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CHAPTER 17
FOOD PROTECTION

BOARD OF HEALTH ROLE AT A GLANCE

The Board of Health (BOH) is charged with the responsibility of protecting the public from
foodborne illness through a sound public health food protection program. This is accomplished
through licensure, inspection and enforcement of compliance of retail food and food service
establishments. In preventing foodborne illness and disease, the BOH should also verify that
food managers and workers have received training and testing on proper food handling. When a
case of foodborne illness does occur in the community, the BOH serves as the principal
investigator through inspection for facility cleanliness, proper food sanitation practices and
adequate storage of food.

OVERVIEW

Foodborne illness in the United States is a major cause of personal distress, preventable death, and
avoidable economic burden. The US Centers for Disease Control and Prevention (CDC) believes that the
reported incidence of foodborne illness represents only a small fraction of what actually occurs. Thus, the
CDC estimates that 24 to 81 million people become ill from contaminated food, resulting in an estimated
10,000 needless deaths every year. Based on this estimate, food associated infection and intoxication
ranks second only to the common cold as the most frequent form of illness. The experience in
Massachusetts mirrors that of the rest of the country.

Across the nation, the annual cost of foodborne illness is estimated to be between $7.7 and $23 billion.
Contributing to this figure are lost wages, lost work productivity, increased health care costs, and
investigation costs.

For some, especially young children, the elderly - particularly those in health care institutions, and people
with impaired immune systems, foodborne illness is very serious and may be life threatening. For other
victims, foodborne illness results only in discomfort or lost time from the job. Common symptoms may
include nausea, gastrointestinal pains, vomiting, diarrhea, fever, dehydration and headache.

Contamination may be the result of infected food handlers, improper food handling, poor temperature
control, cross-contamination, chemicals and other toxic substances, or exposure to insects and rodents.
The common microbiological sources of infection may be associated with different kinds of foods and
food products. All of these sources of contamination are preventable. The CDC stated, that where
reported foodborne outbreaks are caused by mishandling of food, most of the time the mishandling occurs
within the retail segment of the food industry (restaurants, markets, schools, church kitchens, camps,
institutions and other locations) where ready-to-eat foods are prepared and provided to the public for
consumption. In Massachusetts, these establishments are within the jurisdiction of local health
departments.

BOARD OF HEALTH RESPONSIBILITIES
In Massachusetts, the regulation applicable for food service and retail food establishments is part of the
State Sanitary Code (105 CMR 590.000). The State Sanitary Code delegates to boards of health the
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authority to enforce 105 CMR 590: Minimum Sanitation Standards for Food Establishments: Chapter X.
In addition, the Federal 1999 Food Code was adopted by reference on 10/1/00 as a supplement to
105 CMR 590.000.

Each BOH has the responsibility to:

 License, inspect and monitor sanitation practices in retail food and food service establishments
(590.010, 590.012, 590.013).
 Investigate reports of suspected foodborne illnesses and food related complaints (590.017).
 Promote active managerial control by licensees and food managers regarding proper food
handling procedures, food sanitation measures, public health issues, and regulatory standards.
 Respond to consumer inquiries regarding food sanitation practices and standards, complaints, and
public health issues.
 Enforce anti-choking procedures in food service establishments (590.009(E)).
 License manufacturers of frozen desserts, milk pasteurization plants, bottled water and non-
alcoholic beverages.

Enforcing these regulations through routine inspections, administrative actions, food handler training and
immediate investigation of complaints is necessary to ensure public health protection from foodborne
diseases and injuries.

In order to carry out the responsibilities and authority of food protection assigned by law, the number of
inspection and clerical personnel within a health department must be sufficient. Federal and state
guidelines for the number of field inspectors in a food protection program is one FTE per 150 food
establishments. Additional training requirements for food inspectors are found in 101 CMR 590. Food
sanitarians must be qualified and well trained in conducting food inspections and investigations.
Sanitarians should complete a degree program in public or environmental health, food science or a related
area. All sanitarians should be fully trained to conduct Hazard Analysis Critical Control Point (HACCP)
investigations. Administrative positions are necessary to develop and monitor inspection scheduling
systems, review inspection reports, determine administrative and enforcement actions, conduct plan
reviews for new, remodeled and converted food establishments, and provide training and supervision for
the inspection staff.

The budget should provide for inspection equipment as well as for the education (e.g., seminars,
workshops, technical and professional journals and publications) of inspectors to keep them abreast of
new trends, regulations and practices in the food service and retail food industry. Duties and functions for
clerical personnel include issuing permits and administrative letters, filing, record keeping, and
documenting consumer complaints. The computerization of food protection programs is almost a
necessity, particularly in large jurisdictions, to facilitate licensing, scheduling, monitoring and record
keeping.

STATE RESPONSIBILITIES
In general, the Food Protection Program, of the Bureau of Environmental Health, Massachusetts
Department of Public Health (DPH) carries out the following responsibilities:

 Sets the state-wide standards for food and food products by adopting regulations and developing
policy in the following areas:

$ retail food and food service establishments (590.000)
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$ vending machines (590.018)
$ fish and shellfish processing (533.000)
$ milk and dairy plants (541.000)
$ commercial food processing (500.000)
$ bottled water (570.000)
$ meat and poultry (530.000)
$ labeling (520.000)

 Inspects and licenses facilities involved in the manufacturing, processing and storage of foods in the
following areas:

$ commissaries (500.000)
$ milk and dairy plants (541.000, M.G.L. 130 §80)
$ fish and shellfish processing plants (533.000)
$ commercial food processing plants (500.000, M.G.L. 94, §305C)
$ bottled water and carbonated beverages (570.000)

 Provides training and education to state and local health officials regarding regulations, inspection
procedures, public health issues, health alerts, industry advances, etc.

 Responds to inquiries from state and local health officials, consumers, professional associations and
industry representatives regarding regulations, public health issues, health alerts, etc.

 Coordinates investigations of foodborne illness outbreaks with federal and state agencies and boards of
health.

 Coordinates statewide recall efforts and other activities during health emergencies.

 The Division of Marine Fisheries http://www.mass.gov/dfwele/dmf/
regulates local shellfish beds in conjunction with shellfish wardens (see section on seafood below).

 The Department of Agricultural Resources regulates dairy farms (see section of dairy industry
below).

 The Department of Environmental Protection (DEP) regulates public water supplies.

Massachusetts regulations are divided into two parts. The CMR (Commonwealth of Massachusetts
Regulations) and the 1999 Federal Code, which was adopted as part of the state code of regulations.
The US Food and Drug Administration has adopted a 2001 Federal Code, and portions of the newer
code may be adopted in Massachusetts in 2004.

FEDERAL RESPONSIBILITIES

In general, the US Food and Drug Administration (FDA) sets national standards for food in a wide variety
of food manufacturing areas. The federal government also issues health alerts, provides training and
education programs for regulators and industry, prepares public education materials for consumers,
regulators, and industry. Furthermore, federal regulators set standards for and oversee all industries that
participate in inter-state commerce. The New England District FDA office is in Stoneham, MA
(telephone: 781-596-7700).



Massachusetts BOH Guidebook $ Food Protection $ July, 2009 17-4

OVERVIEW OF RETAIL FOOD PROGRAM

The BOH must ensure that retail food establishments are operating according to 105 CMR 590.000,
Minimum Standards for Food Establishments. Through licensure, inspection, promotion of active
managerial control and enforcement, the BOH is responsible for protecting the community from
foodborne disease outbreaks caused by improper food handling and contaminated foods.

BOARD OF HEALTH RESPONSIBILITIES

Issuance of Permits (105 CMR 590.012)

1. Consider and act upon applications for a permit to operate a retail food-related
operation or establishment. A model application may be found in Appendix A. A food establishment is
any fixed or mobile place, structure or vehicle whether permanent, transient, or temporary in which food
or drink is prepared for sale or for service on or off the premises, where commercially pre-packaged foods
are offered for retail sale, or where food is served to the public with or without charge. Food
Establishments include residential kitchens for retail sale, retail bakeries, and bed and breakfast homes
and establishments. All retail food establishment operations, including food service and retail food store
operations, are regulated by the same code. (105 CMR 590.000 - Chapter X.)

Traditionally, food service establishments such as restaurants prepare food for individual service while
retail food establishments sell commercially pre-packaged foods. Due to changing trends in the food
industry, some food establishments conduct both food service and retail food operations; for example, a
retail convenience food store that also conducts a food service operation such as, preparing and selling
coffee, hot pizza, soup and sandwiches.

Examples of food establishments and food establishment operations include but are not limited to:

Bakeries (retail)
Bars Selling Food
Butcher Shops
Church Kitchens Selling Food To The Public
Coffee Shops
Commercial Day Care Kitchens
Convenience Food Stores
Delicatessens
Farmers Markets Selling Foods Other Than
Fresh Fruits And Vegetables

Fish & Seafood Retail Trucks
Flea Markets Selling Food
Food Concession Stands
Food Pantries
Food Plan Clubs Selling Door To Door
Fund Raising Events Selling Food
Grocery Stores
Hospital Kitchens
Mobile Food Trucks

Nursing Homes
Pizzerias
Push Carts
Private Club Kitchens Selling Food To The Public
Residential Kitchens For Bed & Breakfasts
Residential Kitchens For Retail Sale
Restaurants
Retail Salvage Food Stores
Retail Stores Selling Food
Sandwich Shops
School Cafeterias
Soup Kitchens
Supermarkets
Sushi Bars
Taverns
Temporary Events Selling Food Such As
Carnivals, Fairs, Church Suppers And Festivals

Weight Loss/Nutrition Businesses Selling Food
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Exemptions from Licensure by the BOH:
$ Farm stands which sell only fresh fruits and vegetables (105 CMR 590.002(B) 18(C)) (I)).
$ Purveyors that sell only fresh fruits and vegetable (Farmers Markets -105 CMR 590.000).
$ Anyone who prepares food in a private home for donation to a non-profit organization that

distributes the food without charge or at a charge sufficient to cover only the cost of handling the
food (M.G.L. c.94, §328).

$ Neighborhood bake-sale operations selling only non-potentially hazardous foods such as breads,
cookies, cakes, candies and fruit pies (M.G.L. c.94,§ 1).

$ Food vending machines are licensed by DPH in accordance with 105 CMR 595.018, Licensure
of Vending Machine Operators. The Division of Food and Drugs routinely inspects food
preparation and storage facilities of vending operations within Massachusetts. The BOH should
report any food vending complaints to DFD. Water dispensing vending machines are regulated by
DEP as public water supplies; DPH licenses the machines.

