURES 

ACCESS, APPROVALS AND VARIANCES 

8 46.1101. Access to retaU food facilities. 

After the Department or hcensor presents identifica-
. the person in charge shaU aUow the Department or 

Vcensor to determine if the retaU food facihty is in 
pliance ^ t h this chapter by aUowing access to the 

fruity allowing inspection and providing information 
nd records specified in this chapter and to which the 

Department or hcensor is entitled under the [ PubUc 
Eating and Drinking Places Law, the Food Act ] 
RetaU Food FacUity Safety Act and any other relevant 
tatutory or food regulatory authority during the retaU 

f nd faculty's hours of operation and other reasonable 
times if the facihty is not open during normal business 
hours-
& 46.1102. Obtaining Department or Ucensor ap

proval. 

(b) Written request. A person seeking an approval from 
the Department or a licensor under this chapter shaU 
ubmit a written request for approval to the entity from 

which approval is sought. If approval is sought from the 
Department, the written request shah be mailed or 
delivered to the following address: 

Pennsylvania Department of Agriculture 
Bureau of Food Safety and Laboratory Services 
[ Attn: Chief, Division of Food Safety ] 
Uoi North Cameron Street . 
^rrisburg, Pennsylvania 17110-9408 

•-..•* * * * * * 

(e) Standard for approval. The Department or licensor 
shall grant approval if it determines the approval would 
not constitute or cause a violation of the [ Food Act, the 
pubUc Eating and Drinking Places Law ] "RetaU 
Food FaciUty Safety Act or .this chapter, and that no 
health hazard would result from the approval. 

§46.1103. Variances. 

(a) Modifications and waivers. The Department may 
grant a variance by modifying or waiving the require
ments of this chapter if—in the opinion of the Depart
ment—a health hazard wiU not result from the variance. 
If a variance is granted, the Department will retain the 
information specified in subsection (b) in its records for 
the retail food facihty and provide a .copy of the 
approved variance to the Ucensor if the Ucensor is 
an entity other than the Department. 

(b) Documentation of proposed variance and justifica
tion. Before a variance from a requirement of this chapter 
is approved, the information that shah be provided by the 
person requesting the variance and retained in the 
Department's file on the retaU food facility^ includes the 
foUowing: 

(c) Conformance with approved procedures. If the De
partment grants* a variance as specified in subsection (a), 
or an HACCP plants otherwise reqiured as specified in 
§ 46.1122(a), the retaU food facihty operator shall do the 
foUowing: 

(2) Maintain and provide to the Department or Ucen
sor, upon request, records specified in § 46.1122(b)(4) 
and (5) that demonstrate that the foUowing are routinely 
employed: 

PLAN SUBMISSION AND APPROVAL 

§ 46.1121. FacUity and operating plans. 

.(a) When plans are required. A retaU food facihty 
licensing applicant or retaU food facihty operator shaU 
have plans and specifications reviewed by the Depart
ment or Ucensor and wiU submit these properly'prepared 
plans and specifications (as described in subsection (b)) to 
the Department or hcensor for review and approval 
(using, the procedure described in § 46.1142 (relating to 
appUcation procedure for appropriate hcense [ or regis
tration ])) before any of the foUowing: 

(1) The construction of a retaU food facility. 

(2) The conversion of an existing structure for use as a 
retail food facihty. 

(3) The remodeling of a retaU food facihty (including 
instaUation and use of any new major food equipment for 
heating, cooling and hot and cold holding food) or, a 
change of type ofretaU food facility or food operation'if 
the Department or hcensor determines that plans and 
specifications are necessary to ensure comphance with 
this chapter. 

(4) A change of ownership of a retaU food facihty. 

(b) Contents of the plans and specifications. The plans 
and specifications for a retaU food facUity shah include 
(as required, by the Department or licensor based on the< 
type of operation, type of food preparation and foods 
prepared) the foUowing information to demonstrate con
formance with this chapter: 

- - - • • ' • ' • • . . • ' 

(1) Intended menu and consumer advisory intentions, if 
a consumer advisory is required under [ § 46.423 (relat
ing to consumer advisory required with respect to 
animal-derived] the Model Food Code for animal 

PENNSYLVANIA BULLETIN, VOL 42, NO. 32, AUGUST 11, 2012 



PROPOSED RULEMAKING 5231 

foods that are raw, undercooked or not otherwise pro
cessed to ehminate pathogens[).]. 

