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FDA’S New Food Safety Regulations, Part One  
Understanding “Preventive Controls for Human/Animal Food”  

Dec. 16, 2015 
 
 

Speaker:  Kathleen A. Hardee, Co-Chair Food & Ag Group, Polsinelli. 
    
Operator:  Hello, and welcome to “FDA’S New Food Safety Regulations, Part One: Understanding 
“Preventive Controls for Human/Animal Food.”  This Webinar is being presented by FDAnews. 
 
By now the main registrant at each dial-in site should have received an email with our speaker’s 
presentation. If not, you may download it from the announcement of this webinar on our website, 
fdanews.com. 
 
At this time all participants are in a listen-only mode. Please feel free to prepare questions for our 
presenter, as we will conduct a live question-and-answer session following the presentation. If you prefer 
to put your questions in writing, you may use the Q&A panel within WebEx. Type your question in the 
rectangular space, select All Panelists in the pull-down menu and click the Send button. You may submit 
them at any time during the conference to questions@fdanews.com. Again, that’s 
questions@fdanews.com. 
 
We encourage you to ask questions at any time during the presentation. Your questions will not be 
viewable by other attendees. Questions will be addressed at the end of the Presentation. If you are 
experiencing technical difficulties joining the WebEx session please dial: 1-866-229-3239, or email 
questions can be sent to support@webex.com.  
 
As a reminder, this call is being recorded and will be available as an audio CD and transcript package by 
calling FDAnews at 888-838-5578 or visiting our website, fdanews.com.  
 
I would now like to introduce our speaker. 
 
Kathleen A. Hardee has more than 25 years of legal experience representing clients in the food industry, 
products liability, business disputes, transportation matters, and in toxic and mass tort litigation. 
Polsinelli's Food & Drug Group is an industry based, cross-disciplinary group which brings together 
dozens of attorneys with experience in every area of the law. Hardee’s strategy when working with clients 
is to identify and attain their business goals while minimizing risk, including reducing litigation exposure. 
She has tried cases in both state and federal courts across the country. She is also a trained mediator. Her 
client base includes food industry manufacturers, producers and distributors, businesses in commercial 
disputes, product manufacturers who have been or could be sued for injuries relating to those products, 
officers and directors, businesses looking to proactively work to minimize their liability risks, and 
transportation carriers and brokers. 
 
I’ll now turn over the floor to Ms. Hardee. Ma’am, please begin. 
 
Hardee:  Good morning. My name is Kathy Hardee, and we are going to tackle, at a 35,000-foot level, 
the Food Safety Modernization Act. And when I refer to the act today, I’ll probably most of the time refer 
to it by its acronym, which is FSMA.  
 
This morning we’re going to talk about first the two most central rules under the Food Safety Act, which 
is the preventative control rules for human food and the preventative control rules for animal food. While  

 3 



 
Hardee (cont.):  there’s a number of rules that the FDA considers some of its primary rules, they all seem 
to feed into and to support these two rules. So we’re going to talk about these two rules first. 
 
The second two rules we’ll talk about this morning are the Foreign Supplier Verification Program and the 
Third Party Accreditation Program. Those two rules pertain primarily to foods that are imported from 
foreign countries and the steps that have to be taken to ensure that any food coming into this country is 
manufactured under the same stringent standards that are now applied to the foods that are manufactured 
in this country.  
 
Before we get started speaking directly about these two preventative control rules, I think that it would be 
helpful to take a few minutes to talk about what led to the creation of FSMA, the reasons behind it, and 
the concepts that are incorporated into it, because you’ll see where these concepts repeat themselves 
throughout the various rules, and how they’re created with a goal of trying to create an integrated food 
safety policy that’s going to cover every aspect of the industry.  
 
While the outcries probably started earlier, at the beginning of the 21st century it was clear that what had 
happened was the food science and what we were capable under food science of doing had far outpaced 
the current existence of food laws in this country. There was an increase in outbreaks of food borne 
illnesses. Roughly 48 million people were being made sick every year by the food that they ate, 128,000 
on average were hospitalized and 3,000 people died.  
 
It’s not clear whether this is an increase in the number of people affected by food or whether our science 
is just better able to pinpoint the reasons behind their illness. But the most disturbing factor was the fact 
that food science had evolved to the point that we could not only identify the pathogens that were causing 
these illnesses, but that we could do something to prevent those.  
 
The problem is that in an overall food chain, if you look at a food product from the field all the way 
through the customer’s table, there’s so many different participants. And even if you, as a participant in 
that food chain, have the best food science and the best food practices in place, you’re not able to control 
every other piece of the chain. So without a consistent, coordinated law program there was no way to 
improve the situation. 
 