2. Provide applications for food establishment permits on a form approved by DPH. In
addition, when a new food establishment is constructed, an existing structure is extensively remodeled or
converted into a food establishment, or a new operation is added, the plans must be submitted to the BOH
for review and approval, before any work can begin. (FC 8-2, 105 CMR 590.011)Review of Plans The
BOH should coordinate plan review with other local departments including, for example, zoning,
licensing, plumbing, and building. Many boards of health establish permit fees (through local
regulations) to offset the expenses of inspections, enforcement and administration. Consult the applicable
laws or regulations, or request information from DPH regarding certain fees set by state law for state, not
BOH licensure, with regard to milk plants, frozen desserts, bottled water and carbonated beverages. Fees
for permits issued by the BOH are established by the locality.

Permits shall only be issued to persons who comply with the requirements of 105 CMR 590.000. In
addition to reviewing and approving plans for food establishments, the BOH must conduct a pre- and post
-operational inspection to ensure compliance with the regulations.

There shall be one food establishment permit form issued that shall include the following information
(590.012(C)):

Name and address of the food establishment

Name of permit holder

Each type of operation permitted

Indication if permit is annual, seasonal or temporary

Date of expiration

Any restrictions on the type of operations allowed i.e. food service, retail food, caterer etc.

3. Permit holders must post a copy of the permit on the premises of the food establishment
(590.052(J)). Permits are not transferable from a person or a place and expire one year from the date
issued. Permit holders must notify the BOH within 48-hours after any change in ownership, and at least
30 days prior to any change of the name or location of the establishment. The permit holder must
promptly submit an application for a new or amended permit, together with written documentation
reflecting such changes.
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4. Each BOH may issue temporary food establishment permits that do not exceed 14 days, for
operations or events where food is sold. Mobile food unit or pushcart permits may also be issued for a
period of time designated by the BOH. These permits must also include the dates of operation, location
and any restrictions in the operation.

Permit holders may renew annual permits by applying at least 30 days prior to the expiration of the
permit on a form provided by the BOH. After receiving an application for a renewal permit, the BOH
should conduct an inspection unless one has been conducted within the previous six months.

Food Establishments Plan Review Requirements ( 590.011 FC 8-2 ). Federal Plan Review Guide

1. Review plans for food establishments that are newly constructed or converted,
extensively remodeled or where a new food operation is added. No construction work or changes may be
started until approval is granted by the BOH. Applicants should be made familiar with the appropriate
laws and regulations relative to 590.011 Plan Submission and Approval - FDA Guidance Document. It
is essential that plan reviews be evaluated based on the proposed menu or food operations planned. Plans
and specifications submitted to the BOH should minimally include:

Proposed menu of food handling operations

Equipment layout

Arrangement and flow of food through work areas

Construction materials used

Equipment specifications

In the review process, the BOH must evaluate whether the space and equipment is adequate for the
proposed operation.

2. Grant approval or deny plans within 30 calendar days of submission to the BOH. If no
action is taken by the BOH after 30 days, the applicant may submit plans to DPH. If no action is taken by
DPH after 15 days, the plans will be deemed to have been approved. Approval of plans can only be
denied for violating provisions of 105 CMR 590.000 or other applicable laws, ordinances, or regulations.
If the BOH disapproves of the plans, an official order for correction with a right to a hearing before the
BOH must be issued 590.011. Conduct a pre-operational inspection prior to the start of operations to
ensure compliance with all applicable regulations.

Conducting Food Establishment Inspections 105 CMR 590.013; FC 8-4 Online Inspection Guide

1. Training Requirements for Inspectors
Any person conducting food inspections for the board of health shall be knowledgeable in foodborne
disease prevention, application of the Hazard Analysis Critical Control Point principles, and the
requirements of 105 CMR 590.000 as they relate to food establishments in their city or town. The
inspector shall also demonstrate the knowledge referenced in 590.010(G)(1) by:

(a) Passing a certified food protection manager or certified food safety professional test that is part of an
accredited program recognized by the Department and completing food safety inspection training
recognized by theDepartment, or; (b) Being a registered sanitarian or certified health officer who has
completed food safety inspection training recognized by the Department.
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2. Inspect food establishments at least every six months to check for compliance with 105
CMR 590.013 (FC8-4). Changes in inspection frequency should be based on risk assessment and should
be reviewed with DFD. Allocate limited inspectional resources to high-risk facilities where the
probability of a foodborne illness outbreak is greater, or is of greater public health significance based on
the types of food prepared, methods of preparation, population served, volume of food prepared and
history of poor sanitation or implication in a foodborne illness outbreak.

Examples of high, medium and low-risk facilities and criteria used to define each category are identified
below:

CATEGORY CRITERIA EXAMPLES
HIGH-RISK Prepares or serves potentially hazardous

foods (PHF) requiring several processing
steps on premise, i.e. manual handling,
cooling, reheating and hot/cold holding

Prepares food several hours or days before
service

Prepares, serves or sells high volumes of food

Serves foods that are common vehicles in
foodborne illness outbreaks (poultry, beef,
gravy, stuffing, stews)

Serves high-risk population (elderly, children,
immunocompromised)

Has a history of repeated violations or is
implicated in a foodborne illness outbreak

Banquet Facilities
Caterers
Full Menu
Restaurants
Hospitals
Nursing Homes
Schools
Supermarkets
Temporary Food
Events
Vacuum Packaging

MEDIUM-
RISK

Prepares or serves high volumes of some
PHFs

Short time between preparation and service of
PHFs

Handles mostly low-risk food such as bakery
products and other non-PHFs

Convenience Food
Stores

Fast Food
Restaurants
Subs/Delis/Pizza
Shops
Residential Kitchens

LOW-RISK Prepares no PHFs

Serves primarily non-PHFs

Sells primarily pre-packaged foods

Bars/Taverns
Coffee Shops
Convenience Stores

which sell only pre-
packaged foods.

3. Investigate complaints related to food and food establishments. Complaints should be
recorded on a form and tracked in a log book or computer. Foodborne illness complaints should be
recorded on a special form (See Investigating Foodborne Illness). A BOH may enter any place where
food is stored or kept for sale within their jurisdiction regardless of licensure in accordance with M.G.L.
c.94 §146. Immediately refer complaints that fall outside your agency's jurisdiction to DFD.
Anonymous complaints that appear to be legitimate should always be investigated.
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4. Agents of the board, after identifying themselves, may enter any food establishment at any
reasonable time, with or without prior notice, for the purpose of making an inspection or investigating
a complaint.

5. Routine inspections should focus primarily on foodhandling procedures rather than a
cursory inspection of the food establishment’s physical and sanitary facility. Sanitarians should be trained
in food microbiology, high-risk factors in foodborne illness outbreaks and the application of Hazard
Analysis Critical Control Point (HACCP) in regulatory inspections and investigations. HACCP is a
systematic, scientific based approach to food safety in which the production of a food is evaluated for
hazards from receiving through sale or service. Inspectors should focus on potentially hazardous foods
(PHF) which is a common term for high-risk foods such as, meat and poultry, dairy products, seafood and
other foods that can support the rapid growth of disease causing organisms. Potential sources of
contamination from infected employees with poor hygienic practices, inadequately cleaned and sanitized
equipment, and raw ingredients should be identified during inspections.

High-risk procedures or critical control points in an operation where contamination or the survival of
pathogens may occur include, handling food with bare hands, thawing, preparing, cooking, cooling, hot
and cold holding and reheating. Such violations are referred to as critical items in the regulations and
require more immediate correction.

Risk Factors and Major Interventions

Anaerobic packaging
Bare hand contact
Contaminated ingredients
Cross-contamination
Improper cooling
Inadequate cooking
Inadequate hot holding
Inadequate refrigeration
Inadequate reheating

Infected food handlers
Natural toxins
Poisonous chemical contamination
Poor dry-storage practices
Preparation several hours before serving
Toxic containers
Unapproved food sources
Unclean equipment

NOTE : Foods packaged in hermetically sealed containers such as cans, jars and retort packages may
not be manufactured in a retail food establishment unless also licensed as a food processing plant by
DPH. Out-of-state products must be licensed by the appropriate regulatory agency responsible for
licensing food processing plants within that jurisdiction.

6. Record findings on an inspection report form and furnish a copy to the person in charge of
the establishment at the conclusion of the inspection. Use an inspection report form that is a prototype of
the Massachusetts Food Establishment Inspection Report form obtained from DPH or one that has been
approved by DPH in accordance with 590.013(E) Inspection Report Forms (Appendix C). The inspection
report form must include at least the following information:

Name and location of food establishment
Date and time of inspection
Name of inspector
Date and time of any scheduled follow-up inspection
Listing of the specific provisions of these regulations that have been violated
Determination by the inspector whether any of the violations constitute an imminent health hazard
Time within which corrections must be made
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Signature of the inspector
Signature of the person in charge

Completed inspection report forms are public records as defined in M.G.L. c.4 §7, clause 26 and must
be made available for public disclosure to any person who requests it pursuant to M.G.L. c.66 §10.

Enforcement Procedures
The BOH should maintain good working relationships with the establishments that they regulate in an
effort to achieve voluntary compliance. However, when food establishments fail to comply with the
regulations, it is the BOH’s responsibility to ensure that the establishments are brought into compliance.
Boards of health have several administrative and enforcement provisions available within 105 CMR
590.000 to bring food establishments into compliance. Examples of situations in which enforcement
actions against a food establishment operator are often necessary include:

Failing to correct violations noted by the BOH on previous inspections
Existing imminent health hazards and emergency occurrences
Operating without a license
Failing to submit plans in accordance with FC 8-2
Refusing BOH entry for inspection
Interfering with the BOH in the performance of its duty
Adulterated or misbranded foods

Whenever a BOH has failed after a reasonable length of time to enforce the regulations, it the
responsibility of DPH, after notice to the BOH and allotting a reasonable time for compliance, to enforce
these regulations in any manner that a BOH is authorized to act to achieve compliance. However, when
DPH determines that an imminent health hazard exists, no prior notice is necessary (105 CMR
590.014(A)).

1. Food Establishment Failing to Correct Violations Ordered by the Local Board of Health
It is imperative that the BOH use the appropriate enforcement procedures outlined in 105 CMR 590.000
to ensure that food establishment operators are given due process and to avoid legal disputes. Table 1
outlines routine enforcement procedures that must be followed whenever violations are noted. This will
avoid potential dismissal of BOH actions against non-compliant food operators.

a. Either the inspection report form issued at the end of the inspection or a separate letter mailed to
the permit holder by registered or certified mail, may serve as an official order for correction
provided that the information in Table 2 is included in the order. If the violation poses an imminent
health hazard such as in the case of loss of power or sewerage backup, an Emergency Closure
Order (590.014 (A)) may be issued by the BOH, in writing, without a prior notice or a hearing;
however, upon request, a timely hearing shall be conducted by the BOH. More information is
included under Emergency Closure Order below.

