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Drinking Water Forum - Joseph Levitt

Joseph:
Thank you very much. I guess I am the final speaker, the near-final speaker, but I will try to be sure that I keep to the time limit. Thank you very much for the invitation.

Let me first introduce myself. My name is Joe Levitt. I am a partner in the D.C. law firm of Hogan & Parson, as Steve Edburg(?) said. I am probably here mostly because for my first 25 years of my career I worked at the Food & Drug Administration in a number of capacities, finally I was the Director of the Center for Food Safety and Applied Nutrition which is that part of the FDA which regulates all food products, including bottled water but certainly by no means only bottled water. In my private practice now, I've been there about five years, we represent a whole range of food and beverage companies, including some bottled water companies as well, but by no means, again not exclusively that.


I guess I like Steve's introduction as a Grand Poobah of food regulation and some such. Let me first -- you've been immersed in water for a day and a half. Let me kind of take you back into the world of FDA first in terms of the sense of food safety issues because I think there's a general sense that bottled water is not very highly regulated by the government and that's not true. It's just not well understood and it's not well understood because the real visible food safety issues have not been with bottled water and since Steve changed a little bit my subject after I prepared it, while I was sitting there I made a quick catalog of major food safety issues that I've been involved with during my time with the FDA, kind of chronologically.


In the '80s it was a big issue with sulfites on people having allergic-type reactions to sulfites and that was a big issue with salad bars and there is actually sulfites in wines. But you won't find any sulfites certainly in bottled water. Some people may remember Meryl Streep going on TV and complaining about pesticides and apples. There was a pesticide called Alar and Alar and apples, there was a whole big issue around that. But again, you're not going to find -- pesticides is not an issue with bottled water. You look over in the nutrition area, trans fat, certainly one of the major changes in nutrition is essentially driving trans fat out of the marketplace. But again, you're not going to find any trans fat in bottled water. Food allergens has become a very significant issue. There's something like 10-12 million Americans with food allergies and a whole law was passed to label foods with food allergens, things like peanuts and tree nuts and milk and fish and so forth. But again, you're not going to find them in bottled water. 

We just had a presentation on dealing with some issues with microbes. But the big visible issues with microbes with FDA that you've all read about or heard about on TV and the news, e-coli, a special brand of e-coli, 015787, most recently a couple years ago in spinach but it's been a problem in a lot of food products over the last couple of decades. Salmonella, you just read about the peanuts and the pistachios. And again, there's a long list, Vibrio(?) and oysters and microbiological issues are a large part of FDA's problem. But you really don't find them in bottled water.


Direct food additives, especially sweeteners, I recently published an article on this. Direct food additives receive an enormous amount of scrutiny. There's still always, especially things like sweeteners, they're always subject to regulation but certainly in regular bottled water you're not going to find any of those ingredients, especially remember the melamine from China that first came in the pet food and then dairy food, a very visible issue. But you don't have ingredients in bottled water. It's kind of a nice life.


Then you get to a few that are starting to include bottled water, starting with food imports. The FDA does regulate an enormous amount of growing imports. Something like 80 percent of the fish we eat is imported. Myself, I was surprised to know that. You look at fruits and vegetables, some parts of the year it all comes from some parts overseas. There is some imported bottled water, but it's small compared to what's consumed in this country but at least you're starting to get some involvement here.


Chemical contaminants, that's probably the chief issue of safety of bottled water and the regulations surrounding bottled water and I'll talk a fair amount about that as well as packaging materials, the actual plastic bottles which do relate to bottled water but don't relate exclusively to bottled water. Lots of other beverage products have the same kinds of plastics that are used here.


So in the general sense, bottled water is a small piece of what FDA does. Given that, it's actually interesting and somewhat surprising and you'll see that FDA has a very extensive regulatory scheme for bottled water, more than almost any other food product and that's designed to keep it in parity with regulation with EPA. So let me go through.