Our food safety laws hadn’t been overall revamped in more than 70 years, and over the years it had kind 
of been piecemealed together to the point where there was at least a dozen different agencies who were 
implementing at least 30 different laws, all of which were focused on the safety of one particular chain or 
one particular sector. There wasn’t any coordination between them. It had kind of become a patchwork, 
and even the federal lack of coordination didn’t take into consideration the fact that each of the various 50 
states were each doing something different and there wasn’t any coordination between state and federal 
levels. Nor did this patchwork get any better when you started looking at the problems of food that were 
coming into the United States. Because the laws weren’t keeping up with the science, instead of 
preventing food related illnesses and death, we were instead merely reacting to each crisis as it occurred 
and trying to correct it after the fact. 
 
Ultimately, the answer that was given was a move that was initiated by the White House and a creation of 
what they called the Food Safety Working Group. The concept was that the Food Safety Working Group 
was to study and make recommendations to create some kind of a coordinated system to protect the 
integrity of the food supply. And I think from the very beginning, it was understood that this was going to 
require a total revamp of all the food safety laws that we have. It wasn’t taken lightly. The chairman of 
the Food Safety Working Group was the Secretary of Health and Human Services, along with the  
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Hardee (cont.):  Secretary of Agriculture, and it included representatives of the FDA, USDA, CFPC, 
Homeland Security, EPA and a lot of others.  
 
This Food Safety Working Group worked from March of 2009 until they finally issued their results in 
July of 2009. And their ultimate findings contained a whole lot of things, but the two most important 
things for our discussion today was the need for better coordination and the need to be proactive rather 
than reactive. With respect to coordination, the group found that we needed coordination of all the 
different agencies that were trying to make the food safer. And creation in not only the laws they were 
creating and implementing, but also coordination between the efforts that the federal government was 
taking and the efforts that the state level was taking.  
 
The Food Safety Working Group suggested that there needed to be coordination of the participants for the 
people who were at the various links in the chain. Each person, whether it be a producer or a packager or 
a transporter, could no longer just look at their particular link or their particular focus of the food chain. 
They had to be able to look at and consider hazards that might come up with the food that they were 
handling, whether it was while that food was in their possession or at any other point in the food chain, 
whether that was upstream or downstream. 
 
Finally, there needed to be coordination with food suppliers outside this country. It was felt that the food 
that was being imported into this country not only didn’t meet the current food safety standards, but 
certainly wasn’t going to meet the food safety standards under the new laws.  
 
So like I said, there was also an emphasis that our food safety laws needed to start focusing on prevention 
and not just be reactive. If the rate of disease and death was ever going to be decreased, it had to be done 
in a proactive approach rather than just reacting, either with a recall or some kind of Band-Aid to fix to 
the current situation, but didn’t prevent it from happening again. 
 
The Food Safety Working Group’s findings were released in July of 2008, and then the ball was passed to 
Congress. Congress dealt with it for about two and a half years, but ultimately did pass the Modern Food 
Safety Act in December of 2010. Once passed, the president signed it into law in January of 2011. And 
you would think, in this day and age, that getting a bill through the Congress and signed by the president 
would have been the hard part.  
 
Unfortunately, that wasn’t the case, because when you look at the Food Safety Act, it’s really 
minimalistic. It contains a lot of overarching themes. It creates ideas. But it’s pretty sparse on details, and 
it leaves the detail to the FDA to try and create, how do we make these big goals we have happen? The 
Food Modernization Safety Act passed all of that down to the lap of the FDA and said, you make it 
happen. Oh, and here’s your deadlines for making it happen. The minute you looked at those deadlines 
once the law was signed into place, there was absolutely no possible way the FDA could have complied 
with those deadlines. To give them credit, they wanted to do a good job, and even doing a bad job there 
was no way to comply with it.  
 
So the FDA started their process, and to its credit, it passed some of the less controversial and minor rules 
right away. As they began to take on the big issues, they took a collaborative approach by meeting with 
everyone involved in the issue to get their input about what should be included in the new rules, and more 
importantly, based in their experience, what would and wouldn’t work. The FDA had understood that the 
regulations that would implement FDA had to coordinate with each other, and had to form a system 
which would require persons who operated one link in the chain to consider other links, and to have to 
communicate with those other links.  
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Hardee (cont.):  It held public meetings, webinars, to comment; visited farms and production facilities; 
spoke with stakeholders in the industry and with the scientific community as well as consumer groups. 
And while this was a very thorough approach and probably laudable, it resulted in a whole lot of time. 
Time has passed, and given the fact that the Food Safety Modernization Act became law in 2011 and we 
are just now, today, talking about final rules having been published, it’s obvious it’s been a problem that 
the rules took too long.  
 