Critical violations must be corrected within 10 days, unless a shorter time is designated by the BOH.
The BOH should work with the establishment to correct all other violations within a reasonable time
period. In the case of temporary food establishments, all violations must be corrected within 24-hours.
If not corrected, the BOH may immediately order the establishment to cease operations.

The BOH may grant variances in accordance with section 590.010 Variances. Variances must not
conflict with the spirit of the minimum standards established by the regulations and must be in
writing with an opportunity for a hearing if denied. Contact DFD if you have any questions relating
to variances.
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105 CMR 590.000 ENFORCEMENT MODEL
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Upon Request 

Request

Order

Sustained,

Modified or
Withdrawn



10 days



Suspension or
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Order for Correction 590.055(A)
The following must be included:

$ name of inspector

$ date and time of inspection

$ name and location of food establishment inspected

$ date and time of a scheduled follow-up inspection

$ list of specific provisions of regulations violated

$ time within which corrections shall be made

$ signature of board member or agent



$ statement that the order, when signed by a board member or it’s agent, constitutes an order of the BOH
to correct any violations of these regulations that are indicated on the order within the time periods
designated

$ statement that the failure to comply with any time limits for correction may result in suspension or
revocation of the food establishment permit and cessation of food establishment operations

$ statement informing the permit holder of the right to a hearing before the BOH, the responsibility to
request the hearing in writing, the time limit for requesting a hearing and the address of the BOH.

EMERGENCY CLOSURE

In accordance with M.G.L. 111, §30, the board of health or its authorized agent, as determined by the board of
health, may, without a prior hearing, suspend a permit to operate a food establishment or to operate one or
more particular operations if an imminent health hazard is found to exist.

A permit may be summarily suspended without providing prior written notice, notice of a hearing, or a
hearing, provided that the right to a hearing is afforded within three business days of the request.

A summary suspension order shall be in writing and shall be posted at a public entrance to the food
establishment and a copy provided to the permit holder of the food establishment, pursuant to 105 CMR
590.015 (2). The order summarily suspending the permit or specific operation of the permit holder shall be
immediately effective upon posting of the order at the food establishment by an authorized agent of the
board of health.

The summary suspension order shall state:

a. The name and location of the food establishment and the 105 CMR DEPARTMENT OF PUBLIC
HEALTH, name and address of the permit holder;

b. That the board of health or its authorized agent, as determined by the board of health, has determined
that an imminent health hazard exists, which requires the immediate suspension of the food establishment
permit or the operation of one or more particular operations at the food establishment;

c. The specific violation(s) that lead to the determination that an imminent health hazard exists;

d. That all operations or one or more particular operations of the food establishment shall immediately
cease and desist;

e. That the emergency closure shall remain in effect until conditions cited in the order of closure are
corrected and the corrections are confirmed by the board of health or its authorized agent, as
determined by the board of health, through reinspection and other means as appropriate.

f. That a written request for a hearing shall be filed with the board of health by the permit holder within
ten days of receipt of the summary suspension order.

g. That the person has the right to inspect and obtain copies of all relevant inspection reports, orders,
notices, and other documentary evidence in the possession of the board of health and has the right to
be represented at any hearing.

h. The name and address of the board of health to where the written request for a hearing shall be sent.

i. The signature of a member of the board of health or its authorized agent, as determined by the board of
health.

j. The board of health shall hold a hearing within three business days after receipt of a written request for
a hearing.



k. If no hearing is requested, the summary suspension shall remain in effect until the board of health or
its authorized agent, as determined by the board of health, determines that all conditions cited in the
summary suspension order are corrected.

l. The board of health or its authorized agent, as determined by the 105 CMR DEPARTMENT OF
PUBLIC HEALTH, may end the summary suspension at any time if reasons for the suspension no
longer exist.

Orders for Suspension and Revocation (590.014):

The board of health or its authorized agent, as determined by the board of health, may issue a notice to suspend
a permit to operate a facility licensed under 105 CMR 590.000 or one or more particular operations of the
facility. Each of the following grounds shall constitute full and adequate grounds to suspend a permit.

(a) Failure to comply with the requirements of 105 CMR 590.000;

(b) Denial of entry to agents of the board of health or the Department or attempts to impede the work of a
duly authorized agent of the board of health or the Department;

(c) Providing false or misleading statements or documents to the board of health or the Department or
agents thereof, or keeping any misleading or false records or documents intended to satisfy the
requirements of 105 CMR 590.000;

(d) The permit holder or, if the permit holder is a corporation, a corporate officer or the owner of the
facility, has been convicted of, plead guilty or no lo contendere to, or has, in a judicial proceeding,
admitted facts sufficient to find that s/he is guilty of a crime relating to the operation of a food
establishment;

(e) The permit holder, or if the permit holder is a corporation, a corporate officer or the owner of the
facility has engaged in conduct that endangers the public health;

(f) Failure to pay any federal, state, or local taxes as required by law, pursuant to M.G.L. c. 62C, §49A;

(g) Failure to comply with local regulations/ordinances related to the operation of the facility; or

(h) Such other reasons not stated in 105 CMR 590.014(B)(1)(a) through (g), which pose a risk to public

health and safety.

Orders For Suspension and Revocation / 590.015 A Service

The board of health or its authorized agent, as determined by the board of health, may issue a notice to
suspend a permit to operate a facility licensed under 105 CMR 590.000 or one or more particular
operations of the facility. Each of the following grounds shall constitute full and adequate grounds to
suspend a permit.

(a) Failure to comply with the requirements of 105 CMR 590.000;

(b) Denial of entry to agents of the board of health or the Department or attempts to impede the work of a
duly authorized agent of the board of health or the Department;

(c) Providing false or misleading statements or documents to the board of health or the Department or agents
thereof, or keeping any misleading or false records or documents

intended to satisfy the requirements of 105 CMR 590.000;



(d) The permit holder or, if the permit holder is a corporation, a corporate officer or the owner of the facility,
has been convicted of, plead guilty or no lo contendere to, or has, in a judicial proceeding, admitted facts
sufficient to find that s/he is guilty of a crime relating to the operation of a food establishment;

(e) The permit holder, or if the permit holder is a corporation, a corporate officer or the owner of the facility
has engaged in conduct that endangers the public health;

(f) Failure to pay any federal, state, or local taxes as required by law, pursuant to M.G.L. c. 62C, §49A;

(g) Failure to comply with local regulations/ordinances related to the operation of the facility; or

(h) Such other reasons not stated in 105 CMR 590.014(B)(1)(a) through (g), which pose a risk to public health
and safety.

The order to suspend the permit shall be given by the board of health or its authorized agent, as determined
by the local board of health, to the permit holder in writing and shall specify:

(a) The name and location of the permit holder; (b) The specific violation(s) for which the permit or operation
is to be suspended;

(c) The date the suspension will become effective;

(d) That the suspension shall remain in effect until the conditions cited in the order to suspend are corrected
and their correction is confirmed by the board of health or its authorized agent, as determined by the local
board of health, through reinspection and any other means as appropriate;

(e) Notice of a right to a hearing before the board of health if a written request for hearing is filed with
the board of health by the permit holder within ten days of receipt of the order to suspend, the right to
inspect and obtain copies of all relevant inspection reports, orders, notices and other documentary
information in the possession of the board of health, and the right to be represented at the hearing. A local
board of health that sets a hearing on a specified date rather than requiring the permit holder to request a
hearing, satisfies this notice requirement provided that there is adequate notice of the hearing date, and the
notice fully informs the permit holder of the rights

listed above;

(f) The name and address of the board of health where the written request for a hearing shall be sent;

(g) If no request for a hearing is filed within the ten-day period, the board of health may impose the
suspension order; and

(h) The signature of a member of the board of health or its agent, as determined by the board of health.

Operating Without a Permit

If a food establishment is operating without a permit, the BOH should notify the food establishment, in
writing, that it is in violation of 105 CMR 590.012. The BOH should provide this notice in a way that can be
documented. If it is delivered by hand, the BOH should get the signature of someone in the position of
authority at the establishment or the notice should be mailed by certified mail, return receipt requested and first
class mail. The notice should state, for example, that ________ establishment is operating without a permit as
required by 105 CMR 590.012. The BOH will take legal action unless you immediately close and cease
operation. Failure to close may result in the BOH seeking criminal penalties pursuant to 105 CMR 590.019 or
injunctive relief barring the operation of the food establishment, especially if there are critical violations which
constitute imminent health hazards. If necessary, the BOH may request police assistance in delivering such
notices.



Failing to Submit Plans
If a food establishment fails to submit plans as required pursuant to 105 CMR 590.011, the BOH should issue
an order of correction letter which requests that the owner or operator immediately cease construction ,
changes or unapproved operations and submit plans to the BOH. Indicate that they are in violation of 105
CMR 590.011, which requires food establishment operators to submit plans for newly constructed or converted
food establishments, or where a new food operation is being added. Indicate that failure to obtain the proper
permit may result in criminal penalties in accordance with 105 CMR 590.019 Criminal Penalties. A court
injunction should be obtained if the food establishment ceases to operate and the BOH confirms or suspects
that critical violations or imminent health hazards exist. Request police assistance if necessary, in delivering
closure orders.

Interfering With the BOH in the Performance of Its Duty
Board members or agents, after identifying themselves, may enter and make inspections of food establishments
at any reasonable time (590.013(D)). If entry is denied, the board may take steps to revoke the permit of the
food establishment pursuant to 105 CMR 590.014(B).

Adulterated or Misbranded Food

The BOH may embargo foods which it knows, or has probable cause to believe, are adulterated or
misbranded. Embargo notices must be in writing to the person in charge or permit holder, and must specify in
detail the reasons for the embargo order. The embargoed foods must be tagged, labeled or otherwise identified
(see also 105 CMR 590.016). Samples of an embargo order and embargo tags are in Appendices D&E.
Adulterated or contaminated food which cannot be stored without risk to the public must be immediately
destroyed. Foods found to be adulterated or misbranded must be condemned or reconditioned in accordance
with M.G.L. c.94,§146 or 189 A.