(7) Other information that may be required by the 
Department or Ucensor for the proper review of the 
proposed construction, conversion or modification of a 
retail food faciUty, and requested by the.Department or 
licensor in writing. 
§ 46.1122. HACCP plans. 

(a) When [a _ an HACCP planisrequired. 

(1) Before engaging in an activity that requires [ a ] 
an HACCP plan, a retaU food facility apphcant or retaU 
food faciUty operator shaU submit to the Department or 
hcensor for approval a properly prepared HACCP plan as, 
specified in subsection (b) and the relevant provisions of 
this chapter if any of the foUowing occurs: 

(i) Submission of [ a ] an HACCP plan is required 
according to appUcable Federal or State laws. 

(ii) A variance . is required as specified in 
[ § 46.250(b)(2)(ii), § 46.361(d)(2), § 46.401 or 
§ 46.589(b) ] the Model Food Code. 

(2) A retaU food facUity apphcant or retaU food facihty. 
operator shaU have a properly prepared HACCP plan as 
specified in [ § 46.402 (relating to reduced oxygen 
packaging) ] the Model Food Code for reduced 
oxygen packaging. 

(b) Contents of [ a ] an HACCP plan. For a retaU food 
facihty that is required in subsection (a)"to have [ a ] an 
HACCP plan, the plan and specifications shaU indicate 
the foUowing: 

' Ip * •!" * •(» • 

§ 46.1123. ConfidentiaUty of trade secrets. 
The Department or Ucensor wiU treat as confidential 

information that meets the criteria specified in law for a 
trade secret and is contained on inspection report forms 
and in the plans and specifications submitted as specified 
in §§ 46.1121(b) and 46.1122(b) (relating to. faciUty and 
operating plans; and HACCP plans). 

§ 46.1124. 
tion. 

Preoperational inspection of construc-

The Department or hcensor wiU conduct one or more 
preoperational inspections to verify that the. retaU food 
facUity is constructed and equipped in accordance with 
the approved plans and approved modifications of those 
plans,Aand variances granted under § 46.1103 (relating to 
variances). The Department or Ucensor wiU also verify 
the retail food facUity is otherwise in comphance with 
this chapter[, the Food Act and the PubUc Eating 
and Drinking Places L a w ] and the Retail Food 
FacUity Safety Act. 

REQUHffiMENTS FOR OPERATION 

§ 46.1141. [Requirement: Ucense or registration] 
License requirement. 
(a) General requirement. A person may not operate a 

retaU food facUity without a valid [ registration issued 
by the Department, o r ] Hcense issued by the Depart
ment or Ucensor, unless otherwise provided in subsection 
(b). 

(b) [Exceptions. 
(1) A building, structure or place owned, leased 

or otherwise in possession of a person or municipal 
corporation or pubUc or private organization, used 
or intended to be used by two or more farmers or 
an association of farmers for the purpose of selling 
food directly to consumers—otherwise known as a 
farmer's market—shaU be considered to be a single 
retail food estabUshment for purposes of registra
tion under section 14 of the Food Act (31 P. S. 

•§20.14).. . _' ; 

(2) ] Exemptions! The foUowing [ food establish
ments ] retail food facUities are exempt from [regis
tration] licensure requirements under [.section 14 of 
the Food Act ] the Retail Food FaciUty Safety Act 
but remain subject to the inspection provisions and 
aU other provisions of the RetaU Food FaciUty 
Safety Act: 

[ (i) Vehicles used primarily for the transporta
tion of a consumer commodity in bulk or quantity 
to manufacturers, packers, processors or wholesale 
or retaU distributors. 'v 

(U) A food estabUshment in which at least 50% of 
the commodities sold were produced on the farm 
on which the food estabUshment is located. 

(Ui) A food estabUshment in which food or bever
ages are sold only through a vending machine. 

(iv) A food estabUshment in which only prepack
aged, nonpotentiaUy hazardous food or beverages 
are sold.] • •'- • 

(1) A retaU food facUity in which only prepack
aged, nonpotentiaUy hazardous food or beverages 
are sold. 