People began becoming frustrated with the FDA, and a lawsuit was actually filed trying to order the FDA 
to pass its rules faster. Under the terms of the lawsuit, the FDA actually did enter into a consent decree, 
and the FDA is currently under court ordered deadlines as to how fast these final rules have to be 
produced. Once the court ordered deadlines were put in place, the FDA has actually complied with those 
rules, and with only two rules left to go, it appears they’ll continue to comply with those. 
 
In putting together the FDA’s comprehensive approach to FSMA, what it’s done is it’s divided the FDA’s 
efforts into what it calls seven pillars. And the seven pillars are the two that we’re talking about this 
morning, preventative controls for human and for animal food. There’s a pillar on produce safety, one 
pertaining to foreign supplier verification, third party accreditation rules, and both four and five are the 
two that we’ll talk about this afternoon. There will also be what they call a pillar on sanitary 
transportation and then one on food defense. 
 
The draft of these seven pillars were published and an open period was followed. Each draft generated 
hundreds, sometimes even thousands of written comments, and each draft rule was also followed by 
public meetings in which the FDA could explain what it was thinking about the rule, and to answer 
questions and obtain additional comments. The comments included reasons why the rules were or were 
not practical, and pointed out possible unintended consequences. 
 
If you choose to read the final rules, they actually will lay out comments that they received and their 
specific responses to comments. So it’s very clear that they did consider the comments submitted by the 
public or industry participants, and either chose to follow or to not follow those comments. But they laid 
out their reasons why. 
 
The comments that they received from the initial draft rules led to a finding that the preventative control 
rules in their initial form needed to be revised, and they needed to be revised to such an extensive point 
that they wanted additional comments on their revised rules. So they issued comments, they allowed 
public opinion, they considered public opinion and determined there was some significant changes they 
wanted to make. So they issued seven revisions to the rules and allowed more public comment. They then 
took the public comment to those supplemental rules before they came out with the final product.  
 
I think that the result that has come from this process, while it’s been laborious, has been something that, 
it’s been interesting to watch the evolution. Because the first rules I thought were good rules for the topic 
that they were directed to cover. The second rules started thinking about, well, what about some of these 
other rules we’ve now passed? How do we coordinate with them? And then the final rule was passed on 
these dates that are reflected in the PowerPoint page seven. They do a really good job of incorporating 
concepts and incorporating procedures that are happening under one rule, and they flow into another rule. 
So we’ve got more of a comprehensive approach that meshes together these rules, and at least on paper, 
will hopefully prevent a lot of duplication of effort.  
 
So the dates that are reflected on page seven are the dates that the FDA has submitted its final rule. And 
as you can see, five of the seven have already been submitted. The Food Safety Plan, each of the rules 
was submitted by the date that’s reflected in here. The date that’s reflected in here is the date that the 
court ordered that the rule be submitted. The rule wasn’t actually available until usually a couple of weeks  
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Hardee (cont.):  after that date because the process is just that the FDA has to submit to the Federal 
Register, and then the Federal Register gets around to publishing it to the public. So for most of these, it 
wasn’t available to the public for a couple of weeks after that, but the submission dates have been in 
compliance with the court order. So the FDA is not running into any more complaints on that regard. 
 
With that backdrop, we want to talk about the preventative controls for human foods and the preventative 
controls for animal food. And like I mentioned earlier, I think these are the two most important and 
primary of the seven pillars. All of the other rules in some ways are used to shore up and strengthen these 
two rules. But the concepts in these rules carry over into every other rule, and I think if you have a 
general understanding of the concepts and the reasons why these two rules exist, it helps to understand the 
other rules that we talk about.  
 
There is one that technically, even though both of them are called preventative control rules, as a 
shorthand, one is called the Hazard Analysis and Risk-Based Preventative Control Program for Animal 
Food, and that’s essentially a written safety plan. There’s also a Hazard Analysis and Risk-Based 
Preventative Control Program for Human Food, also called a written food safety plan. Both of those rules 
also have provisions for current good safety manufacturing practices. 
 
The problem here is that the cGMP changes for human food are drastically different than the cGMP 
changes for animal food. And although we’re going to talk about these two rules together, the reason 
we’re going to do that is because there are so many similarities between the two rules and how they’re 
laid out and what’s required. It’s not until we get to the cGMPs that there’s going to be some major 
differences, and we’ll talk about what those major differences are at the time. 
 
We’ll focus first on preventative control rules. The first question is, who has to comply with them? In all 
of these rules there’s a general definition and then there are dozens of narrow exceptions. Unless one of 
these exceptions jumps out in your face as something you think should apply to you and you want to trace 
that down, I would operate under the assumption that it probably does apply to you. And if it applies to 
you, we’ll talk later that the sizes of the companies and different other criteria simply changes the 
compliance date that you have to follow. 
 
