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Since our last report on food safety 
(“The FDA Revises Proposed Rules for 
Food Safety,” CryoGas International, 
December 2014, pp. 48-49), activities 
related to food safety have continued 
their rapid evolution. Both government 
regulators and food safety experts in the 
gas industry have been busy preparing for 
full implementation of the Food Safety 
Modernization Act (FSMA) in 2016  
and 2017. This article is an update of 
recent activity and a preview of things  
yet to come.

FSMA – Who Must Comply  
and When
The Food Safety Modernization Act, 

according to senior FDA officials, 
is the most sweeping reform of food 
safety regulations in over 70 years. It 
introduces over 100 new mandatory 
requirements and significantly expands 
FDA authority over the food industry. 
Both domestic food manufacturers and 
foreign firms that import product to 
the US are regulated under these new 
requirements. Those food and beverage 
gas producers who think they will 
be able to move their company into 
compliance with FSMA and make no 
changes to their current practices and 
procedures are being unrealistic. In our 
opinion, this new regulation will touch 
every food and beverage gas supplier in 

the US to some extent.
In September 2015, the FDA finally 

released the finalized regulations for 
human food in a document titled Current 
Good Manufacturing Practice, Hazard 
Analysis, and Risk-Based Preventative 
Controls for Human Food. (A copy of 
this regulation can be found at ecfr.gov/
cgi-bin/text-idx?SID=e9ca025764f8adff
02bc93a2655d8450&mc=true&node=pt
21.2.117&rgn=div5.)

This regulation defines three 
categories of companies based on 
number of employees and annual 
sales of food products. The regulation 
establishes compliance dates for each 
category. In calculating annual sales 
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of food products, the FDA will lump 
together all food products sold by the 
company (including any subsidiaries and 
affiliates), as well as the value of any 
food held without sale. For example, a 
company that sells beverage gases, food 
gases, and other beverage ingredients 
such as flavorings would need to 
aggregate the sales  
of all these items together with the  
value of any inventory to determine  
their average annual sales dollars. If 
there were multiple entities operating 
under one management or ownership, the 
various entities would need to aggregate 
their sales. 

Under FSMA, large companies who 
employ over 500 total employees have 
one year, or until October 2016, to 
comply. Small companies are defined 
as those with less than 500 employees 
and over $1M in annual food sales. They 
have two years, or until October 2017, 
to comply. The third category is for very 
small companies, which FDA defines as 
businesses whose average annual sales 
are under $1M. These companies have 
three years to comply, or until October 
2018. This third category of businesses 
may also be eligible for a partial 
exemption to some FSMA requirements, 
and can implement what the FDA calls 
“modified” HARPC (Hazard Analysis 
and Risk-Based Preventive Controls ) 
requirements. 

This exemption only applies to very 
small businesses that meet additional 
qualification criteria. To qualify for 
this partial exemption, a very small 
business must meet both of the following 
conditions:

• During the preceding three-year 
period, the monetary value of the 
food sold directly to a qualified end-
user must exceed the monetary value 
of food sold to all other purchasers. 
The definition of qualified end-
user is an individual who directly 
consumes the food, or a restaurant 
or retail food establishment in 
the same state or the same Indian 
reservation, not more than 275 miles 
from your business, and who serves 
food directly to consumers.

• During the preceding three-year 

period the annual monetary value of 
all food sold was less than $500,000 
adjusted for inflation.

There has been significant confusion 
in the gas industry over what exactly 
this exemption encompasses. First, 
those businesses that qualify for the 
exemption do not get a complete pass on 
all FSMA requirements. The exemption 
only covers the HARPC and supply 
chain qualification elements in FSMA. 
This means exempt firms do not have 
to conduct and document a formal risk 
assessment or develop a written food 
safety plan. However, exempt firms 
do still have to implement programs 
for product traceability, cleaning and 
sanitization, allergy control process 
documentation, etc. Exempt firms are also 
required to identify the hazards in their 
business and have appropriate controls 

are monitoring the performance of 
those controls. Monitoring performance 
means keeping written records of that 
monitoring. This attestation can take 
the form of a letter signed by the chief 
executive officer or business owner. 
We recommend you consider sending 
some supporting documentation with the 
attestation.

Additionally, you have to send a 
third attestation to FDA affirming that 
each facility is in compliance with all 
applicable non-Federal food safety laws. 
In this third attestation FDA requires 
the company to also provide copies of 
licenses, inspection reports, permits, 
certificates, issued credentials, or other 
evidence of official food safety oversight 
of your company. I would strongly 
suspect that firms submitting the third 
attestation without including any of these 
attachments should expect to be visited 
by FDA inspectors. Also be aware that 
if you claim a HARPC exemption, the 
FDA will have the right to audit your 
financial records to verify you qualify 
for the exemption. At the very least they 
will have access to sales, inventory, and 
product distribution records.

Finally, you need to keep in mind that 
this exemption is not cast in stone. The 
FDA has the authority to withdraw or 
deny an exemption at any point. If there 
is an active investigation of a foodborne 
illness linked to an exempt facility, or  
the FDA determines it necessary to 
protect the public health, they can 
withdraw the exemption.

Attestations must be submitted to 
FDA beginning in 2018 by July 1 of 
each calendar year. While FDA will 
likely grudgingly accept paper copies, 
electronic submissions are the preferred 
method. FDA is only prepared to accept 
paper copies if you do not have “reliable” 
access to the internet.

In the final analysis we believe small 
firms, such as beverage gas companies, 
may simply find it easier to conduct 
a risk assessment and write up a food 
safety plan as opposed to collecting all 
the information needed to file the annual 
attestations. Given the relative simple 
nature of the beverage gas supply chain 
this may be the easiest way forward. 
Most importantly, it also keeps the FDA 
auditors out of your financial records.

and monitoring systems to deal with those 
hazards. This means exempt firms must 
have procedures, those procedures must 
address relevant hazards, and they must 
follow those procedures and keep records.