What I'd like to do is number one just describe for you what is the comprehensive regulatory scheme that exists for bottled water under the FDA authority. Number two, then talk about as Steve mentioned, bottled water as a food. If there were no bottled -- if there was not a single bottled water regulation I could talk for days just on the food regulations that apply to bottled water as they apply to any other food or beverage product. But in addition there are a number of very specific regulations for bottled water so I'm going to concentrate mostly on those and then what is the general regime for inspections, enforcement and product recalls and finally mention the federal bioterrorism laws that were passed following 9/11 and then talk a little about how the state governments play an important complementary role to what FDA does.

First, as mentioned, bottled water is regulated as a food under the federal Food, Drug and Cosmetic Act which dates back to 1906 and has been amended many times. There are a number of general requirements, starting with product labeling. I note for example my little bottled water here I picked up on the way in has a sodium-free claim. Because it has a sodium-free claim, it is required to include the nutrition facts panel to show if you're bragging about something, you’re not hiding something else in there. So having a bottled water, there's just zeroes all over but nevertheless, the labeling is an example of how labeling rules apply. 

Good manufacturing practices, again these are very general regulations that apply to all foods. There are more specific ones for bottled water but it begins with a very general foundation for food. The Food and Drug Act is actually set up mostly under the two main headings of adulteration and misbranded. Almost anything that you can think of that is health-related would end up making a food adulterated and anything that's dealing with the labeling that's incorrect would make the product misbranded and those two concepts are important because under the law it is making something adulterated or misbranded by and large that makes it prohibited and subject to whatever penalties and so forth that I'll talk about later. And then finally, FDA does have a dedicated program to review not only direct food additives but also the indirect food additives through food packaging materials. 

Now let's focus on what are the regulations specific to bottled water. Well, it begins by defining in the regulations, there's a whole section, almost a whole book, of a code of regulations devoted exclusively to bottled water. It begins with what bottled water is. Bottled water is water that is intended for human consumption, so it's intended for people; that is sealed in a bottle or other container with no added ingredients except that it may contain, optionally contain safe and suitable anti-microbial agents. So basically it's H2O in a bottle or other container. 

This further describes what I'm going to call the standards of identity which go to the labeling and the characteristics of the water to the standards of quality which deal with contaminant levels and ensuring that those are within safe limits and third the good manufacturing practices specific to bottled water. Starting with the standard of identity: The FDA years ago provided again legal definitions in the regulations and when something is in an FDA regulation that means it has the force and effect of law. If you violate the regulation it is as if you're violating the law. And there are definitions for bottled water, for drinking water, for Artesian water, for ground water, distilled water, deionized water, for reverse osmosis, for mineral water, for purified water, for sparkling water, for spring water, for sterile water and for well water. So at some point there were some people at the FDA pretty darn busy in defining all these different types of water. And that is designed so that when you pick this up, and this one happens to be spring water, well for a company to call this spring water there is a specific definition that describes what spring water is and they must adhere to that if they're going to call something spring water. 

This is an example of how mineral water is defined but I gave it here just to show you that it's not just spring water is from a spring or mineral water has minerals. It goes through in some detail for what each of these are and a product is deemed misbranded unless they meet the standard of identity. And so any bottled water you pick up, while it might just say water on it, it is going to have some defining characteristic. Most of them you'll see are either going to be spring water or are going to be purified water; though you'll find some examples of all the others. You'll find some mineral waters and distilled and artesian and so forth. But everyone will describe so a consumer knows when they're buying something if they're buying it this is what it means. You can't call something spring water if it's not from a spring.


Second, and this goes directly to safety, and this is the core of the FDA safety regulation of bottled water, is what's called the standards of quality and these are regulations that establish quantifiable limits for the microbiological, physical, chemical, radiological substances. These very much follow EPA's MCL levels, your maximum contaminant levels that EPA has. FDA essentially adopts them and applies them to bottled water and there's a whole long laundry list of these, each again very quantifiable and bottled water companies are subject to all of those. 