Generally, who has to comply with these rules? Any establishment, whether it’s a domestic establishment 
or a foreign establishment, who is required to register with the FDA as a food facility. Now there are 
certain definitions of farm that don’t have to comply, or qualified facilities, which is a term of art in itself; 
low-risk on-farm activities from small businesses. One of the things that gets repeatedly excluded from 
these rules over and over again is activities related to seafood, to canned food, to low acid canned food, 
dietary supplements and alcoholic beverages. Those have their own special requirements and are left out 
of preventative control rules, for both human and animal food. 
 
The other thing that is left out is activities which are subject to produce safety rules, because produce 
safety rules are going to take care of the preventative control concerns that are addressed under human 
food and under animal food.  
 
So if we have a general understanding of who has to comply with these preventative control rules, then 
what’s required as a federal rule for preventative control rules? A preventative control rule consists of 
hazard analysis and risk-based preventative controls. Two parts—you have to construct a written food 
safety plan and then you have to manage that plan. Those are two different parts. 
 
The construction is simply a written safety plan that considers all the various factors that have to be 
included in a written safety plan. And then there are specified steps in the management of that plan that 
you have to follow. What can’t be enforced enough is that over and over in this process, every single  
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Hardee (cont.):  thing you do has to be documented. If you decide to put something in a written food 
safety plan, you have to give a reason why you put it in there. If you decide to leave something out, you 
have to put in a reason why you left it out.  
 
If, during the process of managing the written food safety plan you are looking at corrective actions 
because an action happened which was unexpected, you need documentation that describes that action 
and how it happened. You need a description of the conversation that was had about what possible 
corrective action should be taken, and then you have to list the reasons why you chose the action that you 
did and the reasons why you choose to not do the actions that you didn’t. The documentation is 
exhaustive with these plans. 
 
The other thing is that the FDA’s ability to get your written documentation on any of this is broader than 
it’s been before. Previously, an FDA representative could come in and ask for everything relating to a 
particular product that was deemed to be adulterated. The FDA can now come in and demand to see 
documentation on other products that are different than the adulterated one, but who might have been 
manufactured on the same part of the facility, or who are similar enough to the adulterated food that they 
want to look at the documentation for that. So the right to documentation review is broader than the FDA 
has ever been before. 
 
The other thing that’s required under a written safety plan, and to me, I think this is the trickiest part of all 
of this, is everything for a written food safety plan has to be performed by, and the definition is, a 
preventative control qualified individual. And that’s kind of a rocky definition that we’ll talk about a little 
later. The bottom line is that nobody really knows what that is yet. They know conceptually, but there’s 
no way to really define or to identify exactly who that person should be at this point. 
 
When you go to construct or write your food safety plan you have to first conduct a hazard analysis. And 
secondly, you have to design preventative control, which is why it’s called a risk-based hazard control 
and preventative control program.  
 
You have to identify hazards which are hazards that are serious enough that it may cause potential 
injuries. And that are known or that are reasonably foreseeable to happen in your food. They could be 
biological, chemical or physical. They could be present in or around food because they occur naturally 
there. Unintentionally introduced, or they’re intentionally introduced for purposes of adulterating the food 
for economic gain. 
 
That’s a part of the rule that’s been split. The adulteration for economic gain used to be under pillar 
seven, which talks about terrorism. And they’ve determined that adulteration for economic gain is not 
terrorism, it’s an act usually of either competitors or disgruntled employees. Most of the time you’re not 
going to have reason to reasonably expect that that’s occurred unless you’ve gotten complaints. But 
they’ve drawn a bright line distinction between adulteration for economic gain and adulteration that is for 
the purpose of causing terrorism or mass chaos. So in this instance, a hazard analysis needs to consider 
whether there’s the potential for economic gain. And then there has to be a reasonable probability that 
exposure to the hazard will result in adverse health consequences or death.  
 
Now it’s important to point out that you’re not just looking at hazards which can occur in your food while 
the food is within your control. A good hazard analysis program will potentially see that a hazard in a 
food could occur either on the supply chain side before the food ever gets to you, or on the distribution 
side after the food leaves. In which case, no preventative control that you do within your facility is going 
to do anything about that. And if that’s the case, there are other steps you have to take. But for right now, 
let’s focus on if the hazard is something that can arise within your facility, what preventative controls you 
have to do. 
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Hardee (cont.):  The preventative controls are intended to eliminate or to significantly minimize the risk 
of the identified hazard. And they have to be consisted with current scientific understanding. The word 
current is important here, because current means it’s current as of today. If you designed your 
preventative controls last week and six months from now there’s new science that tells you how to better 
control for a potential hazard, the requirement is that your preventative control needs to change all the 
time as science changes.  
 
The preventative controls are flexible. That if you read this act, I think the word that will appear most 
often throughout the whole thing is the word flexible. The FDA has steered far, far away from trying to 
do anything in which they will tell you that you have to do things in a certain way, because they want to 
give some kind of flexibility to the facility to be able to create a safety plan that addresses the particular 
food they’re managing, the particular facility they have. You may be required to have multiple food safety 
plans for each of the products that one facility manufactures, although there obviously will be overlaps, 
considering the facility is the same. 
 