While this exemption may seem 
attractive to small producers there is an 
additional laundry list of requirements 
firms claiming a HARPC exemption must 
do. This involves a series of attestations 
which are required by law to be filed 
with FDA. An attestation is considered 
to be the written equivalent to swearing a 
verbal oath that something is true.

To begin, every business seeking an 
exemption must send an attestation 
to FDA for each facility claiming an 
exemption. In this attestation you must 
identify the site information and the base 
year for calculating sales dollars. Then 
they need to send a second attestation 
stating they have identified the potential 
hazards with the food being produced, 
they have implemented preventative 
controls to address those hazards, and 
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Recent Industry Activities
While the FSMA final rules where 
only passed a few months ago, the food 
gas committee at the Compressed Gas 
Association (CGA) has been hard at work 
for a number of years developing new 
industry standards and refining existing 
ones that will facilitate members meeting 
the new FSMA requirements. CGA has 
a very impressive library of standards 
that now covers a number of food and 
beverage gases, with a special focus 
on carbon dioxide. The CGA food gas 
committee is also working closely with 
the Food Chemical Codex to update the 
existing food gas monographs, as well as 
to add new monographs for gases such as 
oxygen and argon.

The International Society of Beverage 
Technologists (ISBT) has also completed 
work on an update of their Fountain 
Carbon Dioxide Guideline. This document 
outlines a set of best practices for the 
filling and distribution of carbon cioxide 
in high pressure and mini-bulk containers. 
While the document is being published 
under ISBT it really is a collaborative 
effort between ISBT  
and CGA. 

What is Next
FDA is expected to release another set 
of finalized rules covering intentional 
contamination of food products by the 
second quarter of 2016. In addition 
to covering tamper evident or tamper 
indicating provisions on food product 
containers it will also cover physical 
security of food manufacturing facilities, 
as well as supply chain security.

Once again it is unlikely that today’s 
routinely accepted business practices in 
the beverage gas industry will be entirely 
adequate under the new rules. Beverage 
gas firms will be faced with adopting new 
business practices and/or technologies. The 
agency has additional rules to be released 
later in 2016, but the keystone elements 
of FSMA are now published and the 
agency is setting their sights on the next 
phase of FSMA implementation, which is 
enforcement.

We are beginning to see some initial 
FDA inspections at independent beverage 
gas producers. These audits are more like 
introductory visits. Agency inspectors 
show up fully expecting the company to 

be more or less ignorant of FSMA and 
the change in food safety regulations. I 
am pleased to report that those beverage 
gas companies in the B&R program have 
sailed through these early inspections, 
often in just a few hours, with the inspector 
satisfied the company was  
on track.

Based on communications out of the 
FDA, there is little doubt that in the 
months and years to come the Agency 
will be ramping up enforcement activities 
related to food and FSMA compliance. To 
what extent will depend on future funding.

Funding FSMA
A battle in the US Congress is brewing 
over how to continue funding FSMA. 
The issue is fully funding FSMA from the 
US treasury or providing partial funding 

user fees on the drug side is to simply 
divide the amount of money they want by 
the number of companies FDA determines 
the fee is applicable to, and voila, they 
arrive at the fee firms are charged.

As would be expected consumer and 
food industry advocates are objecting to 
this proposal, as they feel it will directly 
result in higher food prices for consumers. 
It will come down to Congress having to 
choose between higher taxes or user fees. 
Our opinion is that the smart money is on 
Congress enacting new user fees since the 
FDA user fee model for drug producers is 
so well established and very successful. 
This whole issue is something we will be 
watching closely and updating the readers 
of Cryogas International.

As mentioned earlier, B&R Compliance 
offers turn-key compliance programs for 
food and beverage producers. Over the 
last four years we have been building 
and refining our food and beverage gas 
compliance programs. The B&R programs 
have been reviewed and vetted by some of 
the largest food and beverage companies 
in the US, who also collaborated in their 
development. B&R has programs that 
fit all business models, from small firms 
distributing high pressure cylinders, to 
companies that have large micro-bulk 
businesses and sell a variety of food 
and beverage gases and mixes. We have 
compliance modules for every food and 
beverage gas and every mode of delivery, 
including the new and emerging food gas 
applications using oxygen and argon. We 
also offer services such as risk assessments 
and food safety training. If you are starting 
to plan for FSMA implementation or just 
need more information on how to begin 
moving forward, please give us a call or 
drop us an email. We would be happy to 
discuss your issues and help you find a 
solution for your business that works for 
you. 

and filling the funding gap with user 
fees. FSMA already grants FDA the right 
to charge fees for facility re-inspection 
to verify compliance. In other words, if 
FDA audits your facility and finds non-
compliances you should expect to pay 
roughly $200 per hour for them to come 
back at some point in the future to verify 
you have corrected all noted deficiencies. 
In reality that is just cost recovery and does 
not fund additional manpower.

The 2017 budget request submitted to 
Congress by the Obama administration 
includes a food safety budget of $1.5 
billion, of which $1.3 billion is budget 
authority, with the remaining money being 
generated from user fees. For 2017 FDA is 
requesting authority to collect $193 million 
generated by two new user fees. The first 
proposed fee is a Food and Feed import 
fee. This is unlikely to affect food and 
beverage gases other than possibly those 
products moving into the US from Canada. 
The second user fee being proposed is a 
Food and Feed Facility Registration and 
Inspection Fee. FDA is seeking $61.3 
million for this user fee. There are no 
details on how that would translate to the 
actual fee paid by a beverage gas company. 
However, the traditional FDA math for 
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