Now importantly, about 15 to 20 years ago Congress passed a law to ensure at least parity with EPA regulations. And that's section 410 of the FDA law and what that says is that whenever EPA passes a regulation under a public water drinking standard for a maximum contaminant level or a treatment technique, that FDA is required within a period of time to apply a comparable regulation for bottled water that is at least as stringent and at least as protective of the public health as the EPA standard. 

So a couple years ago, EPA did something, an MCL for arsenic. FDA followed along and applied it to bottled water. Now if FDA does not do that, then the EPA regulation as a matter of law becomes applicable to bottled water and that has actually happened once. But by and large the FDA is very good at following along and being sure that they adopt regulations suitable for bottled water. 

Now, FDA also has the option of deciding that an EPA regulation is not relevant to bottled water. For example, the EPA had a regulation several years ago dealing with a regulation of surface water. Now bottled water that comes from deep in a spring isn't subject to direct influence of surface water. And so therefore, FDA reasoned it's either not subject to it or it's already, if it's coming from a municipal source it's already under the EPA regulations anyway and so FDA concluded it didn't have to do a regulation for surface water because it was nothing to unique to bottled water that needed that. But nevertheless, they had to go through that official process to do that and they will do that every single time. 

Just last fall, FDA proposed a regulation dealing, a follow-up to the so-called groundwater rule that EPA issued about a year and a half ago. And FDA actually went beyond what EPA did and proposed to require a zero tolerance for e-coli, as with _____, it doesn’t matter how much. If it's in there, that's not good. And in both the source water and the finished product, and so that's an example of FDA actually going beyond what EPA does, again to be sure that bottled water is subject to the highest standards. And any product that doesn't meet this is deemed adulterated and misbranded if it doesn't meet the standard of quality. And so, again, the standard of quality is very much at the core of the FDA regulatory scheme.

The FDA also has specific good manufacturing practices of bottled water. The feeling was that the general food GMPs were general and maybe we should have something much more specific for bottled water. So again, you'll have a whole different section in the CFR devoted to that and it will address things such as the frequency of contamination testing, requirements for sanitary operations, equipment design and construction and the production and process controls. You'll see regulations for testing, inspection, sampling, analysis and approval requirements for source water and you'll see that testing requirements for finished products. And so, again, you're going to see a very elaborate regulatory scheme. 

It is very interesting I think from my broader FDA experience to see how much there is for bottled water when you don't have the same thing for almost any other food product. And I think that is because of the sensitivity of how public water systems are regulated to be sure that bottled water is at the same or even a higher level. 

Finally, FDA does have a system for inspections. All food companies are subject to onsite inspections to ensure compliance. FDA assigns frequency based on risk as both to the nature of the product and the history of the firm. So a company that has had compliance problems in the past, they're going to be visited more frequently than someone who has a good track record. FDA also relies very much on states to inspect food companies either on behalf of FDA or under their own authorities and so you have very much a federal/state partnership there.


Now recalls and enforcement, FDA has very clear expectations that if a product is found to be adulterated or misbranded, so if a bottled water exceeded the level in the standard of quality, then that would make the product adulterated and misbranded and they would be expected to recall that product and FDA follows up and ensures the effectiveness of that. FDA also can take enforcement action in a number of ways if there are adulterated or misbranded products. They can go out and actually seize the products themselves. They can go to court and get an injunction to put that company out of business until they show they can be in compliance or in very extreme cases they can bring criminal prosecution against the company. So the FDA has very strong enforcement capabilities. Happily, they're not needed very often but nevertheless they're there if they are needed. 

And finally, following 9/11 there was a reference to that a little earlier, there was a bioterrorism law passed which required several things. Again, this is in regard to all food products. For any import there has to be prior notice so that FDA knows. If they're worried about certain things they can spend extra energy checking it. Everybody had to register with the FDA and get their registration number. And that companies had to preserve records of where they bought something from, where they're selling it to so if there is a recall you have a clear paper trail up and down the chain.