You are required to have different food safety plans for every different facility that you have. And if you 
have a hazard that can cause serious risk or potential injury, your preventative controls have to include a 
written recall plan.  
 
Quickly, it’s important to note, and there’s a lot of confusion on this, that a food safety plan is not a 
HACCP plan. Somebody who is trained under HACCP is not trained under the Food Safety Act. There’s 
a lot of overlap, but people who come to you as food safety consultants and say, I’m HACCP trained, I 
can do a food safety plan under FSMA, if they don’t know FSMA, they’re wrong. We’ll talk about who is 
a qualified individual later, but for purposes of creating your plan and for purposes of who can do your 
plan, there are difference between HACCP and there are differences in the food safety plan required 
under FSMA.  
 
One of the biggest differences off the top of the chart is that a HACCP plan primarily focuses on critical 
control points. A food safety plan focuses on any place in the manufacturing process that something can 
go wrong. So they’re not the same thing. 
 
In the case where you have hazards which your hazard analysis has determined are not preventable within 
your facility, you’ve got to look at whether it’s a hazard in the supply chain or whether it’s a hazard in the 
distribution chain. If it’s a hazard in the supply chain, there’s a separate requirement that you have to 
create a supply chain program. A supply chain program takes the place of preventative control, but you 
have to go through and you have to use approved suppliers, and there’s a process for approving suppliers. 
You have to do verification activities. You have to conduct supplier verification activities. You have to do 
a lot of documentation.  
 
You can use someone else who is trained to do some of those activities, but the concept of a supply chain 
program you’re going to see again later this afternoon, because that’s a lot of what shows up over and 
over again in the foreign supplier verification. The concept under foreign supplier verification is that you 
have to verify the suppliers in your program, the suppliers in your food chain who are outside this 
country. So the supply chain program is an extra requirement, although it takes the place of preventative 
control, and there are some separate dates, when we get to the compliance dates, for you to be able to 
comply with supply chain. 
 
Hazard analysis may also determine that there are hazards in the distribution chain; hazards that you can’t 
control but that you can see might come up after the food leaves your facility. If that happens, when the 
food leaves your facility, you have to have documentation which tells your customer that the food is not 
processed to control for—and then identify the hazard. And number two, you have to get written  

 9 



Hardee (cont.):  assurance from your direct customer that the appropriate procedures and processes are 
going to be followed to make sure that the identified hazard is taken care of. That’s another area of 
documentation that you need to hold onto. 
 
After you’ve put together your food safety plan, you have to monitor the plan. You have to take corrective 
action when it’s appropriate. And then you have to verify that the plan is working. 
 
Management of the food safety plan is kind of a two-part thing. The food safety plan itself has to lay out 
in writing what the monitoring activities are going to be. The monitoring activities are simply to confirm 
that the preventative controls are properly implemented and that they’re consistently performed. 
Essentially, you’re trying to make sure that the monitoring activities which you’re doing are most 
effective for the type of preventative control that you’ve created. Usually it’s observation. Sometimes it’s 
measurement. But your food safety plan has to say what it is, and you have to document that you did it. 
All monitoring activities are going to be documented, and in the verification process later, verification 
process requires that you review the record of monitoring to make sure that it happened.  
 
The next part of managing your food safety process is corrective action. Corrective action has to be taken 
a couple of different places. Corrective action has to be taken whenever it’s determined that the 
preventative control either isn’t being consistently performed or that the corrective action isn’t making 
sure that the preventive control is working. If the preventative control is ineffective, corrective action has 
to be taken to fix that problem. The preventative action was put there for a reason, and if it’s not working, 
something has to be changed.  
 
If there’s something that’s happened that causes a corrective action to have to be considered, again, it’s 
documentation. You have to document the corrective action. You have to document what was considered. 
You have to document the decision that was made. 
 
Some of the instances where a corrective action might come up is if, in the verification process, you find 
that the records are incomplete, that you don’t know if monitoring was done or you don’t know if a 
corrective action was taken when maybe it should have been. You have to look at whether or not 
activities occurred that are in concordance with the plan, or if something else happened. And most 
importantly, you have to decide what the appropriate action needs to be about what the corrective action 
is, if any, and whether it should be taken. Again, that’s all part of the documentation process, and then any 
time anything unanticipated happens relating to the food production. 
 