The BOH must release embargoed foods found not to be adulterated or misbranded. Pursuant to M.G.L. c.94
§189A, embargoed foods cannot be detained for more than ten (10) days. When a determination is made that
food items are adulterated or misbranded, a petition must be filed in a district or municipal court, with
jurisdiction over the embargoed articles, for a libel condemnation of such articles.

If an inspector finds product which is adulterated or misbranded and is beyond reasonable reconditioning, the
inspector should request that the licensee voluntarily destroy the product under the inspector's supervision. If
the licensee agrees to destroy the product immediately, the inspector completes a voluntary disposal form
(available from DFD), which is signed by the licensee, and witnesses the destruction. If the licensee agrees to
voluntarily dispose of the product but is unable to destroy the product immediately, the product should be
embargoed, and plans should be made for the voluntary destruction under the inspector's supervision at a later
time. If the licensee does not agree to voluntary disposal, then the product must be embargoed, representative
samples taken for laboratory analysis, and the inspector should contact the town's legal department for
preparation and filing of a petition in district court for a libel of condemnation. If the sample results indicate
adulteration, the product would then be destroyed upon order of the court.

Emergency Preparedness and Response



The Massachusetts Division of Food and Drugs has assembled resource materials on maintaining a safe food
supply during emergencies such as floods, hurricanes and snowstorms that may result in loss of electricity and
potable water. Most of the materials listed, are provided in a package entitled “Emergency Preparedness:
Resource Material for Food Establishments, Consumer and Emergency Food Service Operations,” which is
available from DFD. Additional information is available on line at DPH.

The information provided can be used by health departments and emergency personnel in preparing for and
responding to emergencies such as, natural disasters and mechanical failures that may affect the food supply
and food operations within their jurisdiction. Much of this information can be disseminated directly to the
public, high-risk food operations and personnel, volunteers or agencies responsible for setting up and
managing emergency feeding sites to help them in developing their own action plan for emergency
occurrences.

Mandatory Food Manager Certification

Food Manager certification is required by the state code. 590.003 (A)(2) An ideal food protection program is
supported by a "partnership" effort between the food industry and food regulatory officials. Together, educated
food handlers and effective inspection programs can reduce the incidence of high-risk practices which in turn
can lead to foodborne disease outbreaks.

Approximately 90% of foodborne illness investigations involve food prepared in retail food operations such as
restaurants, retail food markets, schools, catering facilities, hospitals and nursing homes licensed and inspected
by a BOH official. With active managerial control, educated food managers can play a key role in the
prevention of foodborne disease.

Food managers are trained to identify contributing factors in foodborne disease outbreaks such as improper
cooling, infected food handlers, inadequate refrigeration, time and temperature abuse and cross-contamination
can establish appropriate operating procedures within their establishments and monitor day-to-day food
handling activities to ensure that safe food is prepared for consumers.

Other benefits of food manager training include, providing the food industry with a more professional
approach to food safety, improving communication between industry and regulators, increasing consumer
confidence in their food supply and avoiding negative, economic impacts often associated with foodborne
disease outbreaks.

Food Inspection Program Reporting Requirements

Amendments to Massachusetts Regulations, 105 CMR 590.000, Minimum Sanitation Standards for Food
Establishments, State Sanitary Code, Chapter X, require Boards of Health to report certain information
regarding their food protection programs to DFD, in accordance with section 590.010 (F), Reporting for Local
Boards of Health. DFD develops a form annually requesting the following information: address, telephone and
fax numbers, staffing, total number of establishments, total number of inspections, local ordinances,
enforcement actions, complaints, local foodborne illness investigations, training courses, high-risk operations,
and manager certification programs. The form is revised on a yearly basis to respond to the need for specific
information. All of this information is intended to:

- give DFD a thumbnail sketch of BOH food sanitation programs

- guide DFD in determining which cities and towns require assistance to strengthen their
programs



- evaluate the need for training

- identify cities and towns with certain high-risk operations (e.g., reduced oxygen packaging).

-identify level of compliance with FDA’s Voluntary National Retail Food Regulation Program
Standards.

Massachusetts Food Establishment Advisory Committee (FEAC )

FEAC consists of representatives from local, state and federal food regulatory agencies, as well as the food
service and retail food industry and academia. Committee members are appointed by the Director of DFD, in
accordance with section 590.020, Advisory Committee, to advise the Director on policies, interpretations, new
technologies, concepts and to encourage uniform application by the regulatory community and the food
industry, relative to 105 CMR 590.000, State Sanitary Code Chapter X, Minimum Sanitation Standards for
Food Establishments.

INVESTIGATION OF FOODBORNE ILLNESS

OVERVIEW

The public relies on health and food regulatory officials, as well as the food industry, for protection from
foodborne illness. The single most important reason to investigate a foodborne illness complaint, is to identify
contaminated food and remove it from the marketplace to prevent the occurrence of further illness. Prompt
investigations and actions by the BOH can lead to disease prevention in the community. Other equally
significant benefits include:

$ identifying faulty food handling practices and correcting them to ensure healthy and safe food

$ Using investigative findings to enhance physician's diagnoses and treatment of patients

$ producing statistical data which may be used to identify leading causes of sanitation problems, to
knowledgeably designate public health program priorities, and justify budget needs

$ enhancing consumer confidence in public health services within the community.

FOODBORNE DISEASE SURVEILLANCE

BOARD OF HEALTH RESPONSIBILITIES

Each BOH plays an integral role in the Massachusetts foodborne disease surveillance program. Surveillance
requires notification of: enteric, neurologic, or other illnesses that may be foodborne; investigations of
foodborne illness complaints; interpretation of data and dissemination of findings. Such information is
necessary to gather sufficient information to develop a rational approach for the prevention and control of
foodborne disease locally, as well as nationally. The BOH should:

$ seek and record consumer complaints about possible food related illness

$ educate medical care providers about surveillance, investigation and reporting of foodborne illness

$ encourage the food and tourist industries to report suspected foodborne illness complaints



$ encourage private and hospital laboratories to report isolation of causative agents that may be linked to
foodborne illness as required by 105 CMR 300.000: Reportable Diseases and Isolation and Quarantine
Requirements

$ develop foodborne disease surveillance and investigation procedures within your agency

$ identify members of the BOH foodborne illness investigation team and train staff in the proper procedures
to investigate foodborne illness complaints

$ assemble materials such as forms and equipment required for conducting investigations and collecting
food samples and specimens

$ notify the Massachusetts Working Group on Foodborne Illness Control* of suspected outbreaks.

*DPH's Working Group on Foodborne Illness Control consists of staff from the Division of Epidemiology, the
Division of Food and Drugs and the State Laboratory Institute, as well as health officials from the BOH. The
group is responsible for planning, monitoring, investigating and maintaining data on foodborne illness
outbreaks in Massachusetts and for providing team assistance and training to BOH staff in the surveillance,
investigation and the reporting of foodborne illness outbreaks.

INVESTIGATING FOODBORNE ILLNESS

BOARD OF HEALTH RESPONSIBILITIES

Foodborne illness investigations should be conducted by trained public health professionals such as nurses,
epidemiologists and sanitarians. The Massachusetts Foodborne Illness Investigation and Control Reference
Manual which was published in September, 1997 contains comprehensive information on board of health
responsibilities relevant to foodborne illness. It can be downloaded from the website above by clicking on the
title. The Manual includes basic disease information, guidelines, recommendations, regulatory requirements,
and offers instruction on foodborne illness surveillance, epidemiologic and environmental investigation and
control. Two copies were printed for each local board of health. For information, contact the Division of
Epidemiology and Immunization at (617) 983-6800. The reference manual is also available on the Department
of Public Health's web site at www.magnet.state.ma.us/dph/ under the "Publications" link.

Foodborne disease can occur after the ingestion of food contaminated with infectious or toxigenic
microorganisms or with poisonous substances. Contamination and time-temperature abuse during improper
food handling can result in the survival and growth of such microorganisms and toxins. Foodborne illness
symptoms range from mild gastrointestinal discomfort to severe reactions that can result in death. Foodborne
illnesses are classified as:

$ intoxications caused by ingestion of foods containing either poisonous chemicals or toxins produced by
microorganisms (i.e. foodborne botulism, Staphylococcus aureus intoxication, Bacillus cereus food
poisoning, scombroid or histamine poisoning, paralytic shellfish poisoning).

$ toxin-mediated infections caused by bacteria that produce enterotoxins during their colonization and
growth in the intestinal tract (i.e. Clostridium perfringens food poisoning, Enterotoxigenic E. coli, Enteric
E.coli gastroenteritis).



$ infections caused when microorganisms invade and multiply in the intestinal mucosa or other tissues (i.e.
salmonellosis, campylobacteriosis, yersiniosis, listeriosis, non-01 Vibrio cholerae gastroenteritis, Vibrio
parahaemolyticus gastroente itis, Vibrio vulnificus gastroenteritis, hemorrhagic E. coli O157:H7,
shigellosis, Hepatitis A, rotavirus gastroenteritis, Norwalk virus gastroenteritis).

A comprehensive list of common foodborne diseases caused by bacteria, viruses, protozoa, parasites and toxins
can be found in Appendix B. The list provides onset time, principal symptoms, common food vehicles, modes
of contamination and general prevention recommendations for each causative agent.

Steps of Investigation:

1. Receive and Act on Foodborne Illness Complaints

Record complaint: Prepare to investigate foodborne illness complaints implicating foods prepared or sold
within the BOH jurisdiction. Immediately refer complaints that fall outside your agency's jurisdiction to
DFD. Single case complaints and anonymous complaints that appear to be valid should always be
investigated.

Complaint Worksheet (Also see appendix)

Report suspected outbreaks to either the:

Division of Food and Drugs (617) 983-6712 or the Division of Epidemiology (617) 983-6800.

The Working Group on Foodborne Illness Control will coordinate reports of foodborne illnesses sent to
different parts of DPH.

A foodborne disease outbreak is usually defined as:

a) two or more persons experiencing a similar illness, usually gastrointestinal, after ingestion of a common
food or different food in a common place; and,

Note: With certain foodborne illnesses, such as botulism or a chemical poisoning, one case would be
considered an outbreak and would elicit an in-depth epidemiological investigation.

2. Take Steps to Verify Diagnosis

Reports of foodborne illness may be received from a variety of sources including the individuals suffering
from the illness, physicians, hospitals and other agencies. Verify the diagnosis by getting case histories and
collecting clinical and food specimens.



