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California Code of Requlations
Title 17. Public Health
Division 1. State Department of Health Services
Chapter 5. Sanitation (Environmental)
Subchapter 2. Food and Drugs
Group 1. Rules and Regulations
Article 8. Cannery Inspection Requlations

Adopt Section 12350 to read as follows:
§ 12350 Applicability.

The regulations of this Article apply to any person engaged in the noncommercial
manufacturing or packing of salmon, or in the commercial manufacturing or packing of
shelf-stable acidified foods or low-acid foods packaged in hermetically sealed
containers.

Note: Authority cited: Sections 100275, 110065, 112825, and 131200, Health and

Safety Code.
Reference: Sections 112675 and 112750, Health and Safety Code.

Adopt Section 12355 to read as follows:
§ 12355 Definitions.
For the purposes of this Article, the following definitions shall apply:

"Acidified foods" means shelf-stable low-acid foods to which acid(s) or acid food(s) are
added and packaged within hermetically sealed containers with a finished equilibrium
pH of 4.6 or below and a water activity (aw) greater than 0.85.

“‘Commercial sterility” of food means the condition achieved by the application of heat,
the control of water activity (aw), the control of pH, or other treatment which renders the
food free of microorganisms capable of reproducing in the food under nonrefrigerated
conditions of storage and distribution, and viable microorganisms (including spores) of
public health significance.

“Critical factor” means any property, characteristic, condition, aspect, or other
parameter, the variation of which may affect the scheduled process and the attainment
of commercial sterility.
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“Hermetically sealed container” means a container that is designed and intended to
prevent the entry of microorganisms and thereby to maintain the commercial sterility of
its contents after processing.

"Low-Acid foods" means any shelf-stable foods, other than alcoholic beverages,
packaged in hermetically sealed containers with a finished equilibrium pH greater than
4.6 and a water activity (aw) greater than 0.85 (historically referred to as “low-acid
canned foods” or “LACF”). Tomatoes and tomato products having a finished equilibrium
pH less than 4.7 are not low-acid foods.

"Official State Process Letters" means documents identifying critical factors and the
recommended scheduled process issued by the Department as adequate under the
conditions of manufacture for a given food to achieve commercial sterility.

“Operational Documents” means documents identifying critical factors and the
recommended specifications issued by the Department as adequate under the
conditions of manufacture for a given processing system to adequately administer the
scheduled process required of a given food to achieve commercial sterility.

“Process deviation” means the event in which any process or critical factor fails to
satisfy the minimum requirements of the scheduled process identified in Official State
Process Letters or Operational Documents for any acidified food, low-acid food, or
processing system as disclosed from records by processor check or otherwise.

“Processing system” means retorts, aseptic processing and packaging systems, or any
other equipment used to administer the scheduled process required of a given acidified
food or low-acid food to achieve commercial sterility.

“Scheduled process” means the process selected by the processor under the conditions
of manufacture for a given food to achieve commercial sterility. This process shall be at
least equivalent to the process identified in Official State Process Letters and
Operational Documents.

Note: Authority cited: Sections 100275, 110065, 112825, and 131200, Health and

Safety Code.
Reference: Title 21 Code of Federal Requlations Sections 113.3 and 114.3.
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Repeal Section 12400:

§ 12400. Applicability.

Amend Section 12470 to read as follows:

§ 12470. Record of Cooks.

Each licensed retort operator shall keep a record of the cooks as required by the State
Board of Public Health.

(a) The original and a duplicate of the production record must be kept by filling in
accurately in complete detail the form approved by the Department of Public Health.
Each entry in the record must be made by the operator at the time the specific retort
operation is observed and not copied afterward. It must be in legible handwriting and be
signed by the operator or operators.

(b) Chart of recording thermometer must show full time and temperature as required,

) (c) The cook or batch number and size of cans involved must be recorded by the
canner in each respective curve of all temperature charts.

Note: Authority cited: Sections 100275, 110065, 112825, and 131200, Health and

Safety Code.
Reference: Title 21, Code of Federal Requlations, Section 113.40(a)(2), 113.100,

114.100, 117.305
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Amend Section 12555 to read as follows:
§ 12555. Reporting Spoilage, Process Deviations, or Contamination with
Microorganisms.

person.
(a) Any person, per Section 12350, must report to the Department in writing, within one

working day, any instance of spoilage, process deviation, or contamination with
microorganisms in acidified foods or low-acid foods.
(b) Written reports to the Department must:

(1) Identify product affected, the manufacture date, the lot code, the number of
affected containers, and the Official State Process Letter for the affected product;
(A) All cans containing swells to any degree, including buckling, springers,-and-or

flippers, or any containers with broken seals, popped lids, found to be leaking
or broken, or that present any other evidence that indicates spoilage of
product feund-in-the-warehouse must be included in the report.

(2) Include copies of records of operations showing adherence to, or deviations
from, scheduled processes identified in Official State Process Letters or
Operational Documents, including but not limited to records of processing and
production, temperature-recording device, container closure or seal integrity
examination, pH measurement, or any other records of critical factors intended to
ensure a safe product;

(3) Include copies of the file, or log identifying the appropriate data, detailing the
instance of spoilage, process deviation, or contamination with microorganisms
and the corrective actions taken.

(c) This section does not apply to damaged or spoiled raw materials and ingredients.

Note: Authority cited: Section 100275, 110065, 112825, and 131200, Health and Safety
Code.
Reference: Title 21, Federal Code of Requlations Section 113.89

Amend Section 12560 to read as follows:
§ 12560. Segregation.
(a) When-swells-or-otherevidence All foods subject to Section 12555 having any
instance of spoilage, process deviation, or contamination with microorganisms ir
L e e ==

warehouse-lotsuch-spoilage must be segregated from-the-rermaleans;-and the
entire lot,-ineluding-flateans; batch, or other portion of production held pending
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immediate-notification-of evaluation as to any potential public health significance
by the Department-efPublic Health.

(b) No samples of such material foods identified under paragraph (a) of this section
shall be drawn, removed, distributed, or disposed of for any purpose until
authorization has been granted by the Department efPublic Health.

Note: Authority cited: Section 100275, 110065, 112825, and 131200, Health and Safety
Code.

Reference: Section 111865, Health and Safety Code; Part 113, Title 21, Federal Code
of Requlation 113.89 and 114.89.

Adopt Section 13250 to read as follows:

§ 13250. Severability.

In this article , if any section, subsection, clause, sentence, or phrase of these
requlations is for any reason held to be invalid or unconstitutional, or if any application
of this article to any person or circumstance is found to be invalid, the Department’s
intent is that the invalidity or unconstitutionality not affect any other section, subsection,
clause, sentence, phrase, or application which can be given effect without the invalid
provision or application in this article.

Note: Authority cited: Sections 100275, 110065, 112825, and 131200, Health and
Safety Code. Reference: Section 110045, Health and Safety Code.