Corrective action depends on the nature of the hazard. We talked about some of this. A corrective action 
needs to reduce the likelihood that the problem will reoccur. Any affected food has to be evaluated for 
safety. If there was some type of monitoring on a lot of food that did not get the monitoring, did not have 
the documentation, that one of the corrective actions that has to be taken is that you have to make sure 
that the food is safe and that the food wasn’t adulterated. If you can’t be sure that all affected food is 
prevented from entering into commerce, then you’ve got to make sure it doesn’t enter into commerce, 
whether that means initiating a recall or whatever it means.  
 
In some instances, a corrective action may consist of a full reanalysis of the whole food safety plan all 
together. Or it could just be a modification of the plan.  
 
So the third part of managing your food safety plan is verification. Verification includes the validation. 
Verification that the monitoring activity has occurred. Verification that the corrective action has occurred. 
Verification of implementation and effectiveness. Documentation of verification, and whether or not the 
plan needs to be evaluated. 
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Hardee (cont.):  I do want to point out that even if every part of this is happening perfectly, every food 
safety plan has to be reevaluated every three years, no matter how good, bad or indifferent it’s been 
working up to that point. There has to be a total reevaluation each three years. 
 
Now we mentioned earlier that all of this, from the hazard analysis, the creation of the program, all of the 
monitoring activities has to be performed by a preventative control qualified person. This is a concept that 
I’ve had some problems with. The technical definition is that it’s someone who has successfully 
completed an FDA approved standardized curriculum, or has an equivalent experience. The problem that 
I see with that definition is that the FDA doesn’t yet have a standardized curriculum. So if they can’t take 
that curriculum, and we don’t know what that curriculum is, how do we know if they have equivalent 
experience?  
 
In the meantime, the Food Safety Preventive Controls Alliance is working on a curriculum. It will be 
released, I think within the next six to nine months. The problem is that they’ve also talked about that the 
first people they’re going to teach are the inspectors for the FDA. And then they’re going to teach people 
who could then turn around and teach it. I don’t know how long it’s going to take before that curriculum 
itself is available for individuals in the industry to take. I think that probably the closest thing that you 
have right now is somebody who is HACCP qualified, but as we talked before, there are a lot of 
differences between HACCP and FSMA. And so somebody who is HACCP qualified has to be really 
trained on what the differences here are.  
 
A qualified individual also doesn’t have to be one person. It can be a committee of people with different 
professional background. You could have a toxicologist. You could have a QC. You could have any 
number of people who are experts in their industry if you have one person overseeing that committee who 
has an understanding of what this has to look like.  
 
So for right now, I think qualified individual is difficult. And the term qualified individual plays a little 
differently. Appears in some of the rules this afternoon, too, and they mean different things. But this is 
something that we have to cover under the preventative control rules, under putting your safety plan 
together and under managing it.  
 
The other half of the preventative control rules for human and for animal food have to do with current 
good manufacturing practices. This is where I think there’s a huge distinction between what’s required for 
human food manufacturers and what’s required for animal food manufacturers. For human food 
manufacturers there have been current good manufacturing practices for a long time. I think the last time 
they were formally overhauled was in 1986. But the changes that they’re asking for under FSMA are not 
overwhelming. There are areas where they talk about requirements to educate and train employees in the 
area of hygiene, food protection, health, as all of that impacts the safety of the food product. It’s all things 
that most companies do already. They want to put into writing that it’s required to do, and like everything 
else, they want you to keep specific records that everyone received this documentation and training.  
 
The other thing is that the FDA has for long taken the position that you should protect against cross 
allergen, cross contact, and against contamination of food, food contact surfaces, and food packaging 
materials with microorganisms and foreign substances. Prior to this point, that’s been put in guidances. 
The FDA has really started taking the position that they’re not going to use guidances as a way to enforce 
the law, because we all know that guidance is not enforceable. It’s just the agency’s current thinking at 
the time. 
 
So they’ve really made an effort in FSMA to be more specific about what the requirement is and what 
you have to do. And they will be issuing guidances on every one of these sections to help give you 
thoughts about how to comply with each section; how they think these sections should play out.  
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Hardee (cont.):  One of the things that’s previously been in a guidance but has not been in current good 
manufacturing has been this allergen cross contact concept. It’s now a part of the law, and you have to 
comply with it for human food.  
 
The bigger issue falls with people who manufacture animal food. Animal foods have not previously had 
formalized good manufacturing processes, and the implementation of a set standard for them is going to 
catch some people off guard, and it’s going to require them to make a lot of changes to their 
manufacturing process. Whereas the food safety plan, although it’s burdensome, it’s a way to check that 
what you’re doing turns out a good product. This is a way that will affect the whole processing of the 
food itself.  
 
Most companies follow these rules anyway, and that’s why the FDA refers to them as baseline cGMPs; 
baseline meaning that it’s a minimum that they expect everybody to follow. They are hoping that you go 
beyond that, but this is the minimum that they’re going to hold you to, at least right now. The ultimate 
goal is to protect against the contamination of food, while acknowledging with animal food that there is a 
good probability that complete elimination of contamination isn’t always possible. With animal food, you 
have to keep in mind that we’re dealing not only with food that’s for pets, but food that is animal feed, 
and these rules apply to both. 
 