Interview the ill person(s) to obtain case history information. Case history information includes a 72-hour
or longer food history, common source identification relative to time and place, incubation period, symptoms,
onset time and duration of symptoms, and other information necessary to make epidemiological associations.
In single case incidents or small outbreaks, case history information provided on the FOODBORNE ILLNESS
COMPLAINT WORKSHEET (Appendix D) may be sufficient. DPH’s Bacterial/Parasitic Gastroenteritis Case
Report Form (Appendix F) should be used when the BOH is notified by DPH or by a physician or hospital, of
a confirmed case of a reportable gastrointestinal disease. The DPH List of Reportable Diseases can be found
online. For large outbreaks, a case history summary form may be used. Request assistance from the
Division of Epidemiology in obtaining case histories in large outbreaks. Use computer software programs
such as Epi Info, if possible, to collect and analyze data.

Note: Whenever possible, use physician and hospital records to verify reported symptoms and signs. Please
note however, that "food poisoning" is not a confirmed diagnosis without clinical specimens. Because case
report forms and some intake forms may contain medical information, they may not be subject to public
disclosure in their entirety and must be treated as confidential documents.

Diagnosis of most diseases can be confirmed only if etiologic agents are isolated and identified from clinical
specimens from ill persons. Encourage ill persons to submit clinical specimens while they are ill or as soon as
practical thereafter, since pathogens or poisonous toxins may remain in the intestinal tract for only a few days
after the onset of illness. The BOH should always be stocked with specimen collection kits available from the
State Laboratory. For instructions and questions on the use and submission of the enteric kits, contact the
Division of Epidemiology at (617) 983-6800 or the Enteric Laboratory at (617) 983-6609. To obtain kits,
contact the State Lab Kit Room at (617) 983- 6640.

Submit names of ill persons to the Division of Epidemiology so that they may correlate data with the
laboratory. Instruct ill persons to designate the name of the associated place or function they suspect as the
source of their illness on the specimen requisition form found inside the enteric collection kit.

In general, leftover food samples should be collected when:

$ one person experiences an intoxication or chemical poisoning

$ two or more persons become ill

$ an illness is confirmed

$ suspect perishable food has been kept under refrigeration

$ suspect perishable food is less than 5 days old

$ high-risk person is ill (i.e. child, pregnant woman, elderly person , immune compromised individual).

Contact the Division of Food and Drugs for further assistance in determining if samples should be taken
and the manner in which they should be collected. The BOH is responsible for transporting food samples to
the laboratory. Notify the State Laboratory or DFD prior to submitting food samples. A sample
submission form must be filled out by the person submitting the food sample. Samples implicated in
foodborne illness complaints will not be accepted without a completed foodborne illness intake form.

3. Make Epidemiological Associations



Determine if an outbreak has actually occurred. In many situations it may be obvious because of the number
of persons who ate the same food at a common place and are displaying similar symptoms at approximately
the same time. Many complaints however, involve illness in only one or two persons. In such situations, it is
often difficult to decide if the ingestion of a particular food was either associated or simply coincidental with
the illness. Other diseases that are associated with a common place may simulate foodborne outbreaks, such as
carbon monoxide poisoning and viral diseases transmitted person to person. If additional complaints connected
with the same food or same food service establishment are received, food is almost certain to be involved. If
complaints are received from different persons having common time, place, or person associations, the
probability that an outbreak has occurred is high. Notify the Division of Epidemiology or DFD of all
suspected outbreaks. In large outbreaks, the Division of Epidemiology can assist with an epidemiological
investigation that may include conducting a survey of all persons involved in the incident.

Formulate a hypothesis that explains how and why the outbreak may have occurred. Analytical methods
should be used to support the conclusion. If there is strong evidence that the outbreak is food related,
immediately conduct an environmental investigation and implement control measures to stop or prevent
further spread of the disease. Actions which may need to be considered include:

$ issue press release

$ initiate recall of product(s)

$ emergency closure

$ suspend operations

$ modify operations

$ embargo suspect foods

$ education

$ modify food handling procedures

$ food worker restrictions or exclusions

$ voluntary disposal of food

4. Investigate the Place Where Food Was Prepared

Plan the environmental investigation based on all information gathered, which will likely provide the
association of the place where the suspected food was prepared. Environmental investigations should be
conducted within 24 - 48 hours of being reported. Contact DFD for assistance with the environmental
investigation. Review previous inspection reports of the implicated establishment. Unlike routine inspections,
a quality environmental investigation of an outbreak may take several hours to permit evaluation of all the
suspected processes. The primary objective at the site is to determine what specific factors may have
contributed to the outbreak and, if discovered, assure that they are corrected. Persons conducting the
environmental investigation should be knowledgeable in food microbiology, high-risk factors in foodborne
illness outbreaks and the application of Hazard Analysis Critical Control Point (HACCP) in a foodborne
illness investigation. Steps in conducting a HACCP risk assessment (HRA) are outlined in Appendix G.

If possible, conduct the investigation at a time when the menu item that has been implicated is being
prepared and food handlers can be interviewed.



Explain the purpose of the foodborne illness investigation. Encourage a spirit of cooperation by explaining
the BOH’s responsibility, as well as the facility’s responsibility to ensure that practices and procedures are
adequate to prevent foodborne disease. Maintain an unbiased attitude and assure the manager that all
factors will be investigated.

Secure and collect leftover food samples immediately to avoid important evidence from being inadvertently
discarded. Samples should be collected and submitted in accordance with "Procedures to Investigate
Foodborne Illness." A general guideline for collecting samples can be found in Appendix I.

Observe food preparation procedures. If the suspect food is not being prepared, conduct a food preparation
review by interviewing the person in charge and food preparers on specific food handling procedures and
practices used.

Collect menus, recipes, information about the food source and products prepared, product flow and names
of persons responsible for particular operations in question, all of which are necessary to complete a
HACCP evaluation.

Conduct a HACCP risk assessment of the implicated foods to identify:

source and mode of microbial or chemical contamination of the food

likelihood that pathogens survived any process designed to kill them or reduce their numbers
opportunities for growth of pathogenic bacteria or toxigenic molds.

Report environmental findings on a food establishment inspection report form. Document the food
preparation review on a HACCP risk assessment form provided by DFD, and fill out and submit an
Environmental Investigation Summary Report Form.

5. Implement Control Measures

Take necessary enforcement action. Violations observed must be documented on a food inspection report
form approved by DFD. Embargo or dispose of foods found or suspected to be contaminated. All
enforcement actions (i.e. orders for correction, emergency closure, embargoes and disposals, suspension
etc.) must be in accordance with procedures outlined in 105 CMR 590.000.

Implement procedures in section 590.017, Procedures When Infection is Suspected, if food handlers are
suspected in foodborne disease transmission. Exclude all symptomatic food handlers and request that they
provide stool specimens. In large outbreaks, request that all food handlers, including asymptomatic food
handlers, submit stool specimens within 48-hours. Exclude food employees from working at the food
establishment who do not comply with the order.



Consider issuing an Emergency Closure Order, pursuant to 590.014(A) Imminent Health Hazard, until, in
the opinion of the BOH, no further danger of disease outbreak exists. Guidance may be obtained from
DFD or the Division of Epidemiology.

Take other action required by 105 CMR 300.000, Reportable Diseases and Isolation and Quarantine
Requirements.

6. Analyze Data, Submit Reports and Use Investigative Data for Prevention

Examine, interpret and organize all information and test results that have been collected. In large outbreaks,
epidemic curves should be analyzed and statistical rates calculated. Contact the Division of Epidemiology for
further assistance with plotting epidemic curves, calculating incubation periods, incidence rates and, if
possible, food specific attack rates, to determine the responsible food vehicle.

Submit all reports completed by the BOH such as, investigation reports, inspection report forms and interview
narratives to DFD. Without reliable, complete information, trends in foodborne disease incidence and the
causal factors of the disease are difficult to detect.

For larger outbreaks, write or coordinate writing of an outbreak summary report with the Division of
Epidemiology. Each foodborne illness summary report should be well written and timely, and is essential for
the following important reasons:

documentation for action to stop or prevent further disease

a record of performance

a document for potential medical/legal issues

an enhancement of the quality of the investigation

an instrument to present control and preventative measures.

All completed reports resulting from an investigation are public records, pursuant to M.G.L. c.4 §7, c1.26, with
the exception of specifically exempt documents including, for example, personal medical records or notations,
formulas, recipes and trade secrets.

FOOD MANUFACTURING

OVERVIEW OF FOOD PROCESSING

Boards of health are responsible for the licensing and inspection of retail stores and/or food service
establishments that engage in the business of food manufacturing for sale in the store where the food is made
and for sale in one other establishment owned by the licensee.

BOARD OF HEALTH RESPONSIBILITIES

Boards of Health are granted the power under M.G.L. c. 94, §146, to inspect any food establishment
within its jurisdiction, whether or not it issues that establishment a license or permit.



Cider mills that press apples, bottle and sell their cider only at their own store, must be inspected by the BOH,
and be issued a permit as a retail food establishment under 105 CMR 590.001, State Sanitary Code, Article X,
Minimum Sanitation Standards for Food Service Establishments. DFD has published a pamphlet for Cider
Mills entitled ôSanitary Operating Procedures for Massachusetts Cider Mills, January 1995.

Retail food establishments are prohibited from manufacturing products in hermetically sealed containers 105
CMR 590.002 (a).

Retail stores and/or food service establishments that manufacture and sell food products through mail-
order, must also obtain a license from DPH under M.G.L. c 94, §305C, in addition to their license from
the BOH as a food service establishment.

DPH has also determined that boards of health are prohibited from issuing a wholesale license, permit, or
registration to anyone engaged in the business of processing or distributing food for sale at wholesale. This
includes every person who prepares, manufactures, packs, repacks, cans, bottles, keeps, exposes, stores,
handles, or distributes food, or who operates a food warehouse under M.G.L. c.94, §305C. The law only
grants that authority to DPH.

If a BOH discovers a food operation that they believe may be subject to state or federal laws or
regulations, the board should inform the establishment owner and the appropriate state and/or federal
agency.

STATE RESPONSIBILITIES

DPH shall issue and may renew on an annual basis, a license to every person engaged in the business of
processing or distributing food for sale at wholesale, including every person who prepares, manufactures,
packs, repacks, cans, bottles, keeps, exposes, stores, handles, or distributes food or who operates a food
warehouse M.G.L. c.94, §305C.