(2) A retaU food faciUty that seUs only raw agri
cultural commodities. 

(3)i.A retaU food faciUty that is exempt from 
Ucensure by an order of the Secretary that has 
been pubHshed in the Pennsylvania Bulletin in 
accordance with section 5703(b)(1) of the RetaU 
Food FacUity Safety Act (relating to Ucense re
quired) if the Ucensor is the Department. 

(4) A retaU food facUity that is exempt from 
Ucensure by an order of the local government unit 
or units having Hcensing authority in accordance 
with section 5703(b)(1) of the RetaU Food FaciUty 
Safety Act if the Ucensor is an entity other than the 
Department. 

(c) License interval. A Ucense certificate issued by 
the Department under this chapter sets forth the 
Ucense expiration date. The Ucense interval varies, 
in accordance with1;he risk-based factors identified 
in the Model Food Code, as foUows: 

(1) 24-month license interval. 
(i) The Ucense interval is 24 months with respect 

to a retaU food facUity that: 
(A) Serves or seUs only pre-packaged, nonpoten

tiaUy hazardous foods (non-time/temperature con
trol for safety foods). 

(B) Prepares only nonpotentiaUy hazardous foods 
(non-time/temperature control for safety foods). 

(C) Heats only commerciaUy processed, poten
tially hazardous foods (time/temperature Control 
for Safety Food (TCS foods)) for hot holding. 
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(D) Does not cool potentially hazardous foo 
(TCS foods) for hot holding. 

(U) E x a m p ^ 
that would typicaUy be subject to the j * ve_ 
Ucense interval in subparagraph W ^ V c o f f e e 
nience store operations, hot dog carts ana 
shops. _ •' -• 

(Ui) The Ucense interval for a retaU f ? 0 ^ * X £ 
is 24 months if the retaU food faciUty would otner 
wise be subject to the 18-mohth h c e n s e j n t ^ ^ t 
paragraph (2) but demonstrates^* 1 ^*^^ 
through historical docum^ffatio 
achieved and documented (active- manage* 
trol of foodborne iUness risk factors iden 
the Model Food Code. ThesVrisk factors 

(A) A history of noncompUance with P r o ^ ^ j 
regarding foodborne illness risk factors or c 
items. 

(B) SpeciaUzed processes conducted. 
(C) Food preparation a day in advance of servi 

(D)Large numbers of people served. 
(E) A history offoodborne illnesses or complain s, 

or both. 

(F) Highly susceptible population served. 

t2) 18-month license interval. 
(i) The Ucense interval is 18 months with respeC 

to a retaU food faciUty that: 
(A) Has a limited menu. 
(B) Prepares/cooks and serves most produc s 

mediately , p 
(C) May involve hot and cold holding C * ^ _ S " 

tiaUy hazardous foods (TCS foods) after prepara 
tion or cooking. 

(D) Limits complex preparation of P 0 ^ ^ ! 
hazardous foods (TCS foods) requiring ^ponrng, 
cooling, and reheating for hot holding to only a 
potentiaUy hazardous foods (TCS foods). 

(U) Examples of the type of retail f f ^ j S 
that would typicaUy be subject to t f t e * ^ f o o d 
Ucense interval in subparagraph d) . ^ . L ^ b e r of 
store operations that have only a hmite<i v*£\ _ 
separate departments (such as deh, Dff * ^ t i e s 
duce, seafood or meat area), -i^^^iSSZm 
that do not serve a highly susceptible pop 
and quick food service operations. . 

(Ui) The Hcense interval for a retaU ^ *jff l | [ 
is 18 months if the retaU food faciUty ^^5TL 
wise be subject to the 12-month Uceuse n r ^ 
paragraph (3) but demonstrates to-tne^eparrm , 
through historical documentation, "> tnat 
achieved and documented active ^ ^ a ^ " Q < r 
trol of foodborne illness risk factory ~ ^ 
( 1 ) . •• _ m 

(iv) The Ucense interval for a retaU food fac ty 
is 18 months if the retaU food facility w ^ ^ m 
wise be subject to the 24-month Ucense mt^rv 
paragraph (1), but the retaU ^odjac^ty^ney 
Ucensed or has not yet demonstrated to u w i * ^ _ 
ment, through historical documentation, tnav ^ 
achieved and documented active manageri _ 
trol of foodborne illness risk factors in paragx F 
(1). 