One of the reasons that they’re focusing so much on animal food in these rules is not that they’ve not 
always loved animals, but that food science again has proven that not only do they have to worry about 
the danger that a food poses to the animal itself, but the humans handle the food, and that certain 
pathogens may continue to exist in the animals who ate the contaminated food. So there are about three 
different ways that contamination that results in harm to an animal could play itself out, and they believe 
that the institution of current good manufacturing processes, this is at least a start in getting them up to the 
same kinds of standards that have been imposed on human food for a long time.  
 
Most companies are following these current good manufacturing standards or something similar, and have 
been doing so for a long time. Hopefully, for those companies, this is not going to be a big deal. Again, 
there’s more documentation, but the passage of these new rules for some companies, especially the 
midsized to smaller companies, is going to be something that is time consuming and difficult if it’s not 
the way things were done before. I’m not going to go through everything. You can read for yourself what 
the general concepts are that they want these current good manufacturing practices to cover.  
 
None of it is anything real out of the ordinary except here for the last one on page 23. There was a huge 
outcry when the first round of the rules was released, and it came from the fact that there are 
manufacturers of human food who sell their byproducts as ingredients for use in animal food. And their 
complaint was, do we have to comply with all of the animal food preventative controls and current good 
manufacturing practices when we sell our human food product to animal food manufacturers? And the 
example that got the most notoriety was beer manufacturers, who distributed their byproduct, which to 
them it was a choice of, if I have to jump through a bunch of more regulatory hoops, I don’t make that 
much money off of this anyway. I might as well throw it away. 
 
It was interesting, I was at the first public meeting and the FDA was clear that these manufacturers of 
human food were going to have to comply with both sets of rules. And in the space of bad press and 
Congressional comments, they quickly backed off that and they said that manufacturers of human food 
who sell their byproducts to be used in animal food do not have to meet any animal rules unless they do 
some kind of additional processing to those byproducts before the sale to the animal food manufacturers.  
 
It doesn’t mean they won’t be safe, because the animal food manufacturers are responsible for ensuring 
the safety of those products, just like they have to ensure the safety of all of their ingredients as part of  
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Hardee (cont.):  their preventative controls processes. So that’s probably one of the out of the ordinary 
ones that you wouldn’t have already expected to see in the current good manufacturing practices for 
animal food.  
 
The compliance dates are laid out here for both human food and for animal food. There are two different 
compliance dates. We could have a full discussion here about what the definitions are of some of this 
terminology, but for human food preventative control rules, very small businesses have to comply with 
these rules in three years. Businesses that are subject to pasteurized milk ordinance have to comply within 
three years. Small businesses, which is different from very small businesses, have to comply in two years. 
And then all other businesses in a year. 
 
A human food manufacturer has to have a supply chain program, which we talked about before, and a 
supply chain program is in lieu of preventative controls for certain product. And remember that a supply 
chain program might apply to a certain ingredient, but not to another ingredient. But if you have a supply 
chain program, then the deadline for your supply chain program is different.  
 
If you’re a receiving facility and you’re a small business, and the supplier you’re receiving that product 
from is not going to be subject to these preventative controls, you have to comply with your small chain 
program in two years. If you’re a receiving facility and you’re a small business and your supplier will be 
subject to the preventative control rules, then you have to comply with your supplier verification program 
in two years, or six months after the supplier is required to comply. 
 
The reasoning behind all of this is that they want the supplier to be able to get up to speed on their own 
preventative control program before you, as the purchaser, start coming to them and asking for written 
assurance that they’ve complied with their preventative controls program. So it’s just a little staggered 
implementation so that you’re not asking them for documentation that they’re not yet required to have.  
 
The same thing is true with the bigger facilities. On the third instance here, it’s an 18 month program, but 
if your supplier is subject to human preventative control also, it’s six months after the supplier is required 
to comply with the applicable rules. So as you see, sometimes there are as many nuances or more nuances 
than there are dates and definitions within this.  
 
On the animal foods, again, there are two dates for every single compliance date within the animal food 
industry. Very small businesses, which is defined here, have to comply with the cGMPs a full year before 
they comply with the preventative controls. Same with very small businesses, small businesses and all 
other businesses. Each of them has a particular date to comply with cGMPs. And then it’s a year later that 
they have to comply with competitive controls. 
 
This actually makes sense, because until the cGMPs are in place within a company, it makes it really hard 
to go in and create your food safety plan, look at how things are being handled now under the new 
cGMPs, to be able to determine what are the hazards and how do we control it? So they’re letting you get 
the cGMPs in place and then giving you a year to figure out your safety plan and what the appropriate 
preventative controls are going to be. 
 