The following wholesale establishment categories are subject to licensure and inspection under M.G.L. c.94, §
305C and 105 CMR 500.000: Good Manufacturing Practices for Food: bakeries, candy plants, pasta and
noodle plants, flour plants, cider plants, grain product plants, breakfast food plants, snack food plants, nut and
seed product plants, vegetable oil plants, dressing, condiment, salt and spices plants, commissaries, fruit and
vegetable processing plants, salvage dealers, dry food storage warehouses and cold storage and frozen food
warehouses. The following types of food processors are also licensed and inspected by DPH under various
laws, rules, and regulations:

Meat & Poultry: M.G.L. c 94 §118-132 and 139B, and 105 CMR 530.000 through 535.000

Food Vending Units: M.G.L. c. 94, §§ 192, 305 A, 305B, 308-313. M.G.L. c.111, §5. 105 CMR 595.000
Licensure of Vending Machine Operations.

DPH also licenses out-of-state bakeries. Any bakery manufacturer located outside of Massachusetts desiring to
sell bakery products within the Commonwealth of Massachusetts must be licensed annually in accordance with
M.G.L. c.94, §305E .

FEDERAL RESPONSIBILITIES



All food manufacturers, cold storage, and frozen food plants as well as dry food warehouses, are subject to
inspection by the Federal Food and Drug Administration if they ship or receive food products in interstate
commerce. In the case of meat and poultry, the Department of Agriculture has prime jurisdiction.

OVERVIEW OF DAIRY PRODUCTS

Dairy establishments of concern to boards of health include milk pasteurization plants, frozen dessert
manufacturers (includes soft serve machines), milk dealers and the retail sale of milk. Pasteurization plants and
frozen dessert manufacturers are licensed by boards of health. Wholesale and retail milk dealers are licensed
by the Massachusetts Department of Food & Agriculture (MDFA).

BOARD OF HEALTH RESPONSIBILITIES

1. Establishments for the Pasteurization of Milk

M.G.L. c.94, §48A requires boards of health to license establishments for the pasteurization of milk on an
annual basis. The regulation which governs these establishments is 105 CMR 541.000: Milk and Milk
Products, Grade A Condensed and Dry Milk Products, Grade A Condensed and Dry Whey, and Milk
Pasteurization Plants. According to 105 CMR 541.012, inspections of milk pasteurization plants shall be
made by agents of DPH or the BOH. In practice, milk pasteurization plants have been traditionally
inspected by DFD due to the high level of training and experience required to adequately evaluate complex
milk pasteurization, processing and packaging equipment; and because state regulatory agencies
participate in a federally mandated program - the Interstate Milk Shippers Program- regulating milk plants
that ship across state lines. However, this does not preclude local inspectors from performing inspections
at either interstate or intrastate milk pasteurization plants. Any requests for information for what is
necessary to operate a milk pasteurization plant or requests for new licensure, must be forwarded to DPH,
DFD for plan review, initial inspection(s), label review and other considerations (105 CMR 541.024).
When licensure applications are made to the BOH, the board should not proceed with the issuance of a
pasteurization license to a new or newly remodeled establishment for the pasteurization of milk until the
Division of Food & Drugs has inspected and approved the proposed operation. Board members or agents
are invited to accompany DFD inspectors for this assessment.

Joint Enforcement of 105 CMR 541.000

Enforcement of minimum standards for milk pasteurization plants is shared between boards of health and
DFD.

Each BOH must notify DPH, DFD, in writing, of any action that will be, or has been taken, to effect
compliance with 105 CMR 541.000. DPH/DFD may recommend to the local board that a license should be
suspended or revoked based upon microbiological results, inspections or non-compliance with the
regulations. DFD will work closely with boards of health in enforcement actions. DFD will notify the
BOH of any impending enforcement action it may take or has taken, including copies of enforcement
letters sent to violative dairy plants.

2. Establishments for the Manufacture of Frozen Desserts



M.G.L. c. 94, § 65G-U requires manufacturers of frozen desserts or frozen dessert mixes - whether for
wholesale or retail - to be licensed and inspected by boards of health. The term ‘manufacturer’ is not
limited to dairy plants pasteurizing ice cream or frozen yogurt mix; it also includes any retailer who
operates a frozen dessert dispenser, i.e., soft serve machine. Application to a BOH for permits, are to be
made in February, and the license year is from March 1 until the end of February of the following year.
Fees for licenses and permits are set by each municipality.

Monitoring of Microbial Test Results for Soft-Serve Frozen Desserts

A revised 105CMR 561.000, “Frozen Desserts and Frozen Dessert Mixes” regulation has been promulgated as
of September 26, 2003. Included in the revisions of this regulation, laboratories are no longer required to
send testing results of soft-serve frozen desserts to the Department of Public Health’s Division of Food and
Drugs. Laboratories must continue to submit the testing result to the local boards of health of their soft-
serve frozen desserts manufacturer’s location. Local Boards of Health continue to be responsible to follow
up on these testing results if they are violative.

The new standards for finished products produced in the soft-serve machine are:

Coliform 50/g

SPC 50,000/g

The new standards for finished product produced by means other than a soft-serve machine are:

Coliform 20/g

SPC 50,000/g

For more information please call 617-983-6712. Regulations are available at the State Book store by calling
617-727-2834.

Pursuant to M.G.L. c.94 § 65H, the license application shall include the following:

$ a statement that the applicant will manufacture such products only from pure and wholesome
ingredients and only under sanitary conditions;

$ the location of each plant where products will be manufactured;

a statement as to where the applicant will purchase frozen dessert mix and/or where the applicant
will purchase raw milk products, if a pasteurization plant;

$ the brand and trade name(s) under which products will be sold.

The regulations governing manufacturers of frozen desserts are 105 CMR 561.000 Frozen Dessert, and Frozen
Dessert Mixes and 105 CMR 562.000 The Identity, Manufacture and Sale of Frozen Dietary Dairy Desserts.
According to 105 CMR 561.009, all frozen dessert manufacturers (including soft serve dispensing machines)
shall have bacteriological tests performed on finished frozen dessert products each month by a DPH-approved
laboratory. The laboratory must submit copies of the results to the BOH upon completion of the analysis. The
bacteriological limits for frozen desserts set forth in 105 CMR 561.009 are fifty (50) coliform colonies per
gram and 50,000 standard plate count per gram. It is the responsibility of the boards of health to enforce the
monthly testing and reporting requirements for frozen dessert establishments. When a laboratory result shows
a frozen dessert product in excess of the bacteriological standards, the local health inspector may obtain or



require additional testing in triplicate and may conduct an inspection to determine the cleanliness of the
machine and/or establishment. It is deemed a violation if the majority of the three samples exceeds
bacteriological limits, at which time the inspector may take action against the dispensing machine(s) and/or
establishment responsible for the high counts. Labeling compliance with 105 CMR 520.000 and 105 CMR
561.000 should be reviewed on inspections for any frozen dessert products that are pre-packaged for retail sale.
See Section IX, Labeling for more information on labeling requirements.

Note: The Division of Food and Drugs, in 1997, issued a policy stating that only dairy-based frozen desserts
require monthly testing, and that frozen desserts that do not contain dairy ingredients, do not require monthly
testing.

3. Establishments for the Pasteurization of Ice Cream and/or Frozen Yogurt Mix

Pasteurization plants processing ice cream, ice cream mix and frozen yogurt mix, are licensed by the BOH and
may be inspected by DPH or local health officials. Again, where

pasteurization is involved, these plants are traditionally inspected by DPH, Division of Food & Drugs. M.G.L.
c. 94, § 65J allows for enforcement to be administered by either the BOH or DPH.

4. Retail Sale of Milk

Food retailers selling milk and food are required to be permitted by the BOH, pursuant to 105 CMR 590.000.
The reference to the retail sale of milk in M.G.L. c.94, § 40 can be incorporated into the retail food permit.
Milk dealers are currently licensed by Massachusetts Department of Food & Agriculture (MDFA) under
M.G.L., c. 94A, § 4 & 5, however retail stores are exempt.

5. Wholesale Milk Dealers

Wholesale milk dealers are licensed by MDFA, under several state statutes: M.G.L. c.94, § 16 A-F &16K; and
c.94A, § 4 & 5

STATE RESPONSIBILITIES

1. Interstate Milk Shipping Plants (IMS)

The DFD Dairy Plant Inspection Unit conducts a minimum of 8 inspections annually at all milk
pasteurization plants shipping milk products out of state. The state also visits these plants 8 to 10 times
annually to collect samples. These are the requirements of the National Conference on Interstate Milk
Shippers (NCIMS), a cooperative program in which the dairy industry, all 50 states, and the Food & Drug
Administration (FDA) participate to set operating and sanitation standards.

2. Intrastate Milk Shipping Plants (non-IMS)

Pasteurization plants processing milk, cheese and yogurt which do not ship out of state are also inspected
and sampled regularly by DPH’ss Dairy Plant Inspection Unit, but at a frequency which is established by
DFD.



3. State Enforcement of Wholesale Milk Dealers

a) DPH - see above for joint enforcement of 105 CMR 541.000

b) Department of Food & Agriculture

Massachusetts dairy farms are regulated by the MDFA under M.G.L. c. 94, §16.

Wholesale milk dealers (includes dairy farms, farm co-ops, milk plants and milk distributors) are
currently licensed by MDFA under M.G.L. c. 94, §16F & 16K and c.94A, § 4 & 5.

4. Out-of-State Frozen Dessert Plants

Any frozen dessert manufacturer located outside of Massachusetts desiring to sell frozen desserts within
the State, must be licensed annually in accordance with M.G.L. c.94, § 65H by DFD.

FEDERAL RESPONSIBILITIES

The U.S. Food & Drug Administration’s Milk Safety Branch oversees states’s enforcement of NCIMS
requirements for IMS plants and can also inspect any milk or frozen dessert plant in Massachusetts.

FISH AND FISH PRODUCTS

BOARD OF HEALTH RESPONSIBILITIES

Licensing

All fish and/or shellfish retailers or retail food stores with fish and/or shellfish sections must be licensed to
operate by the BOH as a retail food store. In addition to this, anyone who sells, processes, or distributes
raw fish or shellfish must have a permit from the Division of Marine Fisheries under Regulation 322 CMR
1.00-12.00. DFD is required to do this inspection, but may request assistance from the BOH to do it. All
retail seafood facilities must be in compliance with 105 CMR 590.000, Minimum Sanitation Standards for
Food Establishments (Sanitary Code, Chapter X) as it pertains to physical and operational requirements.

