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The Food Safety Modernization Act (FSMA), the 
largest food safety law reform in last 70 years, was 
enacted in 2011. One of the seven rules of FSMA is 
Preventive Controls for Human Food (PCHF), which 
specifically affects facilities engaged in the storage 
of unexposed packaged human food. This fact sheet 
summarizes the major compliance requirements listed 
in PCHF for a facility solely engaged in the storage of 
exposed packaged food.   

Applicability of Subparts: 
 A facility solely engaged in the storage of unex-

posed packaged food product is exempt from subparts 
C (hazard analysis and risk-based preventive controls) 
and G (supply-chain program), but subjected to subpart 
D (modified requirements) section 117.206.  

Major Requirements:  
If a facility stores any food products that requires 

time/temperature control to minimize or prevent patho-
gen growth or toxin production significantly, the facility 
must conduct the following activities as appropriate to 
ensure the effectiveness of the temperature controls:

(1)	 Establish: Establish and implement adequate 
temperature controls to significantly minimize    
or prevent the growth of or toxin production by 
pathogens.
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(2)	 Monitor: Monitor the temperature controls with 
adequate frequency.

(3)	 Corrective action: If there is a loss of temperature 
control, the following steps must be performed:

 
(i) 	 Correct the problem and reduce the likeli-

hood the problem will recur.
(ii)	 Evaluate affected food for safety.
(iii)	 Prevent the food in question from entering 

commerce.

(4)	 Verify: Verify temperature controls are consis-
tently implemented by:

(i)	 Calibrating temperature monitoring and 
recording devices (or checking them for 
accuracy).

(ii)	 Reviewing records of calibration within a 
reasonable time after the records are cre-
ated.

(iii) 	 Reviewing records of monitoring and cor-
rective actions taken to rectify a problem                   
with the control of temperature within 
seven working days after the records are 
created or the frequency determined by 
a preventive control qualified individual 
(PCQI).
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Required Records:

(1) Temperature monitoring records: Temperature 
logs, charts, etc. 

(2)	 Corrective action records: Nature of problem, 
how problem was fixed, root-cause analysis, 
identification of affected food and how affected 
food was dealt with.

(3)	 Verification activity records: Temperature mea-
suring device calibration and/or accuracy check, 
record review for calibration and accuracy check 
results on a pre-determined frequency, and moni-
toring and corrective action record review within 
seven days of creation or frequency determined 
by PCQI.

For more information, please contact Ravi Jadeja, 
FAPC food safety specialist, by calling 405-744-6071 
or emailing ravi.jadeja@okstate.edu. 

Disclaimer: The information provided is of a general 
nature and is intended to help you become familiar with 
general requirements of PCHF for a facility solely en-
gaged in the storage of unexposed packaged human food. 
The complete version of rule can be found at https://www.
gpo.gov/fdsys/pkg/FR-2015-09-17/pdf/2015-21920.pdf.
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•	 It provides practical, problem-oriented education for 
people of all ages. It is designated to take the knowledge 
of the university to those persons who do not or cannot 
participate in the formal classroom instruction of the uni-
versity.

•	 It utilizes research from university, government, and 
other sources to help people make their own decisions.

•	 More than a million volunteers help multiply the impact 
of the Extension professional staff.

•	 It dispenses no funds to the public.
•	 It is not a regulatory agency, but it does inform people 
of regulations and of their options in meeting them.

•	 Local programs are developed and carried out in full 
recognition of national problems and goals.

•	 The Extension staff educates people through personal 
contacts, meetings, demonstrations, and the mass media.

•	 Extension has the built-in flexibility to adjust its pro-
grams and subject matter to meet new needs. Activities 
shift from year to year as citizen groups and Extension 
workers close to the problems advise changes.

The Cooperative Extension Service is the largest, most 
successful informal educational organization in the world. 
It is a nationwide system funded and guided by a partner-
ship of federal, state, and local governments that delivers 
information to help people help themselves through the 
land-grant university system.

Extension carries out programs in the broad categories 
of agriculture, natural resources and environment; home 
economics; 4-H and other youth; and community resource 
development. Extension staff members live and work 
among the people they serve to help stimulate and educate 
Americans to plan ahead and cope with their problems.

Some characteristics of Cooperative Extension are:
• 	 The federal, state, and local governments coopera-
tively share in its financial support and program direction.

•	 It is administered by the land-grant university as 
designated by the state legislature through an Extension 
director.

•	 Extension programs are nonpolitical, objective, and 
based on factual information.