So I believe that that wraps us up for the preventative control rules for human food and the preventative 
control rules for animal food for this morning. This afternoon we’re going to be talking about the two 
rules, foreign supplier verification and third party accreditation. And these have to do with foods or food 
ingredients that are imported from foreign suppliers, having to do with imports, having to do with 
assurance that these foods provide the same safety assurances that we get from foods that are 
manufactured here, and those will be discussed this afternoon. But a lot of the concepts that we’ve 
covered this morning you’ll see continuing into those rules. 
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Hardee (cont.):  Does anybody have any questions that I can answer for you at this point? 
 
Operator:  Thank you. Ladies and gentlemen, now is your opportunity to have your questions answered 
by our presenter. Please remember this portion of the conference is also being recorded, and please limit 
yourself to one question at a time. To ask a question, please press *1 on your telephone keypad. I will 
announce you by the city from which you are calling. Your name and company will remain anonymous. 
You may hear a few seconds of silence as we bring you onto the line. You will then be live, and will be 
able to ask your question. Again, please press *1 on your telephone keypad to ask a question. You may 
also submit questions by email to questions@fdanews.com or use the Q&A panel within Webex. 
 
Our first question will come from Kyle Asay from FDAnews. You may go ahead, Kyle. 
 
Asay:  Thank  you. I was just wondering, there were a couple of things that you mentioned that were 
particular points of contention, but it sounds like all of those are more or less resolved. Are there any 
really big things that are still ambiguous or that are still being fought over in terms of the specifics? 
 
Hardee:  I think there’s two things that are still ambiguous, and one of them, there’s a plan in place to fix 
it. This qualified person, it’s bothered me from the beginning because it talks about having met an FDA 
approved curriculum when one doesn’t exist. Or the equivalent, and how do you know if it’s the 
equivalent if the curriculum itself doesn’t exist? There is a group working on the curriculum. Even when 
it’s passed, it’s going to be available to a whole lot of other people other than individuals in the industry 
who need it. And your compliance deadline is more likely than not to come up before you have the 
qualified person. The best you can do is to put together a committee of people who have the safety 
background and the scientific background that you think appropriate, and to have someone oversee that 
who also has a good understanding of FSMA.  
 
So that’s one of the things that’s kind of still up in the air. Another thing that’s still up in the air is that 
repeatedly throughout this they talk about partnerships. They talk about partnerships with foreign 
governments, they talk about partnerships with state agencies, and how they’re all going to be working 
together, because the FDA doesn’t have the manpower and it doesn’t have the money to implement a lot 
of these ideas, no matter how good the ideas are. So they’re building coalitions, and also requires training 
of all those state people. So the building of these partnerships is going to take time and it won’t be 
available immediately.  
 
Which all leads back to the question, all of this is going to take time, and all of this is going to take 
money. And every report to Congress that I’ve seen from the FDA regarding its status and regarding 
where it is and what’s going on, every single request asks the Congress for the money to be able to 
implement this. They don’t have the money to track down all of the requirements, to look at all of the 
records, to look at all of the problems. And for a program to be a preventative effort instead of a 
reactionary effort, you’ve got to have the people on the ground making this happen. And the FDA simply 
doesn’t have the money to do it. That’s part of the reason why they’re trying to form these partnerships, 
but it happens slowly.  
 
So a lot of this is very good on paper. Getting it in place, making it happen, even beyond the compliance 
dates, is going to take a long time. 
 
Operator:  [Operator gives instructions to ask a question.] 
 
I’m showing no further questions. Do you have any closing remarks before we wrap up, ma’am? 
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Hardee:  I don’t. I’m sure this is not the first that you’ve heard of the different requirements under the 
program. If things occur to you later on, I’m more than happy to answer your questions or how they might 
apply to you particularly. But I spoke with someone yesterday and they said, I’ve been hearing about this 
business thing. Is it something I should pay attention to? And kind of wanted to say, yeah, you should 
have been paying attention to it a long time ago, because your time clock is running.  
 
So if you haven’t started evaluating how this affects your particular company, you need to start looking at 
it now. The compliance dates are fast. The requirements, while it may not change the way you actually 
process food, it will require your recordkeeping. It will require the framework under which you do what 
you do. And it will take a lot of time. So the sooner you start on that the better off you’ll be. When you 
have an FDA inspection, they want to see your rules and they want to see all of the documentation for it. 
 
Operator:  Thank you very much. On behalf of FDAnews I would like to thank our speaker and you for 
listening.  
 
Just as a reminder, if you’d like a recording of this session, you can order the CD and transcript package 
from FDAnews by visiting our website or contacting customer service. 
 
This now concludes today’s webinar. To end this call, simply hang up your phone and close your 
browser. Thank you. 
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