The BOH is responsible for licensing all retail trucks. DPH along with the Division of Marine Fisheries has
determined that retail trucks must also be permitted by the Division of Marine Fisheries after an inspection
is conducted by the BOH, to verify that the operator meets all requirements of 105 CMR 590.029: Mobile
Food Units and Push Carts and 322 CMR 1.00, Regulations of the Division of Marine Fisheries and 105
CMR 533.000: Fish and Fish Products. All retail trucks must be licensed by the BOH in every town that
they wish to sell their products. Unless they are equipped with hot water, handwashing and warewashing
facilities, as well as other appropriate equipment, retail trucks can only sell shellstock, shell-on shrimp and
prepackaged fish.

a. Shellfish



The sale of shellfish at retail and food service establishments has separate and unique requirements.
Clams, oysters, mussels and scallops must be harvested from an approved source and must be

traceable to their source. During inspections, look for the approved source on the dealer tag if it is shell-on
product, or on the container if it a shucked product. Refer to section 105 CMR 590.002 (B)(2) Shellfish.
The waterproof tag and/or container should contain the following information and be clear and legible:

Shellstock

-pieces of shellfish (clams, oysters, mussels, scallops)

-name, address, and certification number of the wholesale dealer who sold and offered the shellfish to
the retail or food service establishment.

-date of harvest

-place of harvest

-amount in bag

-the statement - This tag is required to be kept 90 days .

Shucked product

-same information as above plus:

-date of shucking on the top and side of containers. This date should also be on sales slips.

All tags and invoices from shellfish must be kept on file at the retailers for 90 days. Always check for
the permit (license) or certification number. Remember, all shellfish dealers must be licensed, but they
do not have to be certified to ship within Massachusetts. You can tell if a dealer is certified when the
license number is followed by an SS, SP, RS, or RP classification. If the product is suspect and from
out of state, check to see if they are approved on the Interstate Shellfish Shipper’ss List (ICSSL), a
monthly U.S. Food and Drug Administration publication that lists shellfish wholesalers who have
passed inspection according to the NSSP (see contacts below to order). Many Massachusetts retailers
prefer to purchase all of their shellfish from only ICSSL approved sources. The ICSSL contains the
current Massachusetts dealers approved for interstate shipment. If food establishments are purchasing
directly from a harvester, the harvester and retailer must also be licensed as wholesale dealers. A
record or log of purchases should also be kept by the retailer, detailing vendor sources and all tag and
container information.

b. Finfish

All retailers dealing with finfish (swordfish, sole, haddock, etc.), crustaceans (lobster, shrimp, crab)
must have a retail permit from the Division of Marine Fisheries as indicated above.

STATE RESPONSIBILITIES

DFD together with the Division of Marine Fisheries, work in a cooperative effort to assure that
wholesaler dealers, wholesale processors and wholesale trucks in Massachusetts are in compliance



with 322 CMR 1.00-12.00, Division of Marine Fisheries and 105 CMR 533.000, Fish and Fish
Products, and for wholesalers that ship interstate, the National Shellfish Sanitation Program (NSSP). In
cooperation with those efforts, the local health departments are responsible for overseeing the seafood
retailers under their jurisdiction.

Division of Marine Fisheries Permit

As indicated above, anyone who sells, processes, or distributes raw fish or shellfish, must have a
permit from the Division of Marine Fisheries under Regulation 322 CMR 1.00-12.00. To obtain a
permit, a retailer must first obtain an application from:

Division of Marine Fisheries

100 Cambridge St.

Boston, Massachusetts

617-727-3194

After obtaining an application, the retailer must contact the Division of Food and Drugs at 617-983-6712 and
arrange to have the facility inspected. All wholesaler dealers, wholesale trucks, and master diggers are also
licensed by Division of Marine Fisheries.

FEDERAL RESPONSIBILITIES

The National Shellfish Sanitation Program (NSSP) is a voluntary program that is based on a cooperative
relationship between the state/ federal governments and private industry. Firms that elect to participate in the
Program undergo a pre-certification inspection and subsequent routine inspections, both of which are
conducted by the State Shellfish Certifying Agency (SSCA), in this case, Massachusetts DPH . Becoming
NSSP certified qualifies a dealer to be listed on the Interstate Certified Shellfish Shipper’s List (ICSSL) (see
contacts below), a list distributed throughout the U.S. The NSSP assures uniform compliance of accepted
practices used by the shellfish industry. The shellfish covered by the NSSP are clams, mussels, oysters, and
scallops in the shell. Shucked scallop meats, lobster, shrimp and crab are not included in the NSSP.

The BOH is an integral component for the implementation of the NSSP. Whenever a state shellfish inspector
discovers a shellfish digger, shipper, packer or repacker in a specific city or town that has not complied with
the minimum standards of the NSSP, the firm, the city/town in which it is located, the U.S. Food and Drug
Administration and nearby states are all notified by DPH indicating the risk in the sale and consumption of the
indicated shellfish.

OVERVIEW OF BOTTLED WATER AND CARBONATED NONALCOHOLIC BEVERAGES

Bottling plants of concern to BOH include facilities that bottle water and carbonated nonalcoholic beverage for
shipment and/or sale. The carbonated water may be unsweetened and unflavored or it may contain a sweetener
and/or a flavor. Both of these bottling facilities are licensed by the BOH. The regulations and statutes which
govern these plants are 105 Code of Massachusetts Regulations (CMR) 570.000 and Massachusetts General
Laws (M.G.L.) Ch 94, Section 10A - F.



BOARD OF HEALTH RESPONSIBILITIES

1. Licensing of Bottled Water and Carbonated Nonalcoholic Beverages Plants M.G.L. c.94, §10A
requires the BOH to issue permits on an annual basis for bottling of carbonated nonalcoholic beverages or
water, both carbonated and noncarbonated, for human consumption. The regulations governing these
establishments are 105 CMR 570.000: The Manufacture, Collection, and Bottling of Water and Carbonated
Nonalcoholic Beverages.

2. Products

Examples of products that fall within the requirements of the applicable laws and regulations are
contained in sealed containers, carboys or bottles include, but are not limited to:

Types of Bottled Water Types of Carbonated Nonalcoholic Beverages

Artesian Well Water Flavored Carbonated Beverages

Drinking Water Soda

Spring Water Soda Water

Well Water Seltzer Water

Distilled Water Tonic Water

Carbonated Water

Sparkling Water

3. Permit Process

The BOH must provide applicants seeking to operate a bottling plant within their communities for
water or carbonated nonalcoholic beverages, an application on a form that has been approved by DPH.

a. Application Requirements

Permits may only be issued to persons who comply with the requirement of 105 CMR
570.000. A new application must include the following information:

$ Inspection Report of Plant: An inspection report from a BOH or DFD, indicating that
the plant is in compliance with 105 CMR 570.005. During the inspection of the plant, it
should be ascertained that according to 21 CFR 129.80(d (5)(e), each unit package of
bottled water or carbonated nonalcoholic beverage is identified by a production code. The
production code shall identify a particular batch or segment of a continuous production
run and the day produced.

$ Plan of Plant: A plan of the plant showing the location of all apparatus and showing all
abutters to the property of the plant and types of businesses they operate, is required to be
submitted by 105 CMR 570.017(E)(17)(c).



$ Documentation of Approved Source: If the source of water is an in-state source, a letter
of approval of the water source from DPH based on an evaluation by DEP, is required by
105 CMR 570.007(A). If the source of water is an out-of-state source of water, a copy of
the inspection report and approval of the water source from the appropriate governmental
authorities including a site plan of the water source, is required by 105 CMR 570.007(B).

Required Analyses

Non-Public Water Supply

If the plant is using a non-public water source, it must submit copies of the analyses
of the source water and of each of the different finished products bottled by the plant.
The analyses must include chemical, physical and radiological parameters, as
prescribed in 105 CMR 570.009 performed at a certified laboratory within twelve
months prior to the date of the application. The required microbiological analyses
must be performed at a certified laboratory and performed within thirty days prior to
the date of the application in accordance with 105 CMR 570.004 (A)(1)(d). When the
regulations were implemented, DFD agreed to review analytical results prior to the
BOH approving an application and issuing a permit.

ii. Public Water Supply

If the plant is using a public water source, the plant should obtain a letter from the
public water supply indicating the supply is in compliance with DEP standards. If the
bottler treats or filters the public water supply in any way, it must submit copies of the
analyses of each of the different finished products bottled by the plant. The analyses
must include chemical, physical and radiological parameters, as prescribed in 105
CMR 570.0009(A)(1)(a) and (6) performed at a certified laboratory within six months
prior to the date of the application. Microbiological analyses must be performed at a
certified laboratory and performed within thirty days prior to the date of the
application in accordance with 105 CMR 570.009(A)(1)(d). When the regulations
were implemented, DFD agreed to review analytical results prior to the BOH
approving an application and issuing a permit.

Labels: Labels must comply with all the requirements of 105 CMR 570.006 for each container
size and brand name of the product that is proposed to be sold in Massachusetts.

b. Documentation to be Sent to DFD: The DFD would like to help any BOH in answering
questions that arise prior to issuing the permit. The BOH shall immediately send to DFD a
copy of the application and all documents filed with the application for DFD to review in
accordance with MGL Chapter 94§10 A-F. After the application review, DFD will inform the
BOH when a permit should be issued.



c. Issuance of Permit: When the plant complies with all requirements, the permit

(form 522 which is available from Hobbs & Warren, P. O. Box 63, Boston, MA 02101-0063).
According to MGL Ch. 94§B, the BOH shall immediately send to DFD a copy of the permit
and one half of the fee collected. The permit must be signed by the BOH and shall include the
following information:

$ name and address of the bottling company

$ date of expiration.

d. Permit Fee: The permit fee shall be determined annually by the state commissioner of
administration under the provision of M.G.L. Ch94,§B. The current fee is $25.00. Each BOH
shall pay to DPH one half of the fee collected for each permit.

e. Posting of Permit: A copy of the permit must be posted on the premises of

the bottling plant. Permits are not transferable from a person or a place.

f. Expiration of Permit: Permits expire one year from the date issued. A permit may be renewed
by applying at least thirty days prior to the date of its expiration in accordance with 105 CMR
570.017(I).

g. Notification for Changes in Ownership, Name or Location:

i. When there is a change of ownership, name or location, the permit holder shall
notify the BOH, within ten days after any change in ownership, and at least 30 days
prior to any change of name or location of the plant. Additionally the permit holder
must submit to the BOH, pursuant to 105 CMR 570.018(B), a new or amended
application together with written documentation reflecting the change.

ii. Any time a plant is extensively remodeled, the permit holder shall promptly submit
to the BOH, pursuant to 105 CMR 570.018(C), a plan of the plant showing the
location of all apparatus, and showing all abutters to the property of the plant and the
types of businesses they operate.

iii. Any time there is a change of source that is not a public water supply, the permit
holder must, pursuant to 105 CMR 570.007(A) or (B), arrange for an inspection and
evaluation of the new source by DEP and provide such documentation to the BOH and
to DFD for approval, prior to the sale of products using the new source. If the source
is a public water supply, the permit holder shall notify the BOH of the change or
addition of source.