RULEMAKING 

(3) 12-month license interval. 
(i) The Ucense interval is 12 months with respect 

to a retaU food faciUty that: 
(A) Has an extensive menu and entaUs handling 

of raw ingredients. 
(B) Has complex preparation including cooking, 

cooling and reheating for hot holding involves 
many potentiaUy hazardous foods (TCS foods). 

(C) Uses a variety of processes that require hot 
and cold holding of potentiaUy hazardous food 
(TCS foods). 

(U) Examples of the type of retail food faciUty 
that would typically be subject to the 12-month 
Ucense interval in subparagraph (i) are full service 
restaurants or retaU food stores with a fuU range of 
separate departments (such as deli, bakery, pro
duce, seafood or meat area) that includes ready-to-
eat foods from a cafe, salad bar or hot food bar. 

(Hi) The Hcense interval for a retaU food,faciHty 
is 12 months if the retaU food faciHty would* other-
wise be subject to the 6-month license interval 7 
paragraph (4) but demonstrates to^ 
through historical document^ 
achieved and documented act 
trol of foodborne illness risk factors 
( ! ) . - r . •: , -

(iv) The Hcense interval for a retaU food faciHty 
is 12 months if the retaU food faciHty would other
wise be subject to the 18-month Hcense interval in 
paragraph (2), but the retaU food. faciUty is newly-
Hcensed or has not yet demonstrated to the Depart
ment, through historical documentation, that it has 
achieved and documented active managerial con
trol of foodborne illness risk factors in paragraph 
'(1). "..'; 

(4) 6-month license interval. 

(i) The Hcense interval is 6 months with respect 
to a retaU food faciHty that serves a highly suscep
tible population or that conducts speciaHzed pro
cesses such as smoking, curing or reduced oxygen 
packaging to extend shelf life. 

(U) Examples of the type of retaU food faciHty 
that would typicaUy be subject to the 6-month 
Hcense interval in subparagraph (i) are preschools, 
hospitals, nursing homes and estabhshments con
ducting processing at retaU. 

"(Hi) The Hcense interval for a retaU food faciHty 
is 6 months if the retaU food faciHty would1 other
wise be subject to the 12-month Hcense interval in 
paragraph (3), but the retaiOood faciHty is newly-
Hcensed or has not yet dentonstrateoriEo^he^epar^-
ment, through historical documentation, that it has" 
achieved and documented active managerial con
trol of foodborne illness risk factors in paragraph. 
( « • ; ' " • ' • 1 ' ; . " ^ - ^ , " - • . • ' 

§ 4(3.1142. Application procedure^cr^appropriateTicense 
[ or registration ] . 

Prior to the opening of a retail food facihty^ the 
operator shah contact the Department or Hcensor to 
obtain the appropriate appUcation form for the required 
Ucense [ or registration ] . The Department or Ucensor 
wiU supply the appUcant with the appropriate form, 
based upon the type of retaU food facUity involved. [ If 
the food faciUty is a pubUc eating and drinking 

1 

n 
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place, the appUcant shaU obtain a Ucense. If the 
food faciHty is a retaU food estabUshment, the 
appUcant must obtain a registration. A single loca
tion (such as a grocery store that also serves not 
ready-to-eat foods) might require both a hcense 
and a registration. ] 

§ 46.1143. Issuance. 
. (a) New, converted or remodeled retail food facUities. 
For retail food faculties that are required to subnet plan5 
as specified in § 46.1121(a) (relating to facility and 
operating plans), the Department [ wUl issue a regis
tration, or the Department] or Hcensor wiU issue a 
Ucense to the apphcant after the foUowing occur: ; 

(b) License [ or registration ] renewal. The r e ^ 
food faciUty operator of an existing retaU food facility 
shaU submit an appUcation, the required fee .ana be^m 
comphance with this chapter prior to issuance 1 by the 
Department of a renewed registration or Ucense, or 
the issuance] of a renewed Ucense by the Departoent 
or a Ucensor. 