Now a couple points on FDA jurisdiction. A lot of the questions I get are on this slide. One of the so-called myths is that FDA doesn't regulate most bottled water because it's intrastate and people think of it being intrastate because the source is in the state. But in reality, FDA regulates virtually all bottled water and the reason for that is twofold. Number one, it is an age-old law by now, several decades, that if any component of a food travels in interstate commerce that FDA has jurisdiction over the whole product. So if a cap came from interstate commerce, if the label came from interstate commerce, if the plastic, if the ink on the label came from interstate commerce; if you think about it, there's hardly anybody who's going to have all that in one state and if they had it the chances that they would use it are even lower. And so it is an absolute myth that bottled water is an intrastate product. It is an interstate product fully subject to FDA regulation.


Congress, not just looking at bottled water, but looking at the issue in general actually passed a law about ten years ago by now that issued what was called a statutory presumption. It used to be that FDA had to run around and document interstate commerce every time they wanted to take an action. And Congress said no, food in this country is interstate by its nature; we will presume interstate commerce. That to me kind of settled that issue.


Finally, an issue called federal preemption. Federal preemption means that the federal law is not only the supreme law of the land but essentially the only law of the land. There actually have been recent Supreme Court cases on this subject, usually when the law is not clear, whether or not it preempts state law. In the FDA case under the standard of identity that I talked about and that covers both the standard of identity and the standard of quality, so it's that whole regime of regulations, that Congress was already very explicit. It says these preempt state laws. What that means is the federal law is the one and only law that exists on those. States may promulgate identical laws and enforce those laws and regulations but they can't do something different, either more or less within a confine of the standard of identity. So the definition of spring water is the same in all 50 states. The contaminant level for arsenic is the same in all 50 states and that is the way Congress designed it in the first place.


There are additional areas which states can regulate and do. And I'll get to that in a second. But by and large there is a very strong federal preemption for bottled water which is unusual in a food area and because in bottled water all the regulation is really under the standard of identity.


Finally, state regulation. There is an important role for state regulation. Number one, states have primary jurisdiction over the sources and so every source is inspected, licensed and totally overseen by the states and everybody in the business is more than well aware of that. As I noted, FDA contracts with states to perform inspections of food facilities so they're very involved in inspections. But states also regulate bottled water on their own authorities so long as they are outside the scope of the standard of identity, standard of quality. But if they want to impose additional requirements separate from those two areas, they're allowed to do so and many do and have very active programs. 

And so my expertise is in the federal area. Someone else, if they had expertise in the state area, I'm sure could give a presentation equally substantial. 

But that basically takes me to the end, Steve, hopefully within the timeframe more or less. Again, to conclude, the Food and Drug Administration does have a very comprehensive regulatory scheme that covers bottled water that is both the general requirements for all food but also a series of specific regulations designed exclusively for bottled water and by law FDA contaminant levels must be at least as stringent and at least as protective of public health than those which EPA promulgates over municipal water systems.


With that, I thank you very much for your attention and again for having me here and I'm happy to take questions. 
Q:
I have a question. In some parts of the country if you go to the supermarket you can bring your own container and for a quarter put it in the machine and _____ water that's been carbon filtered and UV irradiated. Would that be something that's FDA or that be something that's state or that's someplace that's neither?
Joseph:
I'm not familiar with the particular kind of container you're having but it sounds to me that is probably state is what my guess would be, unless somebody is shipping that water in that container to the store. Otherwise, it would be under state regulation. 
Q:
[inaudible] 
Joseph:
No, that would be state. 
Q:
Joe, one of our speakers yesterday spent a lot of time talking about lead and lead regulations. Could you talk about that with respect to bottled water?

Joseph:
Well, that would be a subsidiary of that long list of standards of quality. There are specific quantitative regulations about lead in bottled water and all bottled water companies need to be sure that they are within those safe limits. And there is a long list of other so-called contaminants that would be subject exactly the same way. 

Any other questions?

END