4. Renewal of Permit

Applicants are required to obtain from the BOH a renewal application at least thirty days prior to
the date of expiration of the permit pursuant to 570.017(I). A renewal application must include the following
information:



a. Renewal Application Requirements:

Required Analyses:

i. Non-Public Water Supply

If the plant is using a non-public water source, it must submit copies of the
analyses of the source water and of each of the different finished products
bottled by the plant. The analyses must include chemical, physical and
radiological parameters as prescribed by 105 CMR 570.009, performed at a
certified laboratory within six months prior to the date of the renewal
application. The required microbiological analyses must be performed at a
certified laboratory within thirty days prior to the date of the renewal
application. When the regulations were implemented, DFD agreed to review
analytical results prior to BOH approving an application.

ii. Public Water Supply

If the plant is using a public water source that the bottler filters or treats in any
way, copies of the analyses of each of the different finished products bottled
by the plant must be submitted. The analyses must include chemical, physical
and radiological parameters as prescribed in 105 CMR 570.009 performed at a
certified laboratory within one year prior to the date of the renewal
application. Microbiological analyses must be performed at a certified
laboratory and performed within thirty days prior to the date of the
application. When the regulations were implemented, DFD agreed to review
analytical results prior to BOH approving an application.

Labels must comply with the requirements of 105 CMR 570.012 for each container
size and brand name of the product that is proposed to be sold in
Massachusetts. It is important to have a copy of all the brand labels that the
bottling plant is producing. When a new brand is added, the bottler should send a
letter to the BOH including a copy of the new label for approval, advising the
BOH that a they intend to add a new product.

b. Documentation to be Sent to DFD: DFD would like to help any BOH in answering
questions that arise prior to issuing the permit. The BOH shall immediately send to DFD a
copy of the renewal application and all documents filed with the renewal application for DFD
to review. After application review, DFD will inform the BOH when a permit should be
issued.

c. Issuance of Renewal Permit: When it is determined that the plant complies with all
requirements, the BOH should issue one bottled water or carbonated nonalcoholic beverages
renewal permit (form 522). According toMGL Ch. 94 §B, the BOH shall immediately send to
DFD a copy of the permit and one half of the fee collected. The fee for the renewal permit is
identical to the new permit fee. The posting requirements are the same as with a new permit



and the expiration date is one year from the date issued. A renewal permit is not transferable.
According to 105 CMR 570.018(D), if a permit for an in-state plant is not renewed, the BOH
shall notify DFD.

5. Analyses to be Performed throughout the Year: Certain analyses are required of the bottling plant
throughout the year and it should be ascertained at the time of a BOH or DFD inspection that these
analyses are being performed.

a. Microbiological Analyses for Both Source and Finished water: According to 105 CMR
570.009(A) (3), all plants producing carbonated nonalcoholic beverages whose water source is
not a public water supply and all plants producing bottled water shall be responsible for
analyses of source water for microbiological contaminants by a certified laboratory at least
once a week. Additionally, 105 CMR 570.009 (3) requires that each type of bottled product
produced be analyzed for microbiological contaminants by a certified laboratory as often as
necessary, but at a minimum frequency of once a week.

b. Bacteriological Swabs and/or Rinse: According to 21 Code of Federal Regulation (CFR)
129.80 (d)(5)(f), at least once every three months, a bacteriological swab and/or rinse count
shall be made from at least four containers and closures selected just prior to filing and
sealing.

c. Cleaning and Sanitizing Solutions: According to 21 CFR 129.80(c), the plant shall sample
and test all cleaning and sanitizing solutions as often as necessary.

6. BOH Enforcement:

a. Emergency Suspension of Permit: In accordance with 105 CMR 570.002(A), the BOH or
its authorized agent, acting in accordance with M.G.L. c.111, §30 may, without prior notice or
hearing, suspend a permit to operate an in-state plant if an imminent health hazard is found to
exist. Any emergency suspension of a permit shall be accompanied by a written order which
states that an imminent health hazard exists that requires the immediate suspension of
operations, the violations leading to the suspension and that a hearing will be held if a written
request for a hearing is filed with the board of health by the permit holder within ten days of
receipt of the order.

b. Suspension of Permit: In accordance with 105 CMR 570.022 (C), the BOH may, after
providing opportunity for hearing, suspend a permit to operate an instate plant if the plant fails
to comply with any requirements of these regulations.

c. Revocation of Permit: Pursuant to 105 CMR 570.024(B), the BOH may, after providing
opportunity for hearing, revoke a permit of a bottling plant for:



1. serious or repeated violations of any of the requirements of these or other applicable
regulations;

2. interference with the BOH or DPH in the performance of its duty;

3. a criminal conviction of the permit holder relating to the operation of the plant; or

4. keeping or submitting any misleading or false records or documents required by these
regulations.

The notice of revocation shall be given by the BOH to the permit holder in writing pursuant to
105 CMR 570.022(B).

d. Embargo: Pursuant to M.G.L. c.94,§189A and 105 CMR 570.024, the BOH

may place an embargo on any product which it knows or has probable cause to

believe is adulterated or misbranded provided that:

1. a written notice is issued to the permit holder or to the person in charge; and

2. the notice specifies in detail the reason(s) for the embargo order.

BOTTLING PLANT RESPONSIBILITIES

1. Record Retention: All records required by 105 CMR 570.00 and 21 CFR Part 129 shall be
maintained at the plant for not less than two years with the noted exceptions.

2. Required Action if Water exceeds Water Quality Standards: According to 105 CMR
570.009(C)(1)(a), whenever a plant receives any test result indicating that its source water,
after any customary treatment, is not in compliance with applicable water quality standards, it
shall notify the Department of Food and Drugs (DFD) within 24 hours, test the source water
as determined by the DFD, Submit tests to the DFD and follow DFD instructions as to when
bottling may continue.

3. Substandard Water Shall not be Sold in Massachusetts: According to 105 CMR
570.008(B)(2), bottled water, the quality of which is below that prescribed by an FDA
standard of quality, shall not be sold in Massachusetts.

STATE RESPONSIBILITIES

1. In-state Bottling Plants: When the regulations were implemented, DFD agreed to review
analytical results prior to the BOH granting a permit. Inspectors from DFD also perform
inspections of in-state water bottling and carbonated nonalcoholic beverage plants every three



or four years. Inspectors are available to help a BOH, if requested, with inspections for new
applications for permits.

2. Out-of State Bottling Plants: The staff of DFD review and approve all applications for
out-of-state water and carbonated nonalcoholic beverage plants. DPH is responsible for
enforcement actions against out-of-state plants.

3. Self-service water bottle operations: Department of Food and Drug (DFD) and the
Department of Environmental Protection (DEP) have authority over self service vending
machines. DEP has responsibility for new machine approvals and all testing requirments. DFD
issues the vending license.

4. Enforcement: DFD is authorized to inspect and take enforcement actions in the same
manner as the BOH with regard to in-state plants.

FEDERAL RESPONSIBILITIES

1. Standards: The Federal Food and Drug Administration (FDA) sets all of the water quality
standards for finished bottled water.

LABELING

BOARD OF HEALTH RESPONSIBILITIES

The BOH has the responsibility to ensure that all pre-packaged, self-service food items manufactured in a retail
store, food service establishment, or residential kitchen within its jurisdiction, are properly labeled in
accordance with M.G.L. c.94 §187 and 105 CMR 590.002 &031, 510.00 and 520.00. In some cases, these
establishments would be exempt from the Federal nutrition labeling regulations because of their size, unless
the firm makes a health claim.

STATE RESPONSIBILITIES

DPH has the responsibility to ensure that all food items prepared, manufactured, packed , repacked, canned, or
bottled for sale at wholesale and retail by any establishment under its licensing or inspectional jurisdiction, is
labeled in accordance with M.G.L. c. 94 §187, and 105 CMR 510.00 and 520.00 as well as, applicable federal
regulations.

FEDERAL RESPONSIBILITIES

The Federal Food and Drug Administration (FDA) has the responsibility to ensure that all food items prepared,
manufactured, packed, repacked, canned, or bottled, for sale at wholesale and retail by any establishment under



its inspectional jurisdiction, is labeled in accordance with applicable federal regulations. The U.S. Department
of Agriculture has this responsibility for all meat & poultry products under their inspectional jurisdiction.

CONTACTS

Food Protection Program
Bureau of Environmental Health
Massachusetts Department of Public Health
617-983-6712
Regarding issues relating to MA food establishments.

Division of Marine Fisheries
Boston, MA
617-626-1520
Regarding issues relating to harvesters, MA shoreline, recreational fishermen, permit
information.

Department Agricultural Resources
Division of Dairy Services
617-626-1794
Regarding issues relating to dairy farms and wholesale milk dealers.

U.S. Food and Drug Administration
Northeast Region
Stoneham, MA
781-596-7700

US FDA
Charlotte Epps
301-436-2154

National Shellfish Sanitation Program
301-436-1410
Information regarding interstate shellfish harvest and sale.

Interstate Certified Shellfish Sanitation List http://www.issc.org

Interstate Certified Shellfish Shippers List: http://www.fda.gov/Food/FoodSafety/Product-
SpecificInformation/Seafood/FederalStatePrograms/InterstateShellfishShippersList/default.htm



Internet Resources

Search the General Laws of Massachusetts http://www.mass.gov/legis/laws/mgl/mgllink.htm

Massachusetts Foodborne Illness Investigation and Control Reference Manual

MDPH Food Protection Program

Foodborne Diseases, Pathogens and Toxins CDC Food Safety Office

List of Forms in Appendices
A. Permit to Operate a Retail Food Establishment (Word doc.)
B. Violations Related to Illness (Word doc.)
C. Inspection Report Form (Word doc.)
D. Illness Complaint Worksheet (pdf)
E. Environmental Investigation Report Form (pdf)
F. Bacterial and Parisitic Gastroent Report Form (pdf)
G. HAACP Risk Assessment (pdf)
H. Sample Submission Form (pdf)
I. Violation Description and Correction Plan (pdf)
J. Order Letter for Submission of Specimens (pdf)
K. Embargo Order (pdf)



L. Product Complaint Form (pdf)
M. Foodborne Illness Tables (pdf)