Ac) Change of ownership. Licenses [and registra
t ions] are nontransferable. New owners * ^ R ^ f - J ? 
the Department or Ucensor in accordance with § 46.114^ 
(relating to appUcation procedure for appropriate license 
[ o r registration ]>. 
§ 46.1144. Conditions of retention: responsibihties of the 

retaU food faciUty operator. 

Tb retain a Ucense [ or registration 1 issued hy the 
pepartment or licensor under this chapter, a retaU food 
facihty operator shaU do the foUowing: 

(1) Post the Ucense [or registration ] in a location in 
the retaU food facUity' that is conspicuous to consumers 
and the Department or Ucensor. '•.<••'" 

* * * * • * 

X3) If a retaU food facihty is required in § 46.1122(a) 
(relating to HACCP plans) to operate under I a j an 
HACCP plan, comply with the plan as specifaed m 
§ 46.1103(c). _ 

(4) Immediately contact the Department or Ucensor to 
report an Ulness of a food employee as specified in 
[ § 46.111(b) (relating to duty to report d i s e ^ e <V 
medical conditioii) ] Subpart 2-201 of the Model 
Food Code V 
. (5) Immediately discontinue operations ^ d n o t ^ t h e 

Department or Ucensor if an imminent healtn nzzara 
may exist because of an emergency such as apbre, nooa, 
extended interruption of electrical or water service, sew
age backup, misuse of poisonous or toxic materials, onset 
of an apparent foodborne Ulness outbreak, gross ^ a ^ " . 
tary occurrence or condition or other circumstance tnat 
may endanger pubhc health. A retaU food faculty opera
tor need not discontinue operations in an area ot a tacinty 
that is unaffected by the imminent health hazard. 

(6) Not resume operations discontinued in a<xoiriance 
with paragraph (5) or otherwise according to the t Pubhc 
Eating and Drinking Places Law or the Food Act ] 
RetaU Food FaciHty Safety Act until approval is 
obtained from the Department or Ucensor. 

(7) AUow representatives of the Department or Ucensor 
access to the retaU food faciUty as specified in § 46.1101 
(relating to access to retaU food facUities). 

(9) [ Upgrade or replace refrigeration equipment 
as specified in § 46.385(a)(3) (relating to potentiaUy 
hazardous food: hot and cold holding), by December 
13, 2008, if the circumstances specified in para
graph (8)(i) and (U) do not occur first, and unless a 
variance has been approved as specified in 
§ 46.1103. 

(10) ] Comply with directives of. the Department or 
• Ucensor including time frames for corrective actions speci

fied in inspection reports, notices, orders, warnings and 
other directives issued by the Department or Ucensor in 
regard to the operator's retaU food faeiHty or in response 
to community emergencies. 

[ ( H ) ] (iO) Accept notices issued and served by the 
Department of Ucensor according to the [ PubUc Eating 
and Drinking Places Law or the Food Act ] RetaU 
Food FaciHty Safety Act. 

(11) Remit a fee owed to the Department under, 
section 5703(j) of the Retail Food FaciUty Safety Act 
(relating to Hcense required) within the time pre
scribed by the Department. 

(12) Remit a civU penalty assessed against the 
retaU food facUity operator under the RetaU Food 
FaciHty Safety Act or this chapter within 30 days of 
the later of either of the foUowing: 

(i) The effective date of the final adjudication 
. assessing the civU penalty. 

(U) The expiration of the appUcable deadline by 
which the final adjudication could be appealed to 
an appeUate court of the Commonwealth. 

Subpart C. MISCELLANEOUS PROVISIONS 
CHAPTER 76. FOOD EMPLOYEE CERTIFICATION 

(Editor's Note: As part of this proposed rulemaking, "the 
Department isproposing to rescind §§76.1-—76.17 and 
76.19 which appear in 58 Pa.Code pages 76-1—76-18, 
serial pages (304941)—(304958).) p . 
S e c / -• ... • . ; . ' • ' • • • - • • • • • . • • . • • • ' • • • . ; :• ::- v P . 
76.1—76.17. (Reserved). . 
76.19. (Reserved). 

(Editor's Note: Sections 76.20 and 79.21 are new and 
printed in regular type to enhance readability.) 

§ 76.20. Definitions. 
The foUowing words and terms, when used in this 

chapter, have the foUowing meanings, unless otherwise 
defined in Chapter 46 ^relating to food code): 

Act—The Food Employee Certification Act (3 Pa.C.S. 
§§ 6501—6510). '•'•'• 

f Certificate—A certificate of completion issued by a 
certification program that has been evaluated and Usted 
by an accrediting agency that has been recognized by the 
Conference for Food Protection Standards for Accredita
tion of Food Protection Manager Certification Program. 

Conference for Food Protection—An independent, Na
tional voluntary nonprofit organization to promote food 
safety and consumer protection. Participants in this 
organization include Federal, State and local regulatory 
agencies, universities, test providers,-certifying organiza
tions, consumer groups, food service and retail store trade 

a 
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associations, and retaU food faciUty operators. The objec
tives of the organization include identifying and address
ing food safety problems and promoting uniformity of 
regulations in food protection. , 

Department—The Department of Agriculture 6f the 
Commonwealth. 

Employee—As defined in 3 Pa.C.S. § 5702 (relating to 
definitions). 

§ 76.21, Certification programs. 
(a) General recognition of certification programs. For 

purposes of comphance with the act, the Department 
recognizes certincatiori programs, mcludihg examinations 
developed under those programs, that are evaluated, and 
Usted by an accrediting agency that has been recognized 
by the Conference for Food Protection as conforming to 
the Conference for Food Protection Standards for Accredi
tation of Food Protection Manager Certification Program. 

(b) List of acceptable certification programs. The De
partment maintains a current list of Department-
recognized certification programs. The Department wUl: 

(1) PubHsh the current hst in the Pennsylvania Bulle
tin annuaUy and when the hst is revised. 

(2) Post the current Hst on the Department's web site 
at www.agriculture.state.pa.us. 

(3) Provide a copy 0f the current Hst upon request 
directed to the Department's Bureau of Food Safety and 
Laboratory Services at (717) 787-4315 or the foUowing 
mailing address: 

Pennsylvania Department of Agriculture 
Bureau of Food Safety and Laboratory Services. 
ATTN: Food Employee Certification 
2301 North Cameron Street 
Harrisburg, Pennsylvania 17110-9408 

[Pa3. Doc, No. 12-1514. Filed for pubUc inspection August. 10, 2012,9:00 a.m.] 

GAME COMMISSION 
158 PA. CODE CH. 141] 

Hunting and Trapping; Permitted Devices 

To effectively manage the wildlife resources of this 
Commonwealth, the Game Commission (Commission) pro
posed at its June 26, 2012, meeting to amend § 141.18 
(relating to permitted devices) to permit the use of 
electronic crow decbys to hunt crows. 

The proposed rulemaking will not have an adverse 
impact on the wildlife resources of this Commonwealth. 

The authority for the proposed rulemaking is 34 
Pa.C.S. (relating to Game and Wildlife Code) (code). 

The proposed rulemaking was made pubhc at the June 
26, 2012, meeting of the Commission. Comments can be 
sent, until September 21, 2012, to the Director, Bureau of 
Information and Education, Game Commission, 2001 
Elmerton Avenue, Harrisburg, PA 17110-9797. 
1. Purpose and Authority 

Each year the Commission is asked to review the 
potential use of certain devices for hunting or trapping 
purposes that are otherwise prohibited by statute or 
regulation. As part of the review process, the Commission 
generally reviews to what degree use of a given device 

might negatively impact principles of resource conserva
tion, equal opportunity or public safety. The Commission 
has recently been requested to review the use of elec
tronic crow decoys for use in the hunting of crows. After, 
thoughtful review, the Commission determined[that use.of 
these devices for crow hunting purposes would be accept
able due to negligible impacts to the previously men
tioned principles. 

Section 2102(b)(1) of the code (relating to regulations) 
authorizes the Commission to "promulgate regulations 
relating to seasons and bag limits for hunting or furtak-
ing,vthe possession of certain species or parts thereof, the 
number and types of devices and equipment allowed, the 
identification of devices and the use and posSession_of 
devices." Section 2102(a) of the code provides that T h e 
commission shall promulgate such regulations as it deems 
necessary and appropriate concerning-game or wildlife 
and hunting or furtaking in this Commonwealth, includ
ing regulations relating to the protection, preservation 
and management of game or wildlife and game or wildlife 
habitat, permitting or prohibiting hunting or ^ tak ing , 
the ways, manner, methods and means of hunting or 
furtaking, and the health and safety of persons who hunt 
or take wildlife or may be in the vicinity^ persons who 
hunt or take game or wildlife in this Commonweal^. 
The amendments to § 141.18 are proposed under this 
authority. 

2. Regulatory Requirements 
The proposed rulemaking will amend § 141.18 to per

mit the use of electronic crow decoys to hunt crows. 

3. Persons Affected 
Persons wishing to hunt crows through the use of crow 

decoys within this.Commonwealth may be affected by the 
proposed rulemaking. 

4. Cost and Paperwork Requirements 

The proposed rulemaking should not result in addi
tional cost or paperwork. 

5. Effective Date ' •' 
The proposed rulemaking will be effective .upon final-

form pubhcation in the Pennsylvania^ Bulletin and will 
remain in effect until changed by the Commission. 

6. Contact Person 
For further information regarding the proposed rule

making, contact Eichard E. Palmer Director, Bureau of 
Wildlife Protection, 2001 Elmerton Avenue, Hamsburg, 
PA 17110-9797, (717) 783-6526. 

CARLG.ROE, 
• Executive Director .'; 

Fiscal Note: 48-347. No fiscal impact; (8) recommends P. 
adoption. , • P 

Annex A '-;i 
TITLE 58. RECREATION | 

PART m . GAME COMMISSION P 
CHAPTER 141. HUNTING AND TRAPPING 

Subchapter A GENERAL 

§ 141.18. Permitted devices. 
The foUowing devices may be. used to hunt or take .' 

wildlife: i 
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COMMONWEALTH OF PENNSYLVANIA 
GOVERNOR'S OFFICE OF GENERAL COUNSEL 

January 14,2014 

Independent Regulatory Review Commission 
333 Market Street, 14th Floor 
Harrisburg, PA 17120 

RE: NOTICE OF FINAL RULEMAKING 
Department of Agriculture 
7 Pa. Code Chapters 46 and 76 
Food Code; Food Employee Certification 
LD. No. 2-174 
Proposed Rulemaking: 42 Pa. Bulletin 5218 (August 11,2012) 
Approved by Office of General Counsel: January 8,2014 

Dear Sir or Madam: 

Please find enclosed a copy of the above-referenced final-form regulation (Preamble and Annex 
"A"). Copies of the Regulatory Analysis Form and Notice of Proposed Rulemaking are also 
enclosed. This material is submitted to you in accordance with the Regulatory Review Act (at 71 
P.S. § 745.5a(a)). The Department's responses to the comments received with respect to the 
proposed version of this regulation are set forth in the Preamble, and if applicable, incorporated 
into the Annex "A" of the final-form regulation. Please be aware that the Department, pursuant 
to 71 P.S. § 745.5a(b), on this same date, sent a copy ofthe text ofthe final-form regulation to 
each commentator who requested such information pursuant to 71 P.S. § 745.5a(a). As required 
by 71 P.S. § 745.5a(a), also enclosed with this submission is the list of commentators who 
requested additional information. 

I respectfully request the Commission's approval of this final-form regulation. The Department 
will provide any assistance you may require to facilitate a thorough review of this final-form 
regulation. Thank you for your consideration of this document. 

Sincerely, 

DwightjJ 
Assistant 

Enclosures 

OFFICE OF CHIEF COUNSEL | PENNSYLVANIA DEPARTMENT OF AGRICULTURE 
ROOM 201, AGRICULTURE BUILDING | 2301 NORTH CAMERON STREET | HARRISBURG, PA 17HO-9408 Pennsylvania 

Ph: 717-787-8744 I Fx: 717-787-1270 I www.agriculture.state.pa.us DEPARTMENT OF AGRICULTURE 
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SENATE COMMITTEE ON AGRICULTURE & RURAL AFFAIRS 

VOGEL MAJORITY CHAIR ELDER A. VOGEL, JR. 

SCHWANK MINORITY CHAIR 

y)4y* jm-& INDEPENDENTREGULATORYREVIEWCOMMISSION 

ATTORNEY GENERAL (for Final Omitted only) 

LEGISLATIVE REFERENCE BUREAU (for Proposed only) 

January 8, 2014